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Page-Level Help
Initial Submission Smartform
Basic Information Page
Use this page to fill in basic information about the study and the principal investigator.
Funding Sources Page
Identify all external funding sources, such as industry sponsors and government agencies. The main purpose is to help the IRB identify all studies associated with particular grants.
If funding comes from a specific internal funding program, also identify that funding source.
Study Scope Page
Identify factors involved in the study that may require review of additional details. Your answers determine whether you must provide additional information.
After answering these questions and clicking Continue, you can use the Jump To navigation element located at the top of the page to skip between any of the forms you need to fill out. You can also exit the form and return later to add information before submitting the study for review. 
Local Site-Specific Documents Page
Local site-specific documents may include local versions of consent forms or recruitment materials.
For multi-site studies:
Some documents and consent forms will be applied to the multi-site study as a whole. Others may be specific to your institution. On this page, only include the documents that are specific to your institution.
Local Research Locations Page
Identify research locations where research activities will be conducted. These research locations have been included because they are locations within your institution where institutional leadership would like to track human research activities, or because they are locations outside of the institution where your institution’s principal investigators conduct human research. 
Research locations are not participating sites in multi-site or collaborative research with separate principal investigators. If your research location is not included for selection, you may enter information manually about that location. Please contact your IRB Office if you are unsure whether your research location should actually be a participating site.
For example:
A PI has an appointment at the university. If the PI conducts research in a local elementary school, a nursing home, or a private physician’s office, those may be considered research locations.
For multi-site or collaborative research studies:
Do not include other participating sites as research locations. Those sites will likely need to rely on the reviewing IRB separately. Please contact your local IRB office with any questions.
Drugs Page
Identify all drugs to be used on human subjects as part of this study. In particular, include all information the IRB needs to identify and evaluate any investigational new drug.
An investigational new drug (IND) number identifies a drug that the FDA allows to be transported across state lines for use in clinical studies prior to receiving marketing approval. The study sponsor and the FDA should provide any IND information.
Identify each IND used in the study. For each IND number, attach one of the following:
· Sponsor protocol with the IND number
· Communication from the FDA or sponsor with the IND number
Devices Page
Identify all devices to be used as an HUD or evaluated for safety and effectiveness on human subjects as part of this study. In particular, include all information the IRB needs to identify and evaluate any device with exemptions or claimed exemptions. Also attach information from the study sponsor or the FDA verifying the exemption status of each exempt device.
Definitions
HUD: The designation of humanitarian use device (HUD) applies to devices intended to benefit patients by treating or diagnosing a disease or condition that manifests itself in fewer than 4,000 individuals in the United States per year. The HUD designation provides an incentive for the development of devices for use in the treatment or diagnosis of diseases affecting these populations.
IDE #: An investigational device exemption (IDE) number identifies a device approved by the FDA for use in a clinical study to collect safety and effectiveness data needed to support further applications to the FDA. Approved IDEs are exempt from several regulations.
HDE #: A humanitarian device exemption (HDE) number identifies a device approved by the FDA as a humanitarian use device (HUD) with limited potential patients, without meeting the effectiveness requirements of premarket approval. The FDA agrees that the device does not pose an unreasonable or significant risk of illness or injury, and the probable benefit to health outweighs the risk of injury or illness from its use. 
Abbreviated IDE: The device is considered to pose nonsignificant risk of harm. If the IRB approves the study—including the device as not posing a significant risk—no FDA approval is needed to proceed with the study. 
Supporting Documents Page
Use this page to upload supporting documents and information that you did not attach on previous forms. 
	Tip: You can fill out the templates and other documents provided in the IRB Library area to create many of the documents needed. To locate the documents, click IRB, then Library on the left. Then select the appropriate tab.


Important attachments include:
· Conflict of Interest Committee's determination for each financial interest related to the research
· Completed checklist of meeting Department of Energy requirements, if the research is conducted or funded by the DOE
· Other documents relevant to the study and not attached elsewhere
Related Topics
"Checklist of Information to Attach" in the Researcher's Quick Reference
Final Page
When you click Finish on the Final Page, you have not yet finished all the steps to send the submission for IRB review. You have the option to continue editing the submission, and you should check it for errors and omissions. Then, before the IRB can review it, the PI must personally submit it for review.
Related Topics
"Create and Submit a New Study" in the Researcher's Quick Reference
Follow-On Submission Smartforms
Continuing Review / Study Closure Page
This form collects information about the progress of your research, which is required for either a continuing IRB review of the research or official study closure. 
The study will be closed, discontinuing IRB oversight of the study, if you indicate that the study has completed the first four research milestones listed. Otherwise, your continuing review submission is treated as a request for extension of the approval period.
Related Topics
"Continuing Review and Modification Process" in the Coordinator's Quick Reference
"Create and Submit a CR or Modification" in the Researcher's Quick Reference
Activities
Add Comment
Anyone who can view this submission can see your comment. This includes the study team, IRB staff, and committee members. It may also include ancillary reviewers and other individuals that the study team adds to the submission's guest list.
Submit Pre-Review
Fill in initial information about this submission. The information you collect can help you determine whether to assign the submission to committee or designated review, and the specific reviewers to assign to it.
For additional guidance, see the links to documents in the Submit Pre-Review form and the IRB Library. For a list of documents for various purposes, see "Key Checklists and Worksheets" in the Study Reviewer's Guide.
Edit Pre-Review
Update the initial information previously provided about this submission. The IRB coordinator or director can update the pre-review information at any time until the letter communicating the IRB's review decision is sent.
Add Review Comments
In preparation for the committee meeting, add your comments and relevant checklists here. This lets committee members view each other's comments before and during the meeting.
Record sIRB Decision
Fill in the information you received about this submission from the external IRB of record.
Finalize Documents
You can approve any or all of the files that were attached to the submission by the study team. The Finalize Documents activity initially lists all of the files as drafts.
