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Introduction
Welcome to the Click IACUC system, which automates IACUC protocol submission and review as well as all other federally mandated IACUC functions (facility inspections, program reviews, concern and deficiency management, etc.) 
To get started using the system, see Performing Basic Administration Tasks on page 16
For high level overviews of how items move through the system, see:
IACUC Submission Process Overview on page 6
Concern and Deficiency Process Overview on page 10
Inspection and PAM Audit Process Overview on page 12
Semiannual Evaluation Process Overview on page 13
See also Finding More Information on page 55 for a listing other guides and resources available.


[bookmark: _Toc401316374][bookmark: _Ref1767670105][bookmark: _Toc404325913]IACUC Submission Process Overview
At the highest level, the Click IACUC system enables protocol teams to submit protocols and follow-on submissions (amendments, annual reviews, and triennial reviews) to the IACUC for review.
All submissions follow a similar workflow, moving through various states, until the IACUC review is complete. Institutions can also conduct ancillary reviews (with other experts, faculty, safety, etc.) concurrently with IACUC reviews. For more information, see Ancillary Review Process Overview on page 7.
When you view a submission in the system, a diagram (like the one below) appears in the submission workspace with the current state shown in dark blue, for example, Pre-Submission. In each state, different users can access the submission and perform certain activities. Streamlined approval processes are available for follow-on submissions, which can be applied based on your institution's policies.
Note: Some key states represent a collection of states that are not reflected in the diagram. 
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A submission goes through the following key states. See Appendix A for more detail on each state.
Pre-Submission: The protocol team enters a new protocol or follow-on submission into the system and then the PI or PI proxy submits it to the IACUC.
Pre-Review: An IACUC staff member (typically the coordinator) reviews the submission and requests clarification from the protocol team or a vet consult with a veterinarian, if necessary. When all questions and clarifications have been addressed, the coordinator forwards the submission to IACUC Review (either a committee or designated member review). If the institution's policies allow for a streamlined review process for follow-on submissions, see Administratively Approving a Follow-On Submission on page 29.
IACUC Review: During IACUC Review, submissions not sent directly to a committee review by the IACUC staff will move to a Grace Period state in which committee members can decide if the submission should be reviewed by the committee. If no committee member forwards the submission to a committee review during the grace period, the IACUC chair will assign it to a specific member for designated review. The committee or designated member reviews the submission and requests clarification from the protocol team as necessary before submitting a decision. 
[image: ]
Post-Review: The coordinator prepares the decision letter and the IACUC chair reviews and sends it to the protocol team. If the IACUC determination was Approval Withheld or Modifications Required to Secure Approval, upon sending the letter, the submission moves to the Approval Withheld or Modifications Required state, respectively. These two states fall under the Modifications Required key state in the diagram. In the Modifications Required key state, the protocol team can edit the submission as needed and then submit a response back to the IACUC. Upon doing so, the submission will move back to the Pre-Review state to go through the review process again.
Review Complete: The submission is approved. The protocol team can submit amendments, annual reviews, and triennial reviews for the approved protocol. 
[bookmark: _Toc401316375][bookmark: _Ref859120282][bookmark: _Ref-1785421026][bookmark: _Ref-1792558038][bookmark: _Toc404325914]Ancillary Review Process Overview
The submission review process may include ancillary reviews. Ancillary reviews allow individuals, departments, and other organizations to give feedback on a submission in parallel with the IACUC review. The system does not prevent the IACUC from reviewing or approving a submission with outstanding ancillary reviews. Decisions about how, when, and whether to interrupt the IACUC review process to wait for ancillary reviews are left to your IACUC policies and staff.
Ancillary reviewers can be assigned to a submission at any point from Pre-Submission through Post-Review. Ancillary reviewers assigned during Pre-Submission are notified once the protocol is submitted to the IACUC for review. Ancillary reviewers assigned after Pre-Submission are notified immediately.
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Both protocol team members and IACUC staff can add ancillary reviewers to a submission as follows:
Protocol team members can add ancillary reviewers to a submission whenever the submission is in an editable state, for example, Pre-Submission or Clarifications Requested (by pre-reviewer). 
IACUC staff can add ancillary reviewers to a submission up until Post-Review when the determination letter is sent to the IACUC chair for review. 
Both can add individuals and organizations as reviewers.
Organizations must be set up in advance with specific ancillary reviewers; otherwise, no one will receive ancillary review notifications for the organization. For instructions, see the online help.
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Ancillary reviewers are identified as required or optional by the person adding them to the submission. A required ancillary reviewer receives the submission in My Inbox, where it remains until the reviewer accepts or rejects the submission. An optional reviewer does not see the submission in My Inbox. Both required and optional reviewers receive a notification and can use the Submit Ancillary Review activity to provide feedback. 
If any reviewer, required or optional, contacts the IACUC with feedback, the IACUC staff can add the reviewer's comments into the system using the Manage Ancillary Reviews activity. IACUC staff can also modify the optional/required setting of a reviewer on the submission.
Ancillary review feedback is visible on the Reviews tab to everyone who can access the submission. For details, see the online help.
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Depending on your IACUC policies, IACUC staff may choose to use ancillary reviews in many different ways. For example:
Treating all ancillary reviewers as optional and not waiting for responses.
Allowing IACUC review and approval without the response of a required ancillary reviewer.
Allowing IACUC review but waiting for a required ancillary reviewer response before approving the submission.
Delaying IACUC review at any point until the required ancillary reviewers respond. This may involve requesting clarifications or modifications from the protocol team (to officially put the submission back in the protocol team members' inboxes).
[bookmark: _Toc401316379][bookmark: _Toc404325918]Multiple IACUC Office Overview
If your institution has multiple IACUC admin offices that operate separately, the IACUC system can separate submissions by the assigned admin office so IACUC staff members see only submissions assigned to their IACUC. Your institution's decisions determine how submissions are assigned to a specific IACUC admin office. For details about the possibilities, see the IACUC Deployment Guide.
With multiple IACUC admin offices, IACUC staff see only the submissions assigned to their office. PIs and protocol team members can see all of their own submissions. IACUC committee members see all submissions assigned to their committee for review. Site Managers see all IACUC submissions.
The assigned IACUC admin office appears in the submission workspace, as shown here. Note: If you have only one IACUC admin office, all submissions are automatically assigned to that office. 
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Follow-on submissions are automatically assigned to the same IACUC admin office as the initial protocol.
Certain users may need permission to view all IACUC submissions regardless of IACUC office. For example, a grants office staff member may need to see all IACUC submissions. To meet this need, add the Global IACUC Viewer role to the user's profile. For details about the Global IACUC Viewer role, see the IACUC Deployment Guide.
[bookmark: _Toc401316380][bookmark: _Ref-575789661][bookmark: _Toc404325919]Meeting Workflow
From the IACUC Meeting workspace, the person designated as the administrator for a committee can manage meetings, agendas, and minutes for that committee's meetings. Note: The committee administrator is a designated member of a committee and not an actual user role in the software. Refer to the workflow diagrams provided with the software to see other roles that can perform the activities listed below.
For a recommended order to perform meeting tasks, see Checklist of Committee Meeting Tasks on page 30. 
[bookmark: _Toc401316381][bookmark: _Toc404325920]Assigning Submissions to Meetings
The IACUC coordinator will first assign a submission to a meeting from the submission workspace. Also from the submission workspace, the coordinator can remove it from a meeting agenda and reassign it to a different meeting. 
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The committee administrator, as well as IACUC staff and the chair, can assign reviewers to submissions that are assigned to meetings and notify reviewers of the scheduled meeting. 
The committee administrator can prepare an agenda from a template using the Prepare Agenda activity. A standard template is included in the software that supports automatic agenda generation that fills in the time and place of the meeting and several details about each submission on the agenda. Your institution can add to or replace the provided template as described in the IACUC Deployment Guide. 
The committee administrator can generate an agenda, download it, edit it as necessary, and upload it again. When the agenda is ready, the committee administrator can use the Send Agenda activity to send an e-mail notification to the invitees.
The invitees can confirm or decline attendance using the provided activities. The committee administrator can also use the Edit Meeting Attendance activity to fill in attendance details for those who do not use the provided activities to respond.
Tip: The committee administrator should remove any submissions in the Clarifications Requested state from the agenda if the clarifications are required for the committee to make a decision. Submissions left in Clarifications Requested will be moved to the Committee Review state when the Convene Meeting activity is used.
The Prepare Minutes activity lets the committee administrator (or chair) generate meeting minutes from a selected template or upload minutes. Generating the minutes shortly before the meeting from the provided standard template creates a framework to record meeting activities and details about each submission as well as fill in committee decisions and notes. The filled-in minutes document can be uploaded later using Prepare Minutes again.
[bookmark: _Toc401316383][bookmark: _Toc404325922]Starting a Meeting
To start the meeting, the committee administrator can use the Convene Meeting activity. Convene Meeting moves any submissions in the Clarifications Requested state back to Committee Review so a decision can be recorded.
[bookmark: _Toc401316384][bookmark: _Toc404325923]Wrapping Up After a Meeting
During or shortly after the meeting, the IACUC coordinator will submit the committee review for each submission, which includes recording the committee decision for that submission. This is done from each submission's workspace. Additionally, the coordinator will prepare the decision letter and forward it to the chair to approve and send to the protocol team.
Meanwhile, the committee administrator can upload the completed meeting minutes using Prepare Minutes on the meeting workspace and then the Close Meeting activity to conclude the meeting in the system. 
The chair (or committee administrator) will use the Approve Meeting Minutes activity to record approval of the minutes.
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Any Click IACUC user role (Study staff, IACUC coordinators, directors, committee members, etc.) can enter a concern or report of non-compliance about the research facilities or personnel involved in the care and use of animals. Concerns can arise as a result of facility inspections, IACUC program reviews, or audits of approved protocols. Additionally, a user can submit a concern at any time that is not related to a specific IACUC event (ad hoc).
During IACUC review, the IACUC committee will decide if a concern is actually a deficiency and whether it requires corrective action. The institutional official will report certain deficiencies to the regulatory bodies depending on PHS and USDA policies.
The workflow starts with a Click IACUC user entering a concern into the system. The user will either complete a short or long version of the concern form depending on their role. 
Short form: For PIs, ancillary reviewers, veterinarians, and any other user that is not part of the IACUC to enter basic concern information.
Long form: For IACUC staff (coordinators and directors), committee members, inspection officers, and Post-Approval Monitoring (PAM) coordinators to enter additional information such as the source of the concern (facility inspection, program review, etc.) and any deficiency details. 
Only IACUC staff and committee members can submit a newly created concern to move it from Pre-Submission to Pre-Review. Once submitted, committee members cannot edit the concern; IACUC staff, however, can edit any concern for their administrative office regardless of state, and inspection officers and PAM coordinators can edit any concern they create. 
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The concern goes through the following states:
Pre-Submission: An IACUC staff member (typically the IACUC coordinator) reviews the concern and adds any missing information to it. The long version of the form appears regardless of whether the submitter completed the short form. When finished editing it, the coordinator submits it for pre-review. One coordinator may be assigned to the concern to see it through the workflow.
Pre-Review: The coordinator may request clarification from any user in the system and continue editing the concern with further information. The coordinator may determine that no further action is required based on their review or assign it to a committee meeting for review. Concerns that don't require a committee review will still appear on the committee's next meeting agenda to inform committee members of the coordinator's determination.
IACUC Review: During committee review, the committee determines if further action is required and whether the concern is a deficiency. The coordinator enters the committee's determination, and if applicable, the corrective action instructions or plan, corrective action due date, and those responsible for performing the corrective action. Upon submitting the determination, the system sends a notification to the responsible parties. If the concern is an administrative issue, the system will also send a notification to the IACUC chair and institutional official. 
Corrective Action: The responsible parties perform the corrective action and when completed, notify the IACUC that the action was completed. During this state, IACUC staff or the committee chair can update the corrective action plan and the system will notify the responsible parties of the updated plan. Responsible parties will also get a corrective action plan reminder notification prior to the due date as well as after the due date has passed. Once the responsible parties have completed the corrective action, the IACUC staff or chair can confirm the action plan was indeed completed. 
Complete: The corrective action plan for the concern or deficiency has been completed. The completed concern is added to the committee's next meeting agenda for acknowledgment.
No Action: The IACUC coordinator, director, or chair can, at any time, assign it to a meeting to be reviewed by the IACUC committee. 
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Click IACUC provides the ability to schedule and track different types of inspections such as semiannual facility inspections and Post-Approval Monitoring (PAM) audits of investigators, protocols, and procedures. All inspection types follow the same workflow involving two states—Pending Inspection and Inspection Complete. Upon creation, an inspection is in the Pending Inspection state and remains in that state until the inspection is completed.
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Inspection officers and PAM coordinators create inspections and PAM audits (routine, for cause, or follow-up audits) in the Click IACUC system. For facility inspections, the inspection officer selects committee members to do the inspection (for PAM audits the inspector is the PAM coordinator, which appears by default on the form). When the inspection or PAM audit is actually created in the system, the system sends e-mail notifications to the inspectors informing them of their assignments. If a due date was entered for the inspection or PAM audit, the inspection or PAM audit is added to the inspection calendar for tracking. See Creating an Inspection or PAM Audit on page 43. Assigned inspectors also get a reminder notification prior to the due date.
Inspection officers, PAM coordinators, and assigned inspectors can edit inspections in the Pending Inspection state. IACUC staff and committee members can review inspections for their administrative office, while Institutional Officials (IOs) and veterinarians can review inspections for any office.
[bookmark: _Toc401316388][bookmark: _Toc404325927]Filing Concerns from an Inspection
If an inspector identifies an issue during the inspection or PAM audit, the inspector can create a concern (or deficiency) right from the inspection workspace to associate the concern to the inspection. See Submitting a Concern on page 41. The concern follows the workflow described in the Concern and Deficiency Process Overview on page 10.
Anyone who can access the inspection can see a list of related concerns on the Concerns tab.
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Assigned inspectors record their findings and complete the inspection. Upon completion in the IACUC system, the inspection appears on the agenda of a future committee meeting to inform committee members of the completed inspection. The inspection moves to the Inspection Complete state. See Completing an Inspection or PAM Audit on page 44.
In the Inspection Complete state, inspection officers, PAM coordinators, and the IO can continue to update inspection findings.