Some of the files, when marked as approved, will also be "finalized." Finalizing accepts all tracked changes and removes any comments (from a Word, PowerPoint, or Excel file) and converts the file to a PDF stamped with one or more watermarks. 
The categories of files to be finalized, as well as the watermarks to use, are configurable by your institution in the IRB Settings area. By default, consent and recruitment files are finalized. For files in categories configured to be finalized, the following file formats can be converted to PDF and stamped:
· Word, PowerPoint, and Excel
· Text and rich text (RTF)
· PNG and JPG
· PDF (stamping only) 
Files you approve (by checking the Approve box and clicking OK) appear in the Final column in:
· The Finalize Documents form when you click Finalize Documents again
· The Documents tab in the submission's workspace
To determine whether a file was converted and stamped, open the file or look for the .pdf file extension in the Final column (for files that show extensions).
For information about configuring the categories to finalize and the watermark settings, see the IRB Deployment Guide.
Assign Primary Contact
Select the person who will act as the study's main point of contact for communications with the IRB. The primary contact receives notifications, in addition to the principal investigator, when the IRB communicates a decision or requires the study staff to take action.
Note: If the primary contact is also engaged in the research, make sure the list of team members within the study includes the person.
Edit Meeting Attendance
Confirm an individual's intent to attend the meeting by marking the check box next to the name. Invitees can directly indicate their plans using the Confirm Attendance and Decline Attendance activities.
The displayed list consists of the committee chairs, administrators, regular members, and alternates. You can also view the expected attendance in the meeting workspace in the Attendees tab.
To add an alternate or other committee member, use the Edit Members activity, which is available from the committee workspace.
Close Study (Admin)
This activity is meant to close studies for which active research has ceased, but the study wasn't closed properly by the PI. The best example is when the PI has left the institution without closing the study.
Send Letter
Be sure to verify the accuracy of the approval date, effective date, and last date of approval before sending the letter.
Submit RNI Pre-Review
For VA research or for help in choosing the correct determinations, select the Additional review required determination. After submitting the pre-review, assign the RNI to a designated reviewer or to committee review.
If you do not select Additional review required, the RNI may transition to closed immediately when you submit the pre-review, depending on the determinations you select.
Submit RNI Committee Review
Depending on the committee's determinations, you can identify that this RNI submission requires further action and define an action plan to be completed before the submission is closed. When any of the first four (more significant) determinations are selected, the question about further action required appears.
The determinations selected also affect the routing of the RNI submission when the committee review activity is completed, as explained in RNI Committee Determinations on page 45.
Add Related Submission
You can select studies and modifications to associate with this RNI. You can select a modification only if the study it modifies is already related to this RNI.
The PIs, study teams, and primary contacts of the related studies gain access to the RNI submission. In addition, the RNI workspace lists the related studies and modifications on the Related Submissions tab. The study workspace lists the related RNI on the Follow-On Submissions tab.
Field-Level Help
Initial Submission Smartform
Basic Information
Short Title
Select a short title for your study. You can use the sponsor's short title or any other unique name. As a guideline, keep it shorter than 50 characters.
The short title identifies the study throughout the IRB system, such as in your inbox and in the IRB's list of submissions to review.
Brief Description
In a few words, summarize:
· The central question the research is intended to answer
· The primary objectives
· The methods used
For example: 
This is a <drug study, vaccine study, chart review, bio-specimen analysis, survey, or questionnaire study> that will examine...
Kind of Study
A multi-site or collaborative research study is one where two or more institutions collaborate to complete the research outlined in a specific protocol. (Note that a study that utilizes one or more Research Locations at your institution would likely not be considered a multi-site or collaborative research study in this system. Please contact the IRB office for any questions about your study scenario.)
A single-site study is one where all research activities occur at one institution.
External IRB of Record
For a multi-site study (MSS): 
Select Yes if an IRB outside your institution will review this study and decide whether to approve it—with permission from the local (your institution's) IRB. For example, if you are a participating site in an MSS, select Yes.
If you are the sIRB of record for a multi-site or collaborative study, select No.
Related Topics
"Manually Create a Site" in the Multi-Site Study Quick Reference
For a single-site study (that takes place at one location only): 
For an external IRB study, you must also submit the study to the local IRB so they are aware of the research. Talking to the local IRB before submitting the study locally helps prepare your submission for success.
External IRB study forms require less study information than normal, but do require information about the external IRB. 
When the local IRB confirms reliance on the external IRB, the study moves from the Pre-Review state to the Pending sIRB Review state. Once the sIRB makes a determination, the local IRB coordinator records the determination using the Record sIRB Decision activity.
Using the Update Study Details button, you can create a follow-on submission in which you can update the study information.
Related Topics
"External IRB Process" in the Coordinator's Quick Reference
Is Your IRB the IRB of Record?
Select Yes if the IRB at your institution will be responsible for reviewing this submission on the behalf of all sites participating in this study.
Lead Principal Investigator
Select the principal investigator responsible for the entire conduct of the multi-site or collaborative research study.
Local Principal Investigator
Select the local principal investigator for this study or participating site. If this is a multi-site or collaborative research study for which your IRB will be serving as the IRB of record, then select the name of the principal investigator responsible for the entire conduct of the study. You will enter individual site principal investigators on the site records.
Financial Interest Related to This Research
Definition of financial interest:
Who holds the interest? The individual involved in the research, or the immediate family of the researcher. Immediate family means the spouse, domestic partner, children, or dependents.
Interest in what? The study sponsor, a competitor of the sponsor, or a product or service being tested.
What is an interest? Any of the following:
· Ownership interest of any value including (but not limited to) stocks and options, exclusive of interests in publicly-traded, diversified mutual funds.
· Compensation of any amount including (but not limited to) honoraria, consultant fees, royalties, or other income.
· Proprietary interest of any value including (but not limited to) patents, trademarks, copyrights, and licensing agreements.