[bookmark: _Toc401316390][bookmark: _Ref1589854389][bookmark: _Toc404325929]Semiannual Evaluation Process Overview
The IACUC must perform certain activities at least every six months—facility inspections, program reviews, and reports to the Institutional Official (IO). The IACUC software can help you accomplish these activities:
Semiannual Facility Inspections: Create and track inspections of animal facilities and report any issues discovered in the Click IACUC system. See Inspection and PAM Audit Process Overview on page 12.
Semiannual Program Reviews: Generate reports on facility inspections and reported deficiencies as well as review corrective action taken on concerns reported during inspections. See Conducting Semiannual Program Reviews on page 46. Also, report any issues discovered during the program review in the Click IACUC system. 
IO Report: Generate a report to the IO report that details any changes to the animal care and use program since the last review, departures from the Guide for the Care and Use of Laboratory Animals reported in protocols, deficiencies from program reviews and facility inspections, minority views expressed by committee members, and AAALAC accreditation status. See Generating an Institutional Official (IO) Report on page 51.
[image: ]
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The IACUC system accepts these types of submissions:

	Submission Type
	Description

	Initial Submission

	Protocol
	A brand new protocol. The protocol submission consists of a number of forms, and attachments, that contain the research and experiment details.

	Follow-on Submissions

	Amendment
	Changes to an approved protocol. The amendment submission consists of a form that lists amendment details along with the updated protocol pages.

	Annual Review
	A review of an approved protocol that is typically conducted every year. Protocols involving USDA-covered species must go through an annual review by the IACUC; however, your institution may require all protocols, regardless of USDA-covered species, to go through an annual review.
The annual review submission consists of a form that lists the number of animals used during the prior year and held for future use.

	Triennial Review
	A review of an approved protocol that is conducted every three years (also referred to as a "de novo" review). 
The triennial review submission consists of a form that identifies the progress made on the protocol along with the updated protocol (all pages).

	Other Submissions

	Concern
	A concern about any aspect of the animal care and use program. Depending on the user's role, the user will receive either a short or long form to complete. The long form is for IACUC staff and other IACUC roles to add more details about the concern such as deficiency details, if appropriate.
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Your role in the system affects your access to protocols and follow-on submissions and the activities you can perform in different submission states.  The following table summarizes the policies controlling access to submissions (both protocols and follow-on submissions).
Note: Any Click IACUC user role (Study staff, IACUC coordinators, directors, committee members, etc.) can enter a concern or report of non-compliance about the research facilities or personnel involved in the care and use of animals.

	User Role
	Access to Submissions

	Study Staff
	You can view and edit all submissions that include you on the protocol team. Note: After a protocol or follow-on submission is submitted to the IACUC, it is only editable at certain points during the IACUC review process. 
You cannot view the committee members assigned to review the submission or their private comments. However, you can view reviewer notes added to the submission.

	Veterinarian
	You can view all submissions. 
You can add reviewer notes to submissions assigned to you to review and view reviewer notes added by other reviewers. You can also add and view all private comments added to the submission.

	IACUC Coordinator, IACUC Director
	You can view all submissions. 
You can add reviewer notes to submissions assigned to you to review and view reviewer notes added by other reviewers. You can also add and view all private comments added to the submission. 

	IACUC Committee Members
	You can view all submissions assigned to you to review or assigned to a committee of which you are a member. 
You can add reviewer notes to submissions assigned to you and view any reviewer notes added by other reviewers. You can also add and view all private comments added to the submission.

	Registered User (Guest or Ancillary Reviewer)
	You can view submissions that include you on the guest list or assigned to you to review. Guests and ancillary reviewers can view reviewer notes added by reviewers, but not any private comments added. 
You can also view and edit all submissions that include you on the protocol team. Note: After a protocol or follow-on submission is submitted to the IACUC, it is only editable at certain points during the IACUC review process.

	Site Manager
	You can view and edit all submissions. 
You can add reviewer notes to submissions assigned to you to review and view reviewer notes added by other reviewers. You can also add and view all private comments added to the submission.



[bookmark: _Toc401316393][bookmark: _Ref-1403053425][bookmark: _Toc404325932]Performing Basic Administration Tasks
IACUC staff members play a key role in preparing for reviews, moving submissions through IACUC review, and communicating the results to the protocol team. 
Your inbox provides a list of items that need your attention. For details, see Locating Your Assignments on page 16 and Understanding My Inbox on page 17.
Some basic activities include:
(Optional) Assign a specific coordinator to a submission to oversee the submission through the review process. See Assigning Ownership of a Submission on page 20. If no one coordinator is assigned, all coordinators will see the submission in My Inbox and can take action on the submission.
Prepare for full committee review meetings. Refer to the Checklist of Committee Meeting Tasks on page 30 for activities to perform before, during, and after committee meetings.
[bookmark: _Toc401316394][bookmark: _Ref1534550234][bookmark: _Toc404325933]Locating Your Assignments
IACUC protocols and follow-on submissions that are assigned to you for action will appear in My Inbox. You may also receive an e-mail with a link to the submission. The e-mail indicates that you must take action or informs you of important information.
To access submissions assigned to you:
When you log into the IACUC system, you will be on the My Inbox page. If not, click the My Inbox link in the top right navigation header.
[image: My Inbox link]
Identify the reason the submission appears in My Inbox by looking at the State column. For an explanation of the action required of you, see Understanding My Inbox on page 17.
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Click the name of the submission to open it.
To view the details of the protocol, click View Protocol on the left. (See Viewing the Submission Details on page 20.)

[bookmark: _Toc401316395][bookmark: _Ref827939951]
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My Inbox lists the submissions that require your attention and action to move them to the next step in the workflow. See the table below for examples of submissions that will appear in My Inbox. To find a submission that is not in My Inbox, see Accessing a Submission on page 19.

	Your Role
	In My Inbox

	
	State
	Action Required

	Protocol Team

	 PI 
PI proxy
Protocol team member
 
	Pre-Submission
	 Complete the submission pages and submit it to the IACUC for review. 
Note: Any protocol team member can make changes to a submission, but the PI or PI proxy must submit the submission to the IACUC.

	
	Clarification Requested 
	 Edit the submission to address any questions or comments made by reviewers (IACUC staff, veterinarian, committee members) and provide an explanation of the changes when submitting it back to the IACUC. 

	
	Modifications Required 
	Edit the submission as needed, and respond to each reviewer note. Submit the changes back to the IACUC. When you do so, the submission will move back to the Pre-Review state to go through the review process again.

	Reviewers and Committee Members

	Veterinarian
	Vet Consult
	The IACUC staff has requested a veterinarian consultation. Review the submission and submit your response back to the IACUC. You can also add reviewer notes to protocol pages, which the IACUC staff can pass onto the protocol team. 
You can also request clarification from the protocol team. When the protocol team responds to your request for clarification, review their response and submit your decision to the IACUC about whether you accept the submission.

	Ancillary reviewer
	From Pre-Review through Post-Review
	You have been selected as a reviewer (either by name or representing a specific organization) by the protocol team or IACUC staff. Review the submission and submit your decision. 
The IACUC may begin its review before you submit your review. The IACUC may or may not wait for your input before completing its review of the submission.

	IACUC committee member
	Designated Review
	The IACUC chair has designated you as the sole reviewer of this submission. Review the submission and submit your final review decision to the IACUC. If you request clarification from the protocol team, the submission will return to you (My Inbox) after the team has responded to your request so you can finish your review.

	
	Committee Review
	The IACUC coordinator has assigned you as a committee reviewer. Review the submission details before the IACUC committee meeting. If you request clarification from the protocol team, the submission will return to you (My Inbox) after the team has responded to your request so you can finish your review.