· Board or executive relationship, regardless of compensation.
· Reimbursed or sponsored travel by an entity other than a federal, state, or local government agency, higher-education institution or affiliated research institute, academic teaching hospital, or medical center.
Important! If an individual has a financial interest, provide a copy of the Conflict of Interest Committee's determination regarding the interest. Attach a copy using the Supporting Documents Page on page 8, which appears later in the submission process.
IRB to Oversee Study
Select the IRB office within your institution that should oversee or review the study. If the IRB of record is an external IRB, the IRB overseeing the study is the one that makes the agreement with the external IRB.
Attach the Protocol
For industry-sponsored or multi-site research, attach the sponsor’s protocol and a site supplement. A site supplement describes any local variations to the protocol being performed at this institution and can be created using the site supplement template provided.
For all other research, or research where a sponsor’s protocol is not provided, create and attach a protocol using the template provided.
Add/Edit Protocol Views
Name of Protocol Document
Name the document as you or your sponsor needs it to appear on the IRB approval letter. 
Basic Site Information
Brief Description of Activities This Site Will Perform
In a few words, summarize your activities as a participating site in this multi-site or collaborative research study. If your site will be conducting all portions of the research, type “ALL.” If your site will be conducting only certain portions or the research, include a summary.
For example:
This study includes both adults and children as research subjects; however, at this site, we will include only children. Therefore, we will conduct only those procedures related to children.
Local Principal Investigator
Select the principal investigator for this participating site. This is not the principal investigator of the entire multi-site or collaborative study.
Financial Interest Related to This Research
Definition of financial interest:
Who holds the interest? The individual involved in the research, or the immediate family of the researcher. Immediate family means the spouse, domestic partner, children, or dependents.
Interest in what? The study sponsor, a competitor of the sponsor, or a product or service being tested.
What is an interest? Any of the following:
· Ownership interest of any value including (but not limited to) stocks and options, exclusive of interests in publicly-traded, diversified mutual funds.
· Compensation of any amount including (but not limited to) honoraria, consultant fees, royalties, or other income.
· Proprietary interest of any value including (but not limited to) patents, trademarks, copyrights, and licensing agreements.
· Board or executive relationship, regardless of compensation.
· Reimbursed or sponsored travel by an entity other than a federal, state, or local government agency, higher-education institution or affiliated research institute, academic teaching hospital, or medical center.
Important! If an individual has a financial interest, provide a copy of the Conflict of Interest Committee's determination regarding the interest. Attach a copy using the Supporting Documents Page on page 8, which appears later in the submission process.
External IRB
External IRB
Select the IRB outside your institution that will act as the IRB of record for this study. If you cannot find the external IRB in the list, contact your institution's IRB for assistance.
External Study ID
The external study ID is the ID number assigned to this study in the system of the institution responsible for its IRB  review.
You can use the external study ID as a reference when you correspond with the external IRB review institution.
If the study has the same ID in your local system and in the external IRB system, you can leave this field blank.
For a multi-site study:
The external study ID is the ID assigned to this study by the sIRB.
Funding Sources
Funding Organization
If your funding source is new and does not appear on the list, contact the IRB staff so they can add it.
Study Team Members
Study Team Members
Add information about each person involved in the design, conduct, or reporting of the research. You do not need to add the principal investigator here.
For a multi-site study:
Both sIRB and participating site institutions should only include information about team members at your local institution. Other sites involved in the multi-site study will add their own information about local study team members.
	Tips:
· Do not add the study's primary contact person for IRB communications here unless the person is also engaged in the research. The person who creates the study in the IRB system is assigned as the primary contact by default, and can be changed later as described in "Changing the Primary Contact" in the Study Submission Guide. 
· If you have difficulty finding the person in the list, try typing the beginning of the first or last name. Contact the IRB staff for assistance if a person is not listed in the system.


External Team Member Information
Attach information about members of your research team who were not listed for selection in the previous question. Unlisted people are likely to be outside your institution, or perhaps students or other groups your institution doesn't include in the system. 
For a multi-site study:
Both sIRB and participating site institutions should only include information about local team members who fit the criteria above. Do not include information about team members at other sites involved in the multi-site study.
	Important! Do not attach information about team members you were able to select in the previous question. For people listed in the system, the information should be added to their profiles in the system instead. If you are unsure how to proceed, contact your IRB staff for assistance.


Study Scope
Drug or Biologic Used?
"Specify the use of” means the protocol requires one or more subjects to use the drug, biologic, dietary supplement, or food as part of study participation, regardless of whether its use is considered standard of care. 
Example: If the protocol indicates that “Subjects in group 1 will take 650 mg of aspirin in response to a headache,” the use of aspirin is specified by the protocol. In contrast, if the protocol indicates that “Subjects in group 1 may take 650 mg of aspirin in response to a headache,” the use of aspirin is not specified by the protocol.
Drugs
Add/Edit Drug Information
Select the Drug
Identify the drug, biologic, food, or dietary supplement to be used in the study.
To quickly find an item:
1. Click inside the box.
2. Start typing the name.
3. When the drop-down list appears, use the down arrow key to highlight your selection, and press Enter.
Alternatively, you can click the Select button, select an item from the list, and click OK.
Note: If an item is already selected, you can click Select to choose a new item, or click Clear to start over with a blank box.
Study Conducted Under IND
If this is an investigator-initiated drug study and you are not using an IND number, be sure the protocol document fully describes:
· All drugs used in the research, including the purpose of their use and their regulatory approval status
· Your plans to store, handle, and administer those drugs so they will be used only on subjects and only by authorized investigators
Exemptions from IND requirements are described in 21 CFR 312.2(b).
Attach Files For Drugs
For each IND number, attach one of the following:
· Sponsor protocol with the IND number
· Communication from the FDA or sponsor with the IND number
Related Topics
Drugs Page on page 7
Devices
Add/Edit Device Information
Select the Device
Identify the device to be used in the study.