	IACUC Administrative Staff

	IACUC coordinator 
IACUC director
Note: Submissions will appear in all coordinator and director inboxes unless a specific coordinator is assigned to them.
	Pre-Review
	Review the submission and submit a pre-review form indicating if the submission should go to a full committee review. 

	
	Meeting Assignment
	Assign the submission to a committee meeting for review.

	
	Committee Review
	 Before the committee meeting occurs, you can remove the submission from the meeting agenda, assign it to another meeting, and/or assign specific reviewers to the submission. 
After the meeting has occurred, submit the committee's review decision.

	
	Post-Review
	Prepare or update the IACUC decision letter and forward it to the IACUC chair to review and send to the protocol team. 

	IACUC chair
	Assign Designated Reviewer
	 Assign the submission to a particular committee member to review it. 

	
	Chair Letter Review
	Review the IACUC decision letter prepared by the IACUC coordinator. If changes are required to the letter, you can request changes to it or prepare a new letter yourself, otherwise, send the letter to the protocol team.
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You may want to view a submission, submit it for review, or take other action on it. 
Note: Your role in the system affects your access to protocols and follow-on submissions and the activities you can perform in different submission states.  
To open a submission: Click the name of the submission to open it.
To find a submission: Try the following suggestions.

	For...
	Check...
	How to find this list

	 Submissions assigned to you, for example: 
For PI and team members: A submission you are currently working on
For reviewers: A submission assigned to you to review
	My Inbox
	When you log into the IACUC system, you will be on the My Inbox page. If not, click the My Inbox link in the top right navigation header.
[image: Location of My Inbox link]

	Submissions that are: 
In Grace Period state
Awaiting meeting or reviewer assignments
Undergoing review and clarification (pre-review by IACUC staff, veterinarian consult, IACUC full committee or designated member reviews, etc.)
Submissions for which an IACUC decision has been made but not yet communicated to the protocol team
	IACUC Submissions In-Review tab
	Click IACUC in the top left navigation area and select the In-Review tab.
[image: Location of IRB link and In-Review tabs]

	Approved submissions
	IACUC Submissions Active tab
	Click IACUC in the top left navigation area and select the Active tab.

	Discarded or closed submissions
	IACUC Submissions Archived tab
	Click IACUC in the top left navigation area and select the Archived tab.

	All submissions that you have permission to view
	IACUC Submissions All Submissions tab
	Click IACUC in the top left navigation area and select the All Submissions tab. 
Tip: Try filtering this list by the protocol name: 
1. Next to Filter by, select Name.
Type the beginning of the name. 
Click Go.




[bookmark: _Toc401316397][bookmark: _Ref1676493375][bookmark: _Ref-1344777682][bookmark: _Toc404325936]Assigning Ownership of a Submission
Any IACUC staff member (coordinators or director, for example) can take ownership of a submission to ensure it moves through the review process in a timely manner. Any staff member can also reassign it to another staff member at any time (e.g., to balance workloads). 
To assign a coordinator:
1. Open the submission.
Click Assign Coordinator on the left.
Select yourself or another coordinator.
Click OK.
The coordinator will see the submission in My Inbox whenever action is required and can perform activities reserved for the assigned coordinator to move the submission through the IACUC process.
[bookmark: _Toc401316398][bookmark: _Ref-213237339][bookmark: _Toc404325937]Viewing the Submission Details
As an IACUC staff member, you will need to look at all information related to the submission, including the submission pages and attached documents. You can review the submission online or print it out to review.
To begin, first open the submission you want to review. See Accessing a Submission on page 19. 
To view submission pages:
1. Click View... (View Protocol, View Amendment, etc.) on the left.
[image: ]
Use the Continue and Back buttons in the top bar (and the Jump To navigation option if needed) to move through all of the submission pages. 
See section below on viewing experiment details.


To view experiment details:
There are several ways to view a protocol's experiments:
On the Experiments page of the protocol, click the experiment name to drill down to the details. You can also click any procedure name to see its details. Note: The procedure name indicates if it is a standard or team procedure so you can easily identify the institution-approved procedures (standard) from those created by the protocol team.
[image: ]
On the submission workspace, click the Experiments tab to see a list of experiments along with the procedures and substances included in the protocol. Click a procedure or substance to open it.
[image: ]
To view documents attached in the submission:
There are several ways to view documents included in a submission:
As you look through the submission pages (using the steps in the previous section), when you come across an attached document, click the name of a document to open it.
On the submission workspace, click the Documents tab to see a list of all the documents attached in the submission. Click the name of a document to open it.
[image: Documents Tab]
Tip: Microsoft® Word documents open differently in different web browsers. If the document does not open promptly:
Click the Word icon if it is flashing at the bottom of your screen, and then click one of your open Word documents.
[image: ]
Check the bottom of the browser window to see if the document icon and name is shown there. If so, click the name to open it.
[image: Document shown at bottom of browser]

To print submission pages:
1. On the submission workspace, click Printer Version on the left.
Tip: With the printer version displayed, you can search it by pressing CTRL+F or Command+F (Windows and Macintosh, respectively) and typing your search term. You can also view a particular section, by clicking a link in the Table of Contents (top right) to jump to that section.
Click Print at the top.
[image: ]
An abbreviated version of the protocol prints to your default printer. The printer version shows each page in the submission followed by appendices that list the procedures, substances, and experiments. 
Tip: In the appendix, you can identify each new procedure, substance, and experiment as follows: 
Procedures: The prefix "Procedure Identification", for example, Procedure Identification: Blood Draw
Substances: The prefix "Substance Information", for example, Substance Information: Acetone
Experiments: The experiment name, for example, Control
[image: ]



[bookmark: _Toc401316399][bookmark: _Toc404325938]Editing a Submission as IACUC Staff
Depending on your institution's policy, IACUC staff (coordinators and directors) for an administrative office may be allowed to edit protocols and follow-on submissions (amendments and triennial reviews) on behalf of the protocol team. A system-wide setting, as described in the IACUC Deployment Guide, must be enabled to allow this.
If the setting is enabled, IACUC staff members can make any change to protocols submitted to their administrative office in any state up until it is approved. For example, suppose you (an IACUC coordinator) are completing the pre-review process and notice a small inconsistency in the submission. From talking with the PI, you know what needs to be changed, and the PI prefers that you make the change directly. You open the protocol and edit it. Next, to inform others of the changes, you add a comment to the submission history detailing the changes and notify the protocol team members. Protocol team members and other reviewers can look at the Change Log tab to see the changes you made and when.
Important: Use caution when editing protocols as some changes, such as adding new procedures, may require additional animals or change the science. Also, when editing a protocol, ensure all required fields are updated. It is possible that validation that occurs in one state may not occur in other states. For example, if you add a new procedure to a protocol after Pre-Submission, the system will not validate that appropriate personnel have been assigned to that procedure.
To edit a submission on behalf of the protocol team:
1. Log in as the IACUC coordinator or director for the submission.
 Navigate to the submission workspace. Note: If you can't find the submission, see Accessing a Submission on page 19. 
Click Edit Protocol (or Edit Amendment or Edit Triennial Review) on the left and make the changes. 
Notify the PI and protocol team as follows: 
a. Click Add Comment on the left and describe the change you made in the Comments box.
b. Select the roles to be notified of the change.
c. Click OK to add the comment and send the notification.

[bookmark: _Toc401316400][bookmark: _Toc404325939]Viewing Changes to a Submission
If the protocol team made changes to their submission in response to your clarification request, you will want to determine what changed since you last reviewed it. To figure out what changed, review the clarification request comments (and responses to your reviewer notes). You can also view the Change Log to see all changes made to the submission by person and date or compare two versions of the submission to see what changed on specific pages.
Tip: If the institution allows IACUC staff to edit protocols in addition to protocol team members, you may want to identify who made each change. See the steps below to view the Change Log.
To view responses to a clarification request:
1. From My Inbox, click the name of the submission to open it.
Click the History tab. In the Activity column, look for Response Submitted and any comments the PI may have added.
[image: Changes Submitted in History log]

If you added reviewer notes to the submission, click the Reviewer Notes tab on the submission workspace and review the PI's responses to your notes. 
[image: ]
To view the submission page related to the reviewer note, click the Jump To link. Exit the submission when done. 
[image: ]
Tip: From within the submission, you can click Previous and Next on the Reviewer Note bar to move through the reviewer notes. You can also hide the reviewer notes to make it easier to view the protocol by clicking the arrow on the left of the Reviewer Note bar. 
[image: ]

Important! You have not submitted your review yet. When you are ready to submit it, see Submitting a Review Decision on page 27.
To view the Change Log:
[bookmark: 244378232]The Change Log only shows changes after the submission has entered Pre-Review state. For approved protocols, the Change Log shows only the changes made on the initial submission; changes from amendments show on the Change Log for the amendment.
1. From My Inbox, click the name of the submission to open it.
In the submission workspace, click the Change Log tab. The tab lists the protocol page, the item on the page that changed, the original and new values, who made the change, and when. 
[image: ]
Tip: Use the Filter By feature to find specific data. See Filtering and Sorting Data on page 38. 
To view changes between two versions of a submission:
1. From My Inbox, click the name of the submission to open it.
Click View Differences on the left.
Next to "Show Changes made...", select the version to compare to the current version.
[image: Selecting a version to compare]
Look for red and green changes in the current form.
[image: Highlighting of differences]Click the [image: Right arrow] arrow to show the details and new and old values. The changes since the previous version appear as follows:
Added text is highlighted in green.
Deleted text is highlighted in red with a line through it.


Next to Changed Steps, click the [image: Double arrow right] arrow (or use the drop-down list) to view each of the other forms that have changed.
[image: Selecting changed Smartform steps to view]
Exit the View Differences screen by clicking Close on the right.