To quickly find an item:
1. Click inside the box.
2. Start typing the name.
3. When the drop-down list appears, use the down arrow key to highlight your selection, and press Enter.
Alternatively, you can click the Select button, select an item from the list, and click OK.
Note: If an item is already selected, you can click Select to choose a new item, or click Clear to start over with a blank box.
Device Exemptions
If this is an investigator-initiated device study and you are not claiming an IDE, be sure the protocol document fully describes:
· All devices used in the research, including the purpose of their use and their regulatory approval status
· Your plans to store, handle, and administer those devices so they will be used only on subjects and only by authorized investigators
Exemptions from IDE requirements are described in 21 CFR 812.2(c).
Attach Files for Devices
For each IDE / HDE number, attach one of the following:
· Sponsor protocol with the IDE / HDE number
· Communication from the FDA or sponsor with the IDE / HDE number
Related Topics
Devices Page on page 7
Recruitment Materials
Consent Forms
If consent will not be documented in writing, attach a script of information to be provided orally to subjects. Be sure to include foreign language versions of all documents if applicable.
Make sure the consent documents, the protocol document, and the contract all use consistent language.
Recruitment Materials
Important attachments include:
· Advertisements (printed, audio, and video)
· Recruitment materials and scripts
· Evaluation instruments and surveys
Be sure to include foreign language versions of all documents if applicable.
Follow-On Submission Smartforms
Purpose of This Submission
· Continuing Review requests study closure or an extension of the approval period for your study. 
Tip: If you select certain research milestones (as noted on a subsequent form), the IRB will close your study.
· Modification requests approval of changes to your study.
· Modification and Continuing Review requests both approval of changes and extension of approval.
After you select the submission purpose and continue to the next form, you cannot change the submission purpose.
Enrollment Totals
At this investigator's sites: All sites at which the sIRB PI is responsible for the research, including all research locations identified for the study. This does not include participating sites.
Study-wide: All sites everywhere that are conducting this protocol, including participating sites.
Research Milestones
Read each option carefully, because some of the options contain two different statements. If either statement is true, check the box.
Usually the second statement in each option is intended for studies that do not involve interventions or enrollment of subjects, such as chart review and secondary data analysis studies.
Financial Interest Related to This Research
Definition of financial interest:
Who holds the interest? The individual involved in the research, or the immediate family of the researcher. Immediate family means the spouse, domestic partner, children, or dependents.
Interest in what? The study sponsor, a competitor of the sponsor, or a product or service being tested.
What is an interest? Any of the following:
· Ownership interest of any value including (but not limited to) stocks and options, exclusive of interests in publicly-traded, diversified mutual funds.
· Compensation of any amount including (but not limited to) honoraria, consultant fees, royalties, or other income.
· Proprietary interest of any value including (but not limited to) patents, trademarks, copyrights, and licensing agreements.
· Board or executive relationship, regardless of compensation.
· Reimbursed or sponsored travel by an entity other than a federal, state, or local government agency, higher-education institution or affiliated research institute, academic teaching hospital, or medical center.
Important! If an individual has a financial interest, provide a copy of the Conflict of Interest Committee's determination regarding the interest. Attach a copy at the bottom of this page.
Attach Files for Continuing Review
Include the following information:
· Explanation of each item left unchecked above
· Brief summary of research progress
· Sponsor's progress report or annual report, if available
Summarize the Modifications
Write only a brief overview of the study modifications here. On subsequent forms, you can update the protocol document and change all applicable details of the existing study in the appropriate places.
RNI Short Title
Select a brief description for this RNI submission that distinguishes it from other submissions. You can use any unique title shorter than 50 characters.
The short title identifies the RNI throughout the IRB system, such as in your inbox and in the IRB's list of submissions to review.
Related Studies and Modifications
The modifications in the list are filtered so only modifications to studies already related to this RNI are shown.
	Tip: To add a related modification when it is not available in the selection list: 
1. Add the modification’s parent study.
2. Click the Save link at the top or bottom of the page.
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3. Now click Add again under Related studies and modifications.The modification is available in the selection list.


Study Update
Summarize the Updates
Write only a brief overview of the study updates here. On subsequent forms, you can update the protocol document and change all applicable details of the existing study in the appropriate places.
Activities
Create or Edit IP
Communication Plans
If not specified in the Reliance Agreement, indicate the plan for the participating site to inform the IRB of local context issues related to IRB review.
Consent Form Instructions
Provide institutional policies and/or local statutes that impact how consent information must be presented to subjects at this participating site; for example, age of majority or local template language.
Institution
Select the institution to associate with this profile. The other settings on this page will apply to the institution selected here. 
Researchers and coordinators will also use the institutional profile (including information about the institution selected here) to add participating sites to multi-site studies.
IRB Exchange Account
You must link an IRB Exchange account to the institutional profile in order to exchange data with that institution. Before you can select an IRB Exchange account, your site and the institution associated with this profile must be connected to the IRB Exchange.
To create an IRB Exchange Account, make sure that the Institution field at the top of the form is completed. If so, the Search box should be auto-populated with the institution name. Click Search for account to find the associated IRB Exchange account for that institution. Then, in the drop-down menu above the Search box, select the account. When you click OK to save the institutional profile, the IRB Exchange account will be linked.
IRB Quality Control
Any institution joining a study as a participating site must have a program in place for ensuring the performance of their Human Research Protection Program. Quality control mechanisms may include AHRPP accreditation or an established internal Quality Assurance program.
Is This Institutional Profile Active
Select Yes to make the institution eligible to be an sIRB or participating site in a multi-site study.
Select No to exclude the institution from these roles.
Points of Contact
Staff members in the Human Research Protections or IRB Office selected to be points of contact will receive all notifications sent to the institution. Make sure that the staff members you select are not using a shared address for their preferred email address.