[bookmark: _Toc401316401][bookmark: _Ref220169007][bookmark: _Toc404325940]Requesting Clarifications to a Submission
As an IACUC staff member, you can ask the protocol team to clarify or change information in the submission by adding reviewer notes to specific pages of the submission. Note: Veterinarians and committee members can also add reviewer notes, while ancillary reviewers cannot. Instead, ancillary reviewers can add comments about the submission when they submit their review.
Using reviewer notes will enable the protocol team to address any issues with the submission quickly and appropriately. There are two types of reviewer notes—one that requires a response from the PI and one that doesn't. The PI must respond to all notes requiring a response to move the submission forward in the workflow. As you review a submission, you may see notes added by other reviewers. Notes added by committee members are always anonymous. 
To request clarification of specific submission pages:
Follow these steps to add notes to specific pages of the submission:
1. From My Inbox, click the name of the submission to open it.
Click View... (View Protocol, View Amendment, etc.) on the left.
[image: ]
Navigate to the page where you want to add a note. Note: You cannot add reviewer notes to a specific procedure or substance in a submission. Instead, add a note on the Experiments page with your comments about the experiment's procedure or the substances used in the procedure. 
Tip: Use the Continue and Back buttons in the top bar (and the Jump To navigation option if needed) to move through all of the submission pages. 
Click Add in the Reviewer Note bar at the top of the page.
[image: ]
From the Type list, choose a note type. You can choose a note that requires a response from the PI or one that doesn't. If the note requires a response from the PI, the PI must respond to it before the PI can move the submission forward in the workflow.
Note: The note is considered "draft" until you submit the request for clarification or approve the submission with modifications required. Once submitted, you won't be able to edit your reviewer notes, but you can view them.
Type your submission comments in the Note box and click OK. 
Tip: If you need to update or change what you just wrote, use the options in the Reviewer Note bar at the top of the page:
To delete the note, click Delete.
To edit the note text, click the link under the Type column.
[image: ]
When done adding notes, click the Exit navigation option at the top. 
Click the Request Clarification... activity on the left.
Review the notes that you added (at the bottom of the page). To let the protocol team know you added reviewer notes, type a comment in the text box such as "See reviewer notes." This text will appear in the submission's history and the protocol team will see it upon opening the submission. When ready to submit the notes, click OK.
The notes appear in the submission history, however, they will be removed when the submission is approved, discarded, or withdrawn.
You will receive an e-mail notification when the protocol team submits their response to your clarification request (unless the submission is in full committee review). 
To request a general clarification about the submission:
Follow these steps to provide general comments about the submission. Where possible, use reviewer notes so the protocol team can respond quickly and appropriately to your requests. See the steps in the section above for adding reviewer notes.
1. From My Inbox, click the name of the submission to open it.
Click Request Clarification... on the left.
[image: Request Clarifications button]
In the Request Clarification form, type your question or request for changes to the submission. 
Note: You can also attach documents that explain your comments, show examples or screen captures of problematic areas, or provide suggestions for resolving the problems.
Click OK to submit your feedback.
You will receive an e-mail notification when the protocol team submits their response to your clarification request (unless the submission is in Full Committee Review). 

[bookmark: _Toc401316402][bookmark: _Ref-2005814285][bookmark: _Toc404325941]Submitting a Review Decision
After reviewing a submission, you must submit your review decision in the system. This step completes the review and moves the submission forward in the IACUC process.
 For committee reviews: An IACUC staff member must submit the decision on behalf of the committee. 
Tip: You can include comments when you record your decision. If you need the research team to answer a question before you can record a decision, request clarifications as described in Requesting Clarifications to a Submission on page 25.
Procedures for the following reviews are identified below:
· Pre-review
· Committee review
Note: The procedures below assume that the protocol team has completed any requested clarifications and responded to all reviewer notes that require responses.
To open the protocol:
1. From My Inbox, click the name of the submission to open it.
1. Choose the appropriate action below.
[bookmark: prereview]To complete a pre-review:
1. [bookmark: -805101379]Click Submit Pre-Review on the left.
[image: Submit Pre-Review button]
 Answer the required questions marked with a red asterisk (*): 
a. Select the committee from which a member or all members will review the submission. 
b. Select Yes or No depending on whether the submission should go right to a full committee review. 
c. Implications of this choice:
Yes: Moves the submission to the Meeting Assignment state so the IACUC coordinator can assign it to an IACUC meeting for review. 
No: If the submission will not be forwarded directly to a full committee review, it will move to the Grace Period state so IACUC committee members can review it and determine whether it should go to full committee review.
(Optional) Add any comments and attach documents related to the review.
Click Yes to the last question to move the protocol to the next stage of IACUC review. Clicking No will allow you to return to the pre-review form later to edit and submit it.
Click OK.
If this submission is going to a full committee review, the IACUC coordinator can now assign it to a committee meeting. If it is not going to a full committee review, once the grace period has expired, the IACUC chair will select someone from the committee to review the submission.
[bookmark: committeereview]To complete a committee review:
[bookmark: -1899214714]Important! An IACUC staff member must submit the decision on behalf of the committee. 
Tip: If the information entered for pre-review is inaccurate, contact the IACUC coordinator to request a change. The coordinator can change some of the pre-review information until the decision from designated or committee review is submitted.

1.  Click Submit Committee Review on the left.
[image: Submit Committee Review button]
Select your determination.
 If the committee approved the submission, select the approval date (this will most likely be the committee meeting date), otherwise leave it blank.
If the committee is withholding approval or requires changes to the submission to approve it, type those details in the "Identify the modifications required..." text box.
(Optional) Type the number of votes for each determination.
(Optional) Add any comments and attach documents related to the review.
Click OK. 
The IACUC can now officially communicate the decision to the protocol team.
[bookmark: _Toc401316403][bookmark: _Toc404325942]Suspending a Protocol
During a committee meeting, committee members may determine that a protocol should be suspended if animal welfare is in danger or the research team is conducting activities involving animals that are not in accordance with the approved protocol. When this happens, the IACUC coordinator, director, or chair can suspend the protocol in the IACUC system.
Follow your institution's policies with regards to suspending protocols. 
To suspend a protocol:
1. Click IACUC in the top navigator.
[image: ]
Click the Active tab. Note: You can only suspend approved protocols (state is "Approved").
Click the name of the submission to open it.
Click Suspend on the left.
The protocol is suspended; however, IACUC staff can lift the suspension using the Lift Suspension activity if corrective action has been taken or the issue resolved.

[bookmark: _Toc401316404][bookmark: _Toc404325943]Closing a Protocol
You can close an approved protocol or any protocol that is inactive (in the Lapsed or Suspended states). This feature is especially useful if the PI has left your institution. You may also receive closure requests from PIs to close an approved protocol, for example, if the research is completed or the PI ran out of funding.
To close a submission: 
1. Open the protocol. See Accessing a Submission on page 19.
Click Close Protocol (Admin) on the left.
The form identifies any open follow-on submissions for the protocol.
Verify that it makes sense to close the protocol. When you close a protocol, the system will discard any open follow-on submissions. 
Click OK to close the protocol and discard the follow-on submissions.
The protocol moves to the Closed state and appears on the Archived tab of the IACUC Submissions workspace. 
[image: ]
[bookmark: _Toc401316405][bookmark: _Ref-1600692300][bookmark: _Toc404325944]Administratively Approving a Follow-On Submission
During pre-review, you can approve amendments, annual reviews, or triennial reviews if the institution's polices allow for a streamlined approval process. To keep committee members informed, administratively approved follow-on submissions will appear on the next meeting agenda for the committee associated with the submission.
Approve a follow-on submission:
1. From My Inbox, click the name of the submission to open it.
Click Approve Submission (Admin) on the left. 
Review the committee associated with the submission and select a different one if appropriate.
Select the approval date for the submission. 
(Optional) In the Explanation box, type your rationale for approving the submission instead of forwarding it to IACUC review.
The submission moves to the Post-Review state and IACUC staff can now prepare the decision letter that will be sent to the PI.

[bookmark: _Toc401316406][bookmark: _Ref421270368][bookmark: _Ref671803346][bookmark: _Toc404325945]Checklist of Committee Meeting Tasks
Below are suggested checklists for preparing for, conducting, and completing a committee meeting. Actual meeting activities may vary based on institutional policy. The checklists assume you have already created the committee and the meeting. 
Important! Most steps are performed by the committee administrator in the meeting's workspace, unless otherwise specified. The administrator for a committee can be any user that has a role of Committee Member, IACUC Coordinator, or IACUC Director.
[bookmark: _Toc401316407][bookmark: _Toc404325946]Preparing for Each Meeting
Well in advance of the meeting:
Assign submissions to a meeting (from the submission workspace).
Assign reviewers to the submissions assigned to the meeting (from the meeting or submission workspace). Reviewers will be notified when you send out the agenda.
Prepare the agenda.
Send the agenda to committee members and any additional recipients. Note: If you change the agenda after you have sent it out, use the Notify Reviewers activity to inform reviewers of the change. 
Just before the meeting:
Edit the meeting attendance if you know who is planning to attend.
Remove any submissions in the Clarification Requested (Committee Review) state from the agenda if the missing clarifications require delaying the committee decision. Reassign them to a later meeting. 
Tip: Any submissions left on the agenda in the Clarification Requested (Committee Review) state will move to the Committee Review state when the meeting is convened.
[bookmark: _Toc401316408][bookmark: _Toc404325947]Conducting the Meeting
We recommend dedicating one person to fill out the Submit Committee Review forms and record the non-submission information such as meeting start and end times. 
During the meeting, it may be helpful to display protocol information in the course of discussion. See tips for navigating to protocol information below.
Meeting administration:
Record meeting times, attendance, and other non-submission items.
Tip: You may wish to record this information using the meeting minutes template. To do so, prepare the meeting minutes, save the generated document to your computer, and then use it to record the information. When you prepare the final minutes (as instructed below), copy and paste the items recorded during the meeting into the final version of the minutes. You can then upload the revised final version of the minutes.
Convene the meeting. Note: Convene Meeting moves agenda items in the Clarifications Requested (Committee Review) state to Committee Review.
(Optional) Under "Previous meetings with minutes for approval," click a previous meeting to go to its workspace. Then you can display its minutes, approve them, and return to the current meeting.
[image: ]
[bookmark: tipstonavigating]Tips for navigating to protocol information:
[bookmark: -983535208]From the meeting workspace:
To show protocol information, click the submission ID or protocol name in the Agenda Items list. 
[image: ]
From the protocol workspace:
To show protocol details in the forms, use the View button (View Protocol, View Amendment, etc.) on the left.
To show attached documents, use the Documents tab.
To show information recorded during pre-review and comments from individual committee members, use the Reviews tab.
Recording decisions, events, and notes:
Perform Submit Committee Review to record decisions and information for each submission reviewed. Attach any relevant documents. Note: The IACUC coordinator can also submit the committee review. 
Important! Don't miss the Submit Committee Review step. Correspondence cannot be prepared and sent to the investigator for a protocol until this step has been completed. 
[bookmark: _Toc401316409][bookmark: _Toc404325948]Wrapping Up After the Meeting
If you haven't yet submitted the final committee review for each submission, do so now to move to the next steps.
Tip: From the meeting workspace, look at the Record Decision column for the agenda items to see which submissions have not yet had a decision recorded. The column will show Submit Committee Review if the activity has not yet been completed.
Prepare the minutes. The minutes will contain the committee decisions for each protocol. 
Open and save the minutes on your computer. Add the meeting times, attendance, and any other non-submission items to the minutes. Note: If you used the minutes template to record information during the meeting, simply cut and paste the information from that document into this version of the minutes. 
Perform Prepare Minutes again to upload the revised minutes.
Follow your internal processes to obtain the appropriate approvals of the meeting minutes. 
Inform the IACUC coordinator(s) that they can send correspondence to the investigators. For each protocol, the assigned coordinators:
Prepare a letter to inform the PI about the IACUC's decision.
Forward the letter to the IACUC chair to review and send it to the PI.
Send the minutes to the committee members.
Close the meeting.
After the period for receiving comments from committee members has passed, perform Approve Meeting Minutes. 
Tip: Until you perform this activity, the minutes are listed in the next meeting's workspace with the approve activity available there as well. 
[bookmark: _Toc401316410][bookmark: _Ref42688317]

[bookmark: _Ref401490628][bookmark: _Toc404325949]Scheduling Meetings
After committees are set up, IACUC meetings can be scheduled for committees to review submissions. Meetings may already have been set up as part of your initial system deployment, however, you may need to add new meetings or reschedule existing ones.
To create a meeting: 
To perform these steps, you must be a chair, administrator, or member of this committee, or have site administrator privileges.
1. Click the Meetings link on the left.
Click Create New Meeting on the left.
Select a committee for the meeting.
 Select a date and time for the meeting. 
Tip: You can easily type over the meeting time after exiting the calendar control.
Type a location for the meeting.
Click OK.
The meeting is created. 
To reschedule a meeting:
Note: To perform these steps, you must be the committee administrator or have site administrator privileges.
1. Click the Meetings link on the left.
Click the Upcoming Meetings tab.
[image: ]
Click the meeting name to open it.
Click Reschedule Meeting on the left.
Change the meeting date and start time or location as appropriate. 
Click OK.