Route RNIs to This Institution When They Are the sIRB
Select Yes if RNIs should be sent directly to sIRB review.
Select No if RNIs must first be locally reviewed before they are sent for sIRB review.
Add or Manage Participating Sites
Participating Sites
You can only add participating sites that fit the following parameters:
· In the Institutional Profile, the participating institution is marked as active.
· In the Institutional Profile, the participating institution is marked as an eligible participating site.
· The participating site is not a local site.
Confirm Reliance
Are You Ready to Confirm Reliance on the Single IRB of Record?
Yes moves the site to the Pending sIRB Review state. If you are using the IRB Exchange, the site information is also uploaded to the IRB Exchange where it is automatically downloaded by the sIRB. From there, the sIRB records that they have received site materials and the sIRB review process begins.
No moves the site to the Inactive state.
Manage Ancillary Reviews
Allow the Workflow to Proceed Despite Incomplete Required Reviews
Normally, the submission is prevented from moving beyond this current state in the workflow when: 
· Any required ancillary review is incomplete
· A reviewer did not accept the submission when completing a required ancillary review
If necessary, you can set this option to "Yes," to completely bypass any workflow stoppage for this submission, effectively ignoring any outstanding required reviews for this submission. 
Allowing the workflow to proceed does not remove the ancillary reviews from the reviewers' inboxes.
You must explain why you let the submission proceed.
Provide the Rationale for Overriding the Workflow Stoppage
Explain why you are making an exception to the normal process by allowing this submission to proceed despite any outstanding required ancillary reviews. 
Your explanation should help auditors and others to understand the situation and your reasoning.
Add Comment
E-mail Notification for Comment
Select any roles related to this submission that should receive an e-mail notification when you click OK. No one will receive duplicate e-mail messages about your comment.
· PI/PI Proxy/Primary Contact: The PI, PI proxies (if applicable), and primary contact (if applicable) for the submission will all receive e-mail notifications. For an RNI submission, the submitter will receive a notification along with the PI, proxies, and primary contact of all studies related to the RNI.
· Study Team: All study team members receive e-mail notifications. The Study Team selection is unavailable if no study team members are included on this submission (or the related study). For an RNI submission, the study teams of all studies related to the RNI receive notifications.
· IRB Coordinator: The IRB coordinator assigned to the submission receives an e-mail notification. If no IRB coordinator is assigned, all IRB coordinators for this IRB office receive the e-mail.
For a multi-site study: 
Note that if you are adding a comment to a pSite, only the pSite PI/PI Proxy/Primary Contact and the pSite IRB Coordinator can be notified. To relay comments to the sIRB, use the Correspond with sIRB activity.
Add Private Comment
E-mail Notification for Private Comment
Select any roles related to this submission that should receive an e-mail notification when you click OK. No one will receive duplicate e-mail messages about your private comment.
· IRB Coordinator: The IRB coordinator assigned to the submission receives the e-mail notification. If no IRB coordinator is assigned, all IRB coordinators for this IRB office receive the e-mail.
· Assigned Reviewers: If the submission is assigned to a designated reviewer or specific members of the committee, those reviewers receive e-mail notifications. If the submission is not assigned to specific reviewers, this option is unavailable.
· Committee Chair: If the submission is assigned to a committee, each chairperson of the committee receives an e-mail notification. If no committee is assigned, this option is unavailable. 
· IRB Director: Each person with the role of IRB director for this IRB office receives an e-mail notification.
Submit Pre-Review
PI Is Currently Restricted
Informational text appears at the top of the pre-review form if the submission's principal investigator has been tagged as restricted. The IRB typically tags a research profile as restricted if the researcher is delinquent in meeting IRB requirements. Delinquency might involve:
· Incomplete training requirements
· Expired studies that have not been closed
· Compliance issues
· Suspended studies
· Suspended research privileges
When an initial submission's PI is restricted, contact the PI to discuss the situation and explain the reason for the restriction. Also explain the IRB policy, which is usually to disapprove any studies submitted by a restricted PI. You can offer options, such as letting the PI withdraw the study. After the PI resolves the issue and the IRB removes the restriction, the PI can resubmit the withdrawn study.
If the PI agrees to withdraw the submission, do not submit the pre-review information. If the PI does not agree to withdraw the submission, continue the review process.
Regulatory Oversight
In general, all federal departments and agencies that conduct or provide funding support also provide regulatory oversight of the research.
	Tips:
· For NIH research, select HHS for regulatory oversight.
· The FDA provides regulatory oversight of clinical investigations of drugs, devices, biologics, and other products. Drugs include food and dietary supplements.
· Contracts with industry-sponsored studies or sponsor protocols may require adherence to ICH GCP guidance (E6).


Note: If FDA or DOJ is selected, a study will automatically fall under the Pre-2018 Common Rule requirements.
Special Determinations and Waivers
Fill out and attach the applicable checklists using these steps:
1. Click the links and save the applicable checklists to your desktop.
2. Fill out the forms (either electronically or by printing them).
	Tips:
· You can type directly into gray fields that are not check boxes.
· For a check box, you can type an "X" before or after the box. To place a check directly in the box:
a. Right-click the box and select Properties.
b. Select Checked and click OK.
· Save the files when you are finished.


3. Attach the completed checklists to the Submit Pre-Review form under "Add supporting documents."
	Tip: Scan printed forms so you can attach them.


Type of Research
Biomedical / Clinical research is the evaluation of the safety and efficacy of treatments and interventions for human conditions or observations that contribute to the development or knowledge of such treatments. Examples include drug, vaccine, and device studies, and new ways of using known drugs, treatments, and devices.
Social and Behavioral research refers broadly to research that deals with human attitudes, beliefs, and behaviors and is often characterized by data collection methods such as questionnaires, interviews, focus groups, direct or participant observation, and non-invasive physical measurements.