[bookmark: _Toc401316411]

[bookmark: _Toc404325950]Setting Up Committees
Before the IACUC can review submissions, you must set up each of the IACUC committees in the system. If you already set up committees as part of your initial system deployment, occasionally you may need to add and edit committee information or change committee membership.
Important! Before you can assign a person to a committee, the person's user account must include the IACUC Committee Member role.
To create a committee: 
To perform these steps, you must be the IACUC director or have site administrator privileges.
1. Click the Meetings link on the left.
Click Create New Committee on the left.
Click the Committee type arrow and select IACUC.
In the Name box, type a name for the committee.
(Optional) In the Description box, type a description for this committee.
Click Continue.
If your institution has multiple IACUC offices, click the Administrative office arrow and select the appropriate office. If your institution has only one IACUC office enabled, this option will not appear.
Select a committee administrator using one of the following methods: 
In the appropriate role box, start typing the name of the user. Select the user from the list of results.
Click the Add button, select the members from the list and click OK. You can also use the filtering tools to search for a person.
Assign members to the committee by selecting the member and filling in the relevant details. Then click OK at the bottom. Note: Only the questions preceded by red asterisks (*) are required. However, some of the optional information may be important to include here so it can later be included in the committee membership report.
After adding all committee members, click Finish.
The committee is created. 


To edit the committee name or description:
Note: To perform these steps, you must be the IACUC director or an administrator for this committee, or have site administrator privileges.
1. Click the Meetings link on the left.
Click the Committees tab.
[image: ]
Click the committee name to open it.
Click Edit Committee Info on the left.
Change the committee office, name, or description as appropriate. 
Click OK.
To change the committee roster:
Note: To perform these steps, you must be the IACUC director or an administrator for this committee, or have site administrator privileges.
1. Click the Meetings link on the left.
Click the Committees tab.
[image: ]
Click the committee name to open it.
Click Edit Members on the left.
Add or remove committee administrators or members as appropriate:
To add people to the committee, click the Add button. See "To create a committee" above for more details about adding committee members.
To remove people from the committee, click the Remove or Delete button to the right of the person.
Click OK.
To change facilities for a committee:
Note: To perform these steps, you must be the administrator or chair for this committee, a coordinator or director, or have site administrator privileges.
1. Click the Meetings link on the left.
Click the Committees tab.
[image: ]
Click the committee name to open it.
Click Select Facilities for Committee on the left.
Add or remove buildings as appropriate:
To add buildings to the committee, click the Add button and select the buildings.
To remove buildings from the committee, click the Remove button to the right of the building.
Click OK.

[bookmark: _Toc401316412][bookmark: _Toc404325951]Setting Up Ancillary Reviews
If you are including department review or review by other non-IACUC organizations as part of your standard process, you need to set up ancillary reviewers in advance. Ancillary reviewers get a chance to review a protocol without delaying the IACUC review of the protocol. The IACUC staff determines whether the IACUC review process needs to wait for results from ancillary reviewers.
For an explanation of the ancillary review workflow, see Ancillary Review Process Overview on page 7.
You can configure your system to support automatic ancillary reviews by:
Adding a department or other organization as an ancillary reviewer to each researcher's profile or asking the researcher to include an organization in the ancillary reviewers on a protocol. For instructions, see the IACUC Deployment Guide.
Identifying ancillary reviewers for each organization. (For instructions, see below.)
Important! The organization must have one or more ancillary reviewers defined. Otherwise, specifying the organization to perform an ancillary review has no effect.
Notes:  
You may have already set up ancillary reviewers as part of your initial system deployment. However, you may need to add or remove ancillary reviewers at a later date. 
You can instead use bulk import to add this information for multiple users as described in the IACUC Deployment Guide.
To assign ancillary reviewers to an organization:
1. Log in with an account with administrator privileges.
In the top right corner of the site, click the Projects link.
Click the Fast Find tab on the left-hand side of the page.
Click the Find arrow and select Organizations.
In the Organization Name box, type the name of the department or other organization and click Find Now.
From the list of results, click the name of the organization where you want to assign reviewers.
Click the Properties tab.
Click the Select View arrow and select the Detail view.
Under Ancillary Reviewers, use the empty box to type the name of the person who you want to be included in the ancillary review. Select the matching user.
As you type, the system searches for a user matching your criteria. You can also click Add and search for a person using more sophisticated filtering tools.
 If necessary, add additional reviewers using the same procedure.
Click Apply.

[bookmark: _Toc401316413][bookmark: _Toc404325952]Tagging Submissions for Reporting
As an IACUC staff member, you can add tags, or keywords, to protocols and follow-on submissions so that you can later report on those submissions. For example, you could tag submissions with "follow-up inspection" to identify submissions that require additional action. Once tagged, run a Submissions with Tags standard report and use the Change Parameters feature to filter the report to show only specific tags. 
You can associate tags to submissions in any state. 
Note: You must have site administrator privileges to create or update the list of tags that can be associated with submissions. 
To tag a submission:
1. From My Inbox, click the name of the submission to open it.
Click Manage Tags. 
[image: ]
Click Add to associate tags to the submission.
Select tags from the list and click OK. If you want to use a tag that is not in the list, contact your site administrator to add it.
Click OK again to associate the tags with the submission.
Generate a report of submissions that have certain tags:
1. Click the Reports link on the left.
On the Standard Reports tab, click the Submissions with Tags report link.
On the right of the Filter by area, click Change Parameters.
[image: ]
Change the Tag.ID value to the tag you want to see on the report. Use the % to show all tagged submissions regardless of tag. See Filtering and Sorting Data on page 38 for more detail on changing report parameters.
[image: ]
Click OK.
[bookmark: _Toc401316414][bookmark: _Toc404325953]Transferring a Protocol between IACUC Offices
If your institution has multiple IACUC admin offices and a protocol is assigned to the wrong one, the PI or IACUC coordinator can reassign the protocol, depending on the system configuration settings. The system may be configured for one or both of these options:
To let the PI select the admin office on the first page of the protocol during Pre-Submission
To let the IACUC coordinator assign the admin office during pre-review
Important! You can use the procedure below to reassign a protocol before the IACUC completes its pre-review of the protocol. After the pre-review, the PI can withdraw and resubmit the protocol with the correct IACUC admin office.
To transfer a protocol between IACUC offices:
Choose from these options:
Click Assign Admin Office and select the correct admin office.
Click Request Clarification by Pre-Reviewer and ask the PI to change the admin office. Note: This option takes longer but is more informative for the PI.

[bookmark: _Toc401316415][bookmark: _Ref588729731][bookmark: _Ref872457639][bookmark: _Ref-1249661645][bookmark: _Toc404325954]Filtering and Sorting Data
Many pages contain tables you can filter and sort to help you find the data you want.
Filtering reduces the list to only the data that meets the criteria. The advanced filter lets you combine multiple filter criteria together.
Sorting displays the data in ascending or descending order by a particular column
For some reports, you can change the criteria used to create the report before you apply additional filters or change the sort order.  
Note: For details on using Advanced Reports, see the Advanced Reports Quick Reference guide.
To filter data:
1. Select the column to filter by from the drop-down menu. The menu lists only the columns you can filter by. Note: To combine multiple filter criteria, such as, ID, name, and Date Created, use the advanced filters. 
[image: ]
In the next box, type the beginning characters for the items you want to find. If you do not know the beginning characters, type a % symbol as a wildcard before the characters. Examples:
71 shows all items beginning with 71
%71 shows all items containing 71 in any position
[image: ]
Tip: For examples and a list of operators you can use, click the Help icon. [image: ]
Click Go to apply the filter.
The table shows only those rows that are an exact match.
Tip: If you do not see the expected items in the list, click Clear in the Filter By area to remove the filter.
[bookmark: advancedfilters]To use advanced filters:
1. [bookmark: 1435712189]In the Filter By area, click Advanced. [image: ]
1. Enter filter criteria as explained in the previous section. To add criteria, click Add Another Row.
1. Click Go to apply the filter. 
The table shows only those rows that match all the filter criteria. 
To sort data:
Click the column header you want to sort by. Click it a second time to reverse the sort order. The arrow indicates the column by which the data is sorted and the sort order, either ascending (up arrow) or descending (down arrow). Note: If the column header is not a link, you cannot sort by that column.[image: ]
To change the criteria of the report:
1. On the right of the Filter by area, click Change Parameters.
[image: ]
1. Change the report criteria field values as needed. Typically, multiple criteria rows (see example 2) are treated with an "and" between them. That is, the report will show items that meet criteria 1 and criteria 2.
Example 1: Shows all projects that are not archived (!= means the field is not the specified value). 
[image: ]
Example 2: Shows projects that will expire in the next 90 days, that is, the expiry date must be before or on "today plus 90 days" and the expiry date must be today or later. For these fields, you can select different dates using the calendar.
[image: ]
Tip: For a list of the operators you can use in the parameter criteria, click the Help icon. [image: ]