Educational research is systematic attempt to define and/or investigate the methods, conditions, or other factors involved in teaching and learning in class rooms or educational systems.
Additional Study Features
Clinical Trial: This study meets the definition of a clinical trial: it involves the assignment of one or more interventions (procedure, device, or drug, including use of placebo or control) to evaluate the effects of the interventions on biomedical or behavioral health outcomes.
Certificate of Confidentiality: This study includes a Certificate of Confidentiality, whether issued automatically through an award or issued as requested by the investigator from a Certificate-granting agency.
Deception: This study involves deception, regardless of whether a subject authorizes the deception through a prospective agreement to participate in research (as with Exempt category 3) or not.
Notes
Notes can include items such as final contingencies that need to be resolved by the investigator prior to study approval. Final contingency items should be included as modifications required to secure approval in the decision of the designated reviewer or committee. 
Ready to Submit Pre-Review
Implications of this choice:
· Yes: Moves the submission to the next phase of review.
· No: Enables you to return and finish the pre-review at another time. 
In either case, the information you enter is saved when you click OK.
Note: After submitting the pre-review, the IRB coordinator or director can change the pre-review information by clicking Edit Pre-Review. This is possible until the letter communicating the IRB's review decision is sent.
Submit Designated Review
Risk Level
Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests (from subpart A).
Note: For research involving prisoners, minimal risk is the probability and magnitude of physical or psychological harm that is normally encountered in the daily lives, or in the routine medical, dental, or psychological examination of healthy persons (from subpart C).
Pediatric Risk Level and Children's Checklist
If the study involves children or children who are wards of the state, you must select a pediatric risk level. If you select more than one risk level, type an explanation in the notes area near the bottom of this page.
In addition to selecting a pediatric risk level, you must also complete the Children's Checklist and attach it to the study. Click the link immediately below the pediatric risk levels checkboxes to open the checklist. When you have completed the checklist, save it to your file system, then attach it to the study using the Supporting Documents feature that appears further down this page. 
You do not need to complete the checklist again on a Modification unless the risk level changes.
Approval Date
The date the IRB decision was made. If you are submitting a committee review, the date defaults to the day of the meeting. It must be set to the day the committee made the decision, not the day the decision is recorded.
Effective Date
The date the IRB decision takes effect.
For initial submissions, this is typically the start day of the approval period.
The effective date is most significant when modifications are required before approval, because the research cannot start immediately when the IRB decision is made (the approval date). The effective date is set to the day the modifications are reviewed and accepted. The last day of approval can be set based on the effective date instead of the approval date.
Last Day of Approval Period
The last day of the approval period as recorded on the submission. On the following day, the study's approval will lapse if a continuing review submission has not been approved.
To specify a date, you have these options:
· Type the date in MM/DD/YYYY format.
· Select the date from the calendar:
1. Click the calendar icon.
2. Select the month and year, and then click a specific day of the month.
	Important! If you close the calendar without selecting a specific day of the month, no change to the date will be saved.


	Tip: You can easily select today by clicking the Now button below the calendar. Then you can type a different date in the box.
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If Modifications Are Required
If the determination you selected above was "Modifications Required...," you must describe the required modifications here. Your description will be used:
· In the determination letter sent to the investigator
· In the study history that is visible to study team members
· By an IRB coordinator or other reviewer after the modifications are made to verify that the changes meet your requirements
Is Continuing Review Required
Continuing Review is not required for minimal risk research that falls under the 2018 Common Rule requirement.
I Do NOT Have a Conflicting Interest
· Check the box if you have no conflicting interest with reviewing this research. 
· If you have a conflicting interest, you cannot perform the review. In that case, click the Cancel button at the bottom of the form. Then contact the IRB coordinator listed near the top of the screen to request reassignment of the review.
Definition of conflicting interest:
Who holds the interest? The individual involved in the review, or the immediate family of the reviewer. Immediate family means the spouse, domestic partner, children, or dependents.
Interest in what? The study sponsor, a competitor of the sponsor, a product or service being tested, or a competitor of the product or service being tested.
What is an interest? Any of the following:
· Involvement in the design, conduct, or reporting of the research.
· Ownership interest of any value including (but not limited to) stocks and options, exclusive of interests in publicly-traded, diversified mutual funds.
· Compensation of any amount in the past year or expected in the next year, including costs directly related to conducting research.
· Proprietary interest including (but not limited to) patents, trademarks, copyrights, or licensing agreements.
· Any other reason for which you believe you cannot be independent.
Ready to Submit This Review
Implications of this choice:
· Yes: Moves the submission to the Post-Review state so the investigator can be informed of the determination.
· No: Enables you to return and finish the review at another time (by clicking the activity again). 
In either case, the information you enter is saved when you click OK.
Add Review Comments
Checklists
Fill out and attach any reviewer checklists that are relevant to the submission. For example, this might include a checklist for a vulnerable population that is included in the research. 
You can access the checklists in the IRB Library as explained in "Locating Checklists for Reviewers" in the Study Reviewer's Guide. For a categorized list of reviewer checklists and worksheets, see "Key Checklists and Worksheets" in the same Guide.
Submit Committee Review
Risk Level
Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests (from subpart A).
Note: For research involving prisoners, minimal risk is the probability and magnitude of physical or psychological harm that is normally encountered in the daily lives, or in the routine medical, dental, or psychological examination of healthy persons (from subpart C).
Pediatric Risk Level and Children's Checklist
If the study involves children or children who are wards of the state, you must select a pediatric risk level. If you select more than one risk level, type an explanation in the notes area near the bottom of this page.
In addition to selecting a pediatric risk level, you must also complete the Children's Checklist and attach it to the study. Click the link immediately below the pediatric risk levels checkboxes to open the checklist. When you have completed the checklist, save it to your file system, then attach it to the study using the Supporting Documents feature that appears further down this page. 