1. Click OK.
[bookmark: _Toc401316416][bookmark: _Toc404325955]Handling Concerns and Deficiencies
As an IACUC staff member or PAM coordinator, you may create or receive concerns about the care and use of animals from the public, research facility staff, or employees. Upon creating or seeing a new concern in your Click IACUC inbox, click the concern name to open it. 
To handle the concern, you will perform various tasks at different times in the workflow using activities on the left of the concern workspace. At any time during the concern review process, you may need to update concern details. IACUC coordinators and directors can edit a concern (assigned to their admin office) in any state. You may also wish to run reports on concerns and deficiencies in the system. See Generating Concern and Deficiency Reports on page 50 for details.
[image: ]
During Pre-Submission
Submit the concern to move it to the Pre-Review state. During this step, you will select the committee (and corresponding administrative office) that will review and handle this concern.
During Pre-Review
Assign a coordinator to oversee the concern. See Assigning Ownership of a Submission on page 20.
Request clarifications about the concern from any user in the system. See Requesting Clarifications about a Concern on page 42.
Give view access to other IACUC users by adding them to the concern's guest list (Manage Guest List activity). By default only the IACUC staff and responsible parties can view a concern. Anyone you request clarification from is also added to the guest list. Note: Use the Manage Clarification Requests activity to make specific requests to which people must respond.
Assign the people responsible for addressing or correcting the concern.
Based on your research and review of the concern, perform one of the following:
Report the concern as no action if no further action is required. The concern will appear on the committee's next meeting agenda to inform committee members of your determination.
OR
 Assign the concern to a meeting to be reviewed by the IACUC. 
During IACUC Review
[bookmark: 204472593]After the IACUC meeting, submit the IACUC's determination. See Submitting a Concern Review Determination on page 42.
If corrective action is required, assign responsible parties and add a corrective action plan if this wasn't done previously (Update Corrective Action Plan activity).
During Corrective Action
When responsible parties have completed the corrective action, confirm it was indeed completed. Use the Submit Confirmation activity to confirm it was completed or request clarification from the responsible parties if there are questions or outstanding items. 
Update the corrective action plan, if necessary (Update Corrective Action Plan activity). 
[bookmark: _Toc401316417][bookmark: _Ref-1136101336][bookmark: _Ref366494806][bookmark: _Toc404325956]Submitting a Concern
Any Click IACUC user role (Study staff, IACUC coordinators, directors, committee members, etc.) can enter a concern or report of non-compliance about the research facilities or personnel involved in the care and use of animals.
To submit a concern:
1. From the My Inbox workspace, click Create Concern on the left. Note: If the concern is related to an inspection (or PAM audit), create the concern from the inspection workspace so the concern is associated with the inspection. To do so: 
a. Click the Inspections link on the left 
b. Click the name of the inspection to open.
c. Click Create Concern.
[image: ]
Complete the required questions marked with a red asterisk (*). Click Continue to move to the next page.
When done, click Finish.
The concern has not yet been submitted for IACUC review. IACUC staff or a committee member must submit the concern to move it from Pre-Submission to Pre-Review.

[bookmark: _Toc401316418][bookmark: _Ref-758354707]

[bookmark: _Ref401490523][bookmark: _Toc404325957]Requesting Clarifications about a Concern
As an IACUC staff member, you can request clarifications about a concern (or deficiency) from any user in the system. When you do so, the concern moves into that person's Click IACUC inbox and that person must respond to the request to move the concern forward in the review process.
People from whom you request clarifications are automatically added to the concern's guest list, which in turn gives them view access to the concern. Note: If you want to give a person view access to a concern without requiring a response, you can simply use the Manage Guest List activity to add them to the guest list.
To request clarification from other users:
1. Click Manage Clarification Requests on the left.
[image: ]
Click Add and then Select to choose the person from whom you want clarification. Click OK. 
In the Request clarifications box, type your questions for that person. Click OK (or OK and Add Another to add more people).
Click OK. 
The people from whom you requested clarifications will receive an e-mail to respond to your request. 
[bookmark: _Toc401316419][bookmark: _Ref-1984697914][bookmark: _Toc404325958]Submitting a Concern Review Determination
After the committee has reviewed a concern or deficiency, you must submit the review decision in the system. This step moves the submission forward in the concern process.
To submit a committee determination for a concern:
1. Click Submit Committee Determination on the left.
[image: ]
Select the determination for the concern. If corrective action is required:
a.  Indicate if the incident is reportable.
b. Attach corrective action plan documents, assign the parties responsible for performing the corrective action, and select the correction due date. Note: If this information is not available at the time of submitting the determination, you can add it later using the Assign Responsible Parties and Update Corrective Action Plan actions.
Review the deficiency information entered previously. Update it if appropriate. 
When finished, click OK.

[bookmark: _Toc401316420][bookmark: _Toc404325959]Handling Inspections and PAM Audits
The IACUC system can help you track and manage different types of inspections such as semiannual facility inspections and Post-Approval Monitoring (PAM) audits of investigators and protocols. You must have either the user role of Inspection Officer or PAM Coordinator to perform the following activities. Committee members assigned to complete inspections can record findings and complete inspections.
Create inspections and PAM Audits in the IACUC system. See Creating an Inspection or PAM Audit on page 43.
Perform the inspection, record your inspection findings, and complete the inspection. See Completing an Inspection or PAM Audit on page 44.
Track scheduled inspections and audits. See Tracking and Managing Inspections on page 45.
[bookmark: _Toc401316421][bookmark: _Ref-1024072435][bookmark: _Toc404325960]Creating an Inspection or PAM Audit
Inspection officers and PAM coordinators create inspections and PAM audits (routine, for cause, or follow-up audits) in the Click IACUC system.
To create an inspection or PAM audit:
1. From the My Inbox workspace, click Inspections on the left.
From the Inspections workspace, click Create Inspection. 
[image: ] 
Complete the required questions marked with a red asterisk (*).
Click Continue. Depending on the inspection type selected, you may have another page to complete. Complete it and click Finish. 
The inspection is created and inspectors are notified via e-mail of the inspection assignment and date. The inspection is also added to the inspection calendar. For details about the inspection calendar, see Tracking and Managing Inspections on page 45.

[bookmark: _Toc401316422][bookmark: _Ref-1333062885]

[bookmark: _Ref401489982][bookmark: _Ref401490569][bookmark: _Toc404325961]Completing an Inspection or PAM Audit
If you are assigned to do an inspection or PAM audit, you will receive an e-mail notification with a link to the inspection. If you no longer have the e-mail, you can find the inspection on the IACUC Inspections workspace (see steps to open an inspection).
Open the inspection and perform the following tasks:
Download inspection checklists to use during the inspection (steps below). 
Note: The OLAW Semiannual Program Review and Facility Inspection Checklist is included in the software. Your institution can add to or replace this checklist as described in the IACUC Deployment Guide. 
Log any concerns that you find during the inspection. See Submitting a Concern on page 41.
Update the inspection audit with your findings and attach any completed checklists (steps below).
Complete the inspection (steps below).
To open an inspection:
[bookmark: -1813354593]From an e-mail: Click the inspection link.
[image: ]
From My Inbox:
1. Click the Inspections link on the left.
From the IACUC Inspections workspace, click the name of the inspection to open it.
To find inspection checklists:
Inspection checklists, if available, will appear at the top of the inspection form. 
1. On the inspection workspace, click Edit inspection on the left. 
At the top of the page, click the link to save the checklist to your computer.
[image: ]


To record inspection findings:
1. Click Record Findings on the left.
[image: ]
Complete the form. In the inspection documents area, add any completed checklists. 
Click OK. 
You can use Record Findings as often as needed to add to or change what you previously typed. 
To complete an inspection:
1. Click Complete Inspection. 
[image: ]
Select the committee meeting on whose agenda this completed inspection will appear. This will inform committee members of the completed inspection.
Update the findings you previously entered as necessary.
Click OK. 

[bookmark: _Toc401316423][bookmark: _Ref-1293932579][bookmark: _Toc404325962]Tracking and Managing Inspections
When an inspection is created, if it has an inspection date, it is added to the inspection calendar. Each inspection type is a different color for easy identification and the inspection name is a link to that inspection's workspace. Use the calendar to see scheduled inspections and adjust inspection dates as necessary. 
To view the inspection calendar:
1. Click the Inspections link on the left.
Click the Calendar tab.
Tip: To change an inspection date, click the inspection name and then click Edit Inspection on the left of the inspection workspace.
[image: ]

[bookmark: _Toc401316424][bookmark: _Ref-381771350][bookmark: _Toc404325963]Conducting Semiannual Program Reviews
In the IACUC system, a semiannual program review is done via a meeting in which the committee typically reviews the Institutional Official (IO) Report (generated from the IACUC system) in addition to the animal care and use program. This report includes departures from the Guide for the Care and Use of Laboratory Animals on approved protocols and deficiencies reported from program reviews and facility inspections.
Generally, the committee administrator sets up the program review meeting and the IACUC coordinator runs the meeting.
To conduct a program review:
1. Generate the IO report. See Generating an Institutional Official (IO) Report on page 51. In a later step, you will attach this report to the meeting agenda.
Create a meeting for the program review. See Scheduling Meetings on page 33.
Copy and paste the contents of the IO report into your meeting agenda so it can be reviewed. 
Upload your agenda and send it to committee members:
a. Click the Meetings link on the left
b. On the Upcoming Meetings tab, select the program review meeting name.
c. Click Prepare Agenda and then Add to upload the agenda. Choose the agenda file that contains the IO Report details. When done, click OK to exit all the windows and return to the meeting workspace.
d. Click Send Agenda on the left to send the agenda to committee members.
During the meeting: 
e. In the meeting workspace, click Prepare Minutes and generate the minutes. 
f. At the top of the meeting workspace, click the minutes link to download and save the document.
[image: ]
g. Copy and paste the contents of the IO report into the saved minutes and add any additional information to it as needed.
h. In the meeting workspace, click Prepare Minutes and then Upload Revision to upload the updated minutes.

[bookmark: _Toc401316425][bookmark: _Toc404325964]Getting Started for Training Coordinators
The IACUC is charged with ensuring that all IACUC members (including non-affiliated community members) have been adequately trained and the research team has the required training to conduct protocol activities. Follow your institution's policies for designing, developing, and delivering training programs.
The IACUC system can help you track and manage training. You must have the user role of Training Coordinator to perform the following activities: 
Add training courses into the IACUC system. See Adding a Training Course on page 47.
Upon course completion, update the course with the list of attendees that took the course. See Recording Course Completion on page 48.
Inactivate courses that are no longer active or valid. See Inactivating a Course on page 48.
Track training deadlines. See Identifying Training Deadlines on page 49.
[bookmark: _Toc401316426][bookmark: _Ref-199281442][bookmark: _Toc404325965]Adding a Training Course
You can add new training courses to the IACUC system at any time.
To add a training course:
1. Click the Training link on the left.
Click the Create Course button on the left.
Answer the required questions marked with a red asterisk (*) and click Continue to move to the next page.
(Optional) Enter any other course details and information.
On the final page, click Finish on the right.
[bookmark: _Toc401316427][bookmark: _Ref817542124][bookmark: _Toc404325966]Recording Course Completion
When researchers or IACUC members have completed a course, you can update the course information to indicate who took it. You can also remove anyone who didn't actually take the course.
To open a course:
1. Click the Training link on the left.
On the Courses tab, click the name of the course to open it.
To record course completion:
1. Open the course. See steps above.
Click Record Course Completion on the left.
Click Add and select the people who completed the course. Click OK.
(Optional) Add any other course completion details.
Click OK.
To remove a person from a course:
1. Open the course. See steps above.
Click Remove Course Completion on the left.
Click Add and select the person you want to remove from the course completion.
Click OK.
[bookmark: _Toc401316428][bookmark: _Ref1981303563][bookmark: _Toc404325967]Inactivating a Course
If a course is no longer active or valid, you can inactivate it. Once inactivated, you can no longer record researchers and IACUC members as having completed the course.
To inactivate a training course:
1. Click the Training link on the left.
Click the course name to open it.
Click Discontinue Course on the left.
(Optional) In the Comments box, type your reasons for inactivating the course. You can also attach supporting documents, if appropriate.
Click OK.
[bookmark: _Toc401316429][bookmark: _Ref785922098]

[bookmark: _Ref401490669][bookmark: _Toc404325968]Identifying Training Deadlines
The IACUC system comes with standard training reports that show training courses that have expired and training courses due to expire in 90 days. To generate a standard report, see Generating Reports on page 49.
Both reports list the course, name of the researcher or IACUC member, and other details about the course including the expiration date. Follow your institution's standard operating procedures for dealing with expired training and deadlines.
[image: ]

[bookmark: _Toc401316430][bookmark: _Ref-1211894281][bookmark: _Toc404325969]Generating Reports
The IACUC system includes many standard reports to keep you informed about important aspects of submissions and IACUC activities. In addition, your institution may create custom reports. The reports provide links to the individual submissions.
Any user can access the reports; however, only those reports and data to which they have permission will appear. For example, the Protocols Due to Expire report generated by a PI will include only protocols that the PI can view. IACUC coordinators and directors have access to most reports and data.
For specific IACUC reports, see the following:
Concern and Deficiency Reports
Inspection Reports 
Institutional Official (IO) Report 
AAALAC Report
To generate a report:
1. Click the Reports link on the left.
The list of standard reports appears.
Tip: To find a custom report, click the Custom Reports tab.
Click the name of the report to view it.
The report appears listing the relevant submissions.
Tip: Use the Filter By feature to find specific data. See Filtering and Sorting Data on page 38.

[image: ]

[bookmark: concernreports][bookmark: _Toc401316431][bookmark: _Ref279219767][bookmark: _Toc404325970][bookmark: _Ref1948597439]Generating Concern and Deficiency Reports
IACUC staff, committee members, and the institutional official can view a listing of all concerns entered into the system as well as those converted into deficiencies by the IACUC.
To generate concern and deficiency reports:
1. Click the Concerns link on the left.
Click the Reports tab.
Click the name of the report to view it.
Tip: These reports are also available from the Advanced Reports tab on the IACUC Reports workspace. See the Advanced Reports Quick Reference guide for details on these reports and steps for using advanced report features.

[image: ]

[bookmark: inspectionreports][bookmark: _Toc401316432][bookmark: _Toc404325971]Generating Inspection Reports
[bookmark: _Ref-509769720]IACUC staff, inspection officers, committee members, PAM coordinators, and the institutional official can view a report of all inspections including semiannual inspections and PAM audits.
To generate a report of all inspections:
1. Click the Inspections link on the left.
Click the Reports tab. 
[image: ]
Click the report name "All Inspections" to view the report.
Tip: Use the Filter By feature to find specific data. See Filtering and Sorting Data on page 38. 
For example, filter inspections by inspection type, such as semiannual facility inspection, to view only those inspections. 
[image: ]
To see all inspections for a particular building or room within a building:
1. In the top navigator, click Facilities.
[image: ]
Select the Buildings or Rooms tab.
Click the building or room name link.
On the workspace, click the Inspections tab.



[bookmark: IOreport][bookmark: _Toc401316433][bookmark: _Ref1202265970][bookmark: _Toc404325972]Generating an Institutional Official (IO) Report
The IACUC must prepare a semiannual report of the program reviews and facility inspections for the IO. In the Click IACUC system, the IO, IACUC staff members, or committee members can generate an IO Report for a specific committee and date range. 
The report uses the same format as the Office of Laboratory Animal Welfare (OLAW) sample IO Report and automatically populates the report with the following data: 
Departures from the Guide for the Care and Use of Laboratory Animals reported on: 
Approved protocols created during the date range
Protocols that have reached the Approved state during the date range
Deficiencies for program reviews and facility inspections for which the IACUC has submitted a deficiency determination in the date range (the Submit Determination date is in the date range)
The IO report includes sections for you to manually add program changes since the last review, minority views expressed by committee members, and AAALAC accreditation status. 
To generate an IO Report:
1. Click the Reports link on the left.
Click Generate IO Report. 
[image: ]
In the window, select the committee for the IO Report.
 Select a date range for the data to include in the report. 
Select the PDF check box to generate a PDF. If not selected, a Word document is generated. Generate a Word document if you will add program changes, minority views, or AAALAC accreditation status information to the report.
Click Generate. When finished, click the generated report link to save the report. 
[image: ]
Tip: Microsoft® Word documents open differently in different web browsers. If the document does not open promptly:
· Click the Word icon if it is flashing at the bottom of your screen, and then click one of your open Word documents.
[image: ]
· Check the bottom of the browser window to see if the document icon and name is shown there. If so, click the name to open it.
[image: Document shown at bottom of browser]

If applicable, open the saved Word version and add any program changes, minority views, or AAALAC accreditation status details to it.
 Follow your internal processes to obtain the appropriate signatures on the report.

[bookmark: aaalacreports][bookmark: _Toc401316434][bookmark: _Toc404325973]Generating an AAALAC Report
[bookmark: _Ref-1401839030]If you are applying for AAALAC (Association for Assessment and Accreditation of Laboratory Animal Care) accreditation or renewing an existing accreditation, you can generate the Animal Usage Form B from the IACUC system and insert it into the appendix of your Program Description document.
The AAALAC Report uses the same format as the Animal Usage Form B and is populated with data from the IACUC system. 
To generate an AAALAC Report:
1. Click the Reports link on the left.
Click Generate AAALAC Report. 
[image: ]
In the window, select the administrative office and click Generate. The report is generated in Microsoft Word format. 
Click the generated AAALAC report link to save and open the report. 
[image: ]
Tip: Microsoft® Word documents open differently in different web browsers. If the document does not open promptly:
Click the Word icon if it is flashing at the bottom of your screen, and then click one of your open Word documents.
[image: ]
Check the bottom of the browser window to see if the document icon and name is shown there. If so, click the name to open it.
[image: Document shown at bottom of browser]

AAALAC Report Example:
Below is an example of the AAALAC report generated from the IACUC system. 
Tip: In Word, if the table goes beyond the width of the page, simply adjust the columns or table properties to make it fit.
[image: ]

[bookmark: _Toc401316435][bookmark: _Ref1444784452]

[bookmark: _Ref401489873][bookmark: _Toc404325974]Finding More Information

	Resource
	Description
	Location

	Help for a field or page
	More information about a question or form.
	Click [image: Help icon] next to the question or page title.

	IACUC Researcher's Quick Reference
	A quick reference guide for PIs and research teams 
with steps for creating and submitting protocols and follow-on submissions.
	1. Click the Help Center link on the left. 
On the Guides tab, click the name of the guide to open it.

	IACUC 
Reviewer's 
Guide
	A guide for reviewers with steps for reviewing a submission and submitting a decision.
	

	IACUC Staff 
Guide
	A guide for IACUC staff, inspection officers, PAM coordinators, and training coordinators that includes process overviews, basic administration activities, and tasks for managing and handling inspections, concerns, and training.
	

	IACUC Videos
	Conceptual videos to help you understand and use the IACUC software.
	1. Click the Help Center link on the left. 
Click the Videos tab.
Click the name of the video to run it.



[bookmark: _Toc401316436]

[bookmark: _Toc404325975]Workflow Diagrams Overview
Workflow diagrams provided with the IACUC software show all the states a submission can go through, user roles that can take actions during that state, and when e-mail notifications are generated by the system for the next users in the process. See the product release page to download the workflow diagrams.
[image: ]
The example above shows a protocol in Pre-Review state. A protocol moves into the Pre-Review state after a PI submits it to the IACUC. In this state, only the IACUC director or IACUC coordinators can access it and perform actions on it. For example, an IACUC coordinator might send it to a veterinarian to review (Send for Vet Consult). Workflow diagrams show the following information:
A. States that an IACUC submission transitions through during its life cycle
B. User roles that can perform each activity, for example, the IACUC Director (ID)
C. Activities that can be performed in that state
D. E-mail notifications that are triggered at specific points of the process
For protocols and follow-on submissions, workflow diagrams are available for the following key states. Concerns and deficiencies and inspections and PAM audits follow different workflows.
[image: ]
For more detail on each state, refer to the following topics:
· Pre-Submission Workflow on page 57
· Pre-Review Workflow on page 57
· IACUC Review Workflow on page 58
· Post-Review Workflow on page 61
· Review Complete and Final States on page 62

[bookmark: _Toc401316437][bookmark: _Ref794669686][bookmark: _Toc404325976]Pre-Submission Workflow
To prepare a protocol or follow-on submission for review, the protocol team fills out a series of dynamic forms and attaches all applicable information. Only the PI can submit the protocol to the IACUC, however, any of the protocol team members (including the PI) can edit the submission during Pre-Submission. Additionally, a person designated as the primary contact can edit the submission without being part of the protocol team.
During pre-submission, the protocol team can also assign ancillary reviewers to their submission. For details about ancillary reviews, see Ancillary Review Process Overview on page 7.
Note: Depending on your institution's policy, IACUC staff (coordinators and directors) for an administrative office may be allowed to edit protocols and follow-on submissions (amendments and triennial reviews) on behalf of the protocol team. A system-wide setting, as described in the IACUC Deployment Guide, must be enabled to allow this.
[image: ]
[bookmark: _Toc401316438][bookmark: _Ref-760751879][bookmark: _Toc404325977]Pre-Review Workflow
After the PI submits the protocol or follow-on submission to the IACUC, it moves to the Pre-Review state. 
[image: ]
Generally, during Pre-Review, the IACUC coordinator will review the protocol to ensure it has all the necessary information for IACUC review. Other activities may also occur during this state:
Assign a specific coordinator to a submission: The IACUC director and anyone with the IACUC coordinator role can assign the submission to a specific coordinator to handle. The assigned coordinator will receive an e-mail and the submission will appear in My Inbox whenever the assigned coordinator needs to take action on it. If the submission is not assigned to a coordinator, all coordinators can still access it from the IACUC submission workspace, however, it will not appear in My Inbox as an indication to take action.
Consult a veterinarian: The IACUC coordinator can send the submission to a vet for consultation and review. The submission will stay in Pre-Review, however, will have a Vet Consult state. In the Vet Consult state, the vet can respond to the consultation request and submit it back to the coordinator. The vet can also request clarification from the protocol team, in which case the submission will move to the Clarifications Requested state (shown below).
Request clarifications from the protocol team: If the coordinator requires the protocol team make changes or answer questions about the submission, the coordinator can add reviewer notes to specific pages of the submission and then use the "Request Clarification..." activity to return the submission to the protocol team. The submission will move to the Clarifications Requested state. When the protocol team submits their response to the request, the submission will return back to the previous state.
Approve a follow-on submission: The system allows for a shortened review process for follow-on submissions. If the institution's policies support this, the IACUC director or coordinator can administratively approve certain follow-on submissions. Upon approval, the submission will move to the Post-Review state, bypassing an IACUC review.
When the submission is finally ready for IACUC review, the coordinator will complete and submit a Submit Pre-Review form along with the submission. The Submit Pre-Review form identifies: 
The IACUC committee to review the submission and whether the submission should move directly to a full committee review
Any missing materials
Comments and/or supporting documents
The coordinator can return to add and update some of the information in the Submit Pre-Review form before finally submitting it for IACUC Review. Also, IACUC staff members can change some of the pre-review information during the review process. 
IACUC staff can add or update ancillary reviewers at any time until Post-Review is completed. For details about ancillary reviews, see Ancillary Review Process Overview on page 7.