You do not need to complete the checklist again on a Modification unless the risk level changes.
Approval Date
The date the IRB decision was made. If you are submitting a committee review, the date defaults to the day of the meeting. It must be set to the day the committee made the decision, not the day the decision is recorded.
Effective Date
The date the IRB decision takes effect.
For initial submissions, this is typically the start day of the approval period.
The effective date is most significant when modifications are required before approval, because the research cannot start immediately when the IRB decision is made (the approval date). The effective date is set to the day the modifications are reviewed and accepted. The last day of approval can be set based on the effective date instead of the approval date.
Last Day of Approval Period
The last day of the approval period as recorded on the submission. On the following day, the study's approval will lapse if a continuing review submission has not been approved.
To specify a date, you have these options:
· Type the date in MM/DD/YYYY format.
· Select the date from the calendar:
1. Click the calendar icon.
2. Select the month and year, and then click a specific day of the month.
	Important! If you close the calendar without selecting a specific day of the month, no change to the date will be saved.


	Tip: You can easily select today by clicking the Now button below the calendar. Then you can type a different date in the box.
[image: image4.jpg]Frosa
1

7 e
14 15
21 2
28 29

Done.






Recommended Changes and Reasons
You must describe the recommended changes to the submission, along with the reasons for the changes, if the determination you selected above was "Modifications Required..."
Your description will be used:
· In the determination letter sent to the investigator
· In the study history that is visible to study team members
· By an IRB coordinator or other reviewer after changes are made to verify that the changes meet your requirements
Additional Information and Notes
As needed, include the following information in this text field (or as attachments):
· Consultant report
· Rationale for a significant/nonsignificant device determination
Ready to Submit This Review
Implications of this choice:
· Yes: Moves the submission to the Post-Review state so the investigator can be informed of the determination.
· No: Enables you to return and finish the review at another time (by clicking the activity again). 
In either case, the information you enter is saved when you click OK.
Record sIRB Decision
Initial Approval Date of Study
Enter the date the external IRB issued its very first approval of the study. Do not update this date when the external IRB approves an extension of the approval period. Only change it if necessary to correct an error.
Initial Approval Date of Local Site
Enter the date the external IRB issued its very first approval of this site. Do not update this date when the external IRB approves an extension of the approval period. Only change it if necessary to correct an error.
Initial Effective Date of Study
Enter the effective date of the study as determined by the external IRB.
Initial Effective Date of Local Site
Enter the effective date of this site as determined by the external IRB.
Last Day of Study Approval Period
Record the last day of the approval period for the study communicated to you by the external IRB. 
For a study:
This date will be used to send out Continuing Review reminder notifications. If the date is not populated, Continuing Review reminder notifications will not be sent.
For a participating site in a multi-site or collaborative study:
This date will be used to send out Continuing Review reminder notifications if Last Day of Local Site Approval Period is not populated. If neither Last Day of Local Site Approval Period nor Last Day of Study Approval Period is populated, Continuing Review reminder notifications will not be sent.
Last Day of Local Site Approval Period
Record the last day of the approval period for this site communicated to you by the external IRB. 
If populated, this date will be used to send out Continuing Review reminder notifications. If this date is not populated, the Last Day of Study Approval Period date will be used to send the reminders. If neither date is populated, Continuing Review reminder notifications will not be sent.
Finalize Documents or Send Letter
Yes moves the study to the Post-Review state so you can finalize study or site documents or send an acknowledgement letter to IRB staff before moving to the next state.
No moves a study to the External IRB state or a site to the Active state (provided you also confirm you are ready to record the sIRB's decision in the next question on this form).
Ready to Record sIRB's Decision
Implications of this choice:
· Yes: Moves the submission to the next state.
· No: Enables you to return and finish recording the decision at another time (by clicking the activity again). 
In either case, the information you enter is saved when you click OK.
Review Required Modifications
Approval Date
The date the IRB decision was made. If you are submitting a committee review, the date defaults to the day of the meeting. It must be set to the day the committee made the decision, not the day the decision is recorded.
Effective Date
The date the IRB decision takes effect.
For initial submissions, this is typically the start day of the approval period.
The effective date is most significant when modifications are required before approval, because the research cannot start immediately when the IRB decision is made (the approval date). The effective date is set to the day the modifications are reviewed and accepted. The last day of approval can be set based on the effective date instead of the approval date.
Last Day of Approval Period
The last day of the approval period as recorded on the submission. On the following day, the study's approval will lapse if a continuing review submission has not been approved.
To specify a date, you have these options:
· Type the date in MM/DD/YYYY format.
· Select the date from the calendar:
1. Click the calendar icon.
2. Select the month and year, and then click a specific day of the month.
	Important! If you close the calendar without selecting a specific day of the month, no change to the date will be saved.


	Tip: You can easily select today by clicking the Now button below the calendar. Then you can type a different date in the box.
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Modifications Completed As Required
Indicate whether the changes made are sufficient to let the submission proceed to its final determination.
Implications of this choice:
· Yes: Moves the submission to its final determination (for example, Approved if the current determination is Modifications Required to Secure "Approved"). 
· No: Returns the submission to the investigator with your notes describing the modifications still needed. 
Submit RNI Pre-Review
RNI Pre-Review Determinations
Depending on the determinations you select, the new information may move directly to the final state of Acknowledged, or it may require additional review. The rules are as follows:
· If you select any of the first four (more significant) determinations from the list or "Additional review required," the system prepares the new information report to be assigned to a designated reviewer or to committee review.
· Selecting only the less significant determinations and submitting the review causes the new information report to move to either the Post-Review state or directly to the final state of Acknowledged, depending on whether further action is required. If further action is required, the RNI is sent to Post-Review. If further action is not required, the RNI is sent to Acknowledged. If the RNI is sent to Acknowledged, the system sends an automatic e-mail notification to the RNI submitter and the PIs, PI proxies, and primary contacts of all related studies.
Ready to Submit This RNI Review
Implications of this choice:
· Yes: Moves the new information report to a final state or the next phase of the workflow, depending on the determinations selected. 
· No: Enables you to return and finish the review at another time. 
In either case, the information you enter is saved when you click OK.
Submit RNI Designated Review
RNI Designated Review Determinations
Depending on the determinations you select, the new information may move directly to the final state of Acknowledged, or it may require additional review. The rules are as follows:
· If you select any of the first four (more significant) determinations from the list, submitting the review moves the new information report to the Committee Review state so it can be assigned to an upcoming meeting.
· Selecting only the less significant determinations and submitting the review causes the new information report to move to either the Post-Review state or directly to the final state of Acknowledged, depending on whether further action is required. If further action is required, the RNI is sent to Post-Review. If further action is not required, the RNI is sent to Acknowledged. If the RNI is sent to Acknowledged, the system sends an automatic e-mail notification to the RNI submitter and the PIs, PI proxies, and primary contacts of all related studies.
Submit RNI Committee Review
RNI Committee Determinations
Depending on the determinations you select, the new information may move directly to the final state of Acknowledged, or it may move to Post-Review where you can prepare correspondence. The rules are as follows:
· If you select any of the first four (more significant) determinations from the list , submitting the review moves the new information report to the Post-Review state. From Post-Review, the IRB coordinator or director can prepare a letter informing the interested parties of the committee's decisions, including any follow-up action that is required.
· Selecting only the less significant determinations and submitting the review causes the new information report to move to either the Post-Review state or directly to the final state of Acknowledged, depending on whether further action is required. If further action is required, the RNI is sent to Post-Review. If further action is not required, the RNI is sent to Acknowledged. If the RNI is sent to Acknowledged, the system sends an automatic e-mail notification to the RNI submitter and the PIs, PI proxies, and primary contacts of all related studies.
Is Further Action Required
Select "Yes" if follow-up steps are required to resolve the issue reported in this RNI submission. 
Note: If you select yes, regardless of the determination, the RNI will move to the Post-Review state. If you select No, depending on the determination, the RNI will either move to Post-Review (for major determinations) or acknowledged (for minor determinations.
Selecting "Yes" enables you to:
· Define the action plan
· Assign the person responsible for completing the action plan
· Notify the responsible party and others related to this RNI regarding the actions needed
· Review the action plan when it is reported as completed before closing the RNI
Responsible Party
Identify the person who can take action to resolve the issue reported in this RNI or who can oversee others in resolving the issue. This can include the PI and study team members from all related studies and the IRB staff for the assigned IRB office.
 If the RNI is related to multiple studies, especially those with different PIs, the responsible party is more likely to have an oversight or coordination role than to perform the required action personally.
For a multi-site study:
For an RNI originating on the sIRB system, in addition to the personnel listed above, the responsible party can include the reporting site's PI, primary contact, and points of contact from the reporting site's institutional profile (IP).
For an RNI originating on the pSite system, the responsible party can include the pSite PI or study team, the pSite IRB staff, or the sIRB PI, primary contact, and points of contact from the sIRB's institutional profile (IP).
Action Plan
Describe the actions needed and the reasons for those actions. The description will appear in the letter that is sent to the responsible party and others related to the RNI.
Example actions include:
· Modify the protocol
· Modify the information disclosed during the consent process
· Provide additional information to current subjects (whenever the information may relate to the subjects' willingness to continue)
· Provide additional information to past subjects
· Ask current subjects to re-consent
· Transfer subjects to another investigator
· Make arrangements for clinical care outside the research
· Allow continuation of some research activities under the supervision of an independent monitor
· Require follow-up of subjects for safety reasons
· Consider whether changes without prior IRB review and approval were consistent with ensuring the subject's continued welfare
· Observe the research
· Observe the consent process
· Increase the frequency of continuing review
· Require additional training of the investigator
· Obtain additional information
· Notify investigators at other sites
· Require adverse events or outcomes to be reported to the IRB and the sponsor
· Suspend IRB approval
· Terminate IRB approval
Review Required Actions
Actions Completed As Required
Indicate whether the actions taken are sufficient to resolve the RNI.
Implications of this choice:
· Yes: Moves the submission to Post-Review where a letter can be sent before closing the RNI. 
· No: Returns the submission to the responsible party and indicates to all related parties that the action plan has not been completed adequately. You can revise the action plan, if necessary, to describe the actions still needed and why the previous actions were inadequate. 
Action Plan (Review Required Actions)
The action plan is displayed to make it easy for you to review the actions taken against the action plan. If the actions taken were inadequate, you can modify the action plan, which will be sent back to the responsible party to complete. This gives you the opportunity to identify what was not completed adequately or to adjust the action plan based on new information.
If the actions taken were completed as required, you cannot modify the action plan.
Tip: If you need to change the responsible party, use the Assign Responsible Party activity. 
Add Related Submission
Studies and Modifications Related to This RNI
The modifications in the list are filtered so only modifications to studies already related to this RNI are shown.
	Tip: To add a related modification when it is not available in the selection list: 
1. Select the modification’s parent study.
2. Complete the activity by clicking OK, which brings you back to the RNI workspace.
3. Click Add Related Submission again. 
The modification is available in the selection list.


File Mappings to Topic IDs
The following entries show the mapping of files to topic IDs. The file names should be reasonably easy to associate with topics shown earlier in this document. The 4-digit topic IDs are used in the system to map a view or attribute to a help topic using the IRBHelpMap custom data type (CDT). You can override the current help topic using the ClickCustomHelpMap CDT. For more details, see the IRB Deployment Guide.
	Tip: Some help topics are mapped to multiple views, so make sure you check the IRBHelpMap CDT for IDs that are used more than once. 
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