[bookmark: _Toc401316439][bookmark: _Ref-1527744348][bookmark: _Toc404325978]IACUC Review Workflow
After the coordinator completes and submits the Submit Pre-Review form, the submission moves into IACUC Review. During this workflow, the submission will either go to a full committee review or a designated member review.
[image: ]
 
When the coordinator filled out the Submit Pre-Review form, the coordinator indicated if the submission should be forwarded directly to a Full Committee Review. If so, the submission state will change to Meeting Assignment until the IACUC coordinator assigns it to a specific IACUC committee meeting for review. Once assigned to a meeting, the submission state will change to Committee Review.
If the submission will not be forwarded directly to a full committee review, it will move to the Grace Period state so IACUC committee members can review it and determine whether it should go to full committee review. If the grace period passes and it wasn't assigned to a committee review, the submission moves to a Designated Reviewer Assignment state and the IACUC chair will assign it to a committee member to review. The submission will move to the Designated Review state.
 [image: ]
Note: Various settings affect how long the grace period is and when it starts or ends. Further, your system may send a weekly e-mail to committee members of protocols in grace period so they can review them to determine if a committee review is required. For details on grace period settings, see the IACUC Deployment Guide.
[bookmark: _Toc401316440][bookmark: _Toc404325979]Designated Review
The designated reviewer's most likely actions are:
View the protocol details
Ask the IACUC coordinator to edit the pre-review information if it is inaccurate
Request clarifications from the protocol team if needed (see Request Clarifications on page 60)
Submit the review
After the reviewer has made a decision about the protocol, the reviewer submits the determination and other details. In particular, if modifications are required, the reviewer describes them in the activity form. The reviewer can return multiple times to add and update information in the Submit Designated Review form before finally submitting it as a final decision. Once submitted, the state transitions to Post-Review.
[bookmark: _Toc401316441][bookmark: _Toc404325980]Committee Review
During the Committee Review state, two types of activities occur:
Meeting-related activities, such as scheduling the meeting and creating an agenda and minutes. These are handled in the meeting workspace. (For more description, see Meeting Workflow on page 9.)
Review-related activities, such as assigning specific reviewers, viewing the protocol, adding review comments, and submitting the review determination. These are handled in the protocol workspace. The review-related workflow is described below.
An IACUC coordinator can assign specific reviewers to a submission in either the meeting or protocol workspace.
Before the meeting, reviewers will most likely:
View the protocol details
Add review comments
Ask the IACUC coordinator to edit the pre-review information if it is inaccurate
Request clarifications from the protocol team if needed (see Request Clarifications on page 60)
View comments from other reviewers
After the committee has made a decision about a protocol, the IACUC coordinator submits the review decision with all the details, including a description of any modifications required. Once submitted, the state transitions to Post-Review.
[bookmark: _Toc401316442][bookmark: _Toc404325981]Request Clarifications
[bookmark: 1995266609]If committee members require the protocol team make changes or answer questions about the submission, they can add reviewer notes to specific pages of the submission and then use the "Request Clarification..." activity to return the submission to the protocol team. The submission will move to the Clarifications Requested state. When the protocol team submits their response to the request, the submission will return back to the previous state.
[image: ]
Requests for clarifications are handled differently during committee review than during other types of review in that:
Protocol team members cannot edit the protocol when it is in Clarifications Requested (Committee Review) state, but they can submit changes back to the committee. 
The IACUC coordinator can remove the submission from the agenda before the meeting and reassign it to a later meeting. 
The committee can record a decision for the submission when it is still in Clarifications Requested (Committee Review) state. 

[bookmark: _Toc401316443][bookmark: _Ref1189156108][bookmark: _Toc404325982]Post-Review Workflow
During Post-Review, the correspondence is prepared, reviewed, and sent to the PI.
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[bookmark: _Toc401316444][bookmark: _Toc404325983]Preparing Correspondence
Using the Prepare Letter activity, the coordinator can generate a letter from a selected template. Standard templates support automatic letter generation that fills in many details about the submission, such as the protocol title, PI, and approval expiration date (if applicable). Standard templates are provided to match each IACUC determination, and your institution can add to or replace the provided templates. The template selection list in Prepare Letter is filtered to show only templates matching the IACUC's determination for the submission. 
Prepare Letter also lets the coordinator upload a letter. The coordinator can generate a letter, download it, edit it as necessary, and upload it again. 
[bookmark: _Toc401316445][bookmark: _Toc404325984]Reviewing and Sending Determination Letters
After the letter is created, the coordinator can use Forward Letter for Review activity to move the submission to the Chair Letter Review state and into the committee chair's My Inbox. The chair can request changes to the letter using the Request Changes to Letter activity and the submission will move back to the coordinator to make changes and send it back to the chair. 
When the letter is ready to send to the PI (and the primary contact), the chair can use the Send Letter activity to send the letter to the PI and primary contact using an e-mail notification. Note: Your institution may not require the chair to review determination letters prior to sending. In this case, your system may be set up to allow the IACUC coordinator, director, or chair to send the letter using the Send Letter activity during Post-Review. For detail on the setting, see the IACUC Deployment Guide.
When the letter is sent, the submission transitions to a state that reflects the IACUC's determination, such as Approved or Approval Withheld. The letter is visible to the IACUC staff and all members of the protocol team when they access the submission in the system. 
[bookmark: _Toc401316446][bookmark: _Toc404325985]Responding to Required Modifications
For submissions receiving an Approval Withheld or a Modifications Required to Secure Approval determination, sending the letter places the submission in the Approval Withheld or Modifications Required state, respectively. These two states fall under the Modifications Required key state in the diagram. In this key state, the protocol team can edit the submission and submit a response back to the IACUC. When the protocol team does so, the submission moves back to the Pre-Review state to go through the review process again.
[bookmark: _Toc401316447][bookmark: _Ref2135169697][bookmark: _Toc404325986]Review Complete and Final States
After the correspondence is sent to the PI, the submission moves to Review Complete. 
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While in Review Complete, the submission can have the following states:
Approved: The protocol is active and the protocol team is conducting their research. When a protocol is approved, the system copies the approved protocol to create a draft protocol. When an amendment or triennial review is created, the draft protocol is updated with the proposed changes, while the approved protocol remains unchanged. When the amendment or triennial review is approved, the changes are published into the approved protocol.
Lapsed: An active protocol moves to the Lapsed state if the protocol team does not submit an annual review or triennial review to the IACUC in the required time frame. 
Suspended
Closure Requested
[bookmark: _Toc401316448][bookmark: _Toc404325987]Final States
Final states for a protocol are Closed or Discarded.
Closed: The IACUC director or coordinator can close approved, lapsed, or suspended protocols using the Close Protocol (Admin) activity. Additionally, a PI may request the IACUC to close an approved, lapsed, or suspended protocol, using the Request Closure activity, if it is no longer active, for example, the protocol team has finished their research or is no longer performing the research due to lack of funding or other reasons. When the IACUC closes a protocol, the state changes to the final state of Closed.
Discarded: The protocol team can discard a protocol using the Discard activity, for example, to completely start over, as long as the IACUC hasn't yet submitted its review decision (prior Post-Review). 
Closed and discarded protocols appear on the Archived tab of the IACUC Submissions workspace and are read-only; however, protocol team members can copy it and use the copy as a starting point for new submissions.
[bookmark: _Toc401316449][bookmark: _Toc404325988]Meeting Workflow
From the IACUC Meeting workspace, the person designated as the administrator for a committee can manage meetings, agendas, and minutes for that committee's meetings. Note: The committee administrator is a designated member of a committee and not an actual user role in the software. Refer to the workflow diagrams provided with the software to see other roles that can perform the activities listed below.
For a recommended order to perform meeting tasks, see Checklist of Committee Meeting Tasks on page 30. 
[bookmark: _Toc401316450][bookmark: _Toc404325989]Assigning Submissions to Meetings
The IACUC coordinator will first assign a submission to a meeting from the submission workspace. Also from the submission workspace, the coordinator can remove it from a meeting agenda and reassign it to a different meeting. 
[bookmark: _Toc401316451][bookmark: _Toc404325990]Preparing for a Meeting
The committee administrator, as well as IACUC staff and the chair, can assign reviewers to submissions that are assigned to meetings and notify reviewers of the scheduled meeting. 
The committee administrator can prepare an agenda from a template using the Prepare Agenda activity. A standard template is included in the software that supports automatic agenda generation that fills in the time and place of the meeting and several details about each submission on the agenda. Your institution can add to or replace the provided template as described in the IACUC Deployment Guide. 
The committee administrator can generate an agenda, download it, edit it as necessary, and upload it again. When the agenda is ready, the committee administrator can use the Send Agenda activity to send an e-mail notification to the invitees.
The invitees can confirm or decline attendance using the provided activities. The committee administrator can also use the Edit Meeting Attendance activity to fill in attendance details for those who do not use the provided activities to respond.
Tip: The committee administrator should remove any submissions in the Clarifications Requested state from the agenda if the clarifications are required for the committee to make a decision. Submissions left in Clarifications Requested will be moved to the Committee Review state when the Convene Meeting activity is used.
The Prepare Minutes activity lets the committee administrator (or chair) generate meeting minutes from a selected template or upload minutes. Generating the minutes shortly before the meeting from the provided standard template creates a framework to record meeting activities and details about each submission as well as fill in committee decisions and notes. The filled-in minutes document can be uploaded later using Prepare Minutes again.
[bookmark: _Toc401316452][bookmark: _Toc404325991]Starting a Meeting
To start the meeting, the committee administrator can use the Convene Meeting activity. Convene Meeting moves any submissions in the Clarifications Requested state back to Committee Review so a decision can be recorded.
[bookmark: _Toc401316453][bookmark: _Toc404325992]Wrapping Up After a Meeting
During or shortly after the meeting, the IACUC coordinator will submit the committee review for each submission, which includes recording the committee decision for that submission. This is done from each submission's workspace. Additionally, the coordinator will prepare the decision letter and forward it to the chair to approve and send to the protocol team.
Meanwhile, the committee administrator can upload the completed meeting minutes using Prepare Minutes on the meeting workspace and then the Close Meeting activity to conclude the meeting in the system. 
The chair (or committee administrator) will use the Approve Meeting Minutes activity to record approval of the minutes.
 
 
 
 
 
 
 
 
 
 
 
 
© 2012-2014 Huron Technologies Inc. All rights reserved. Use and distribution prohibited except through written agreement with Huron.
 
Click is a registered service mark of Huron Consulting Group, Inc. All other trademarks, registered trademarks, service marks, and trade names are the property of their respective owners.  
 
Information in this document is subject to change without notice.
 
Published by Huron Technologies Inc. 
1925 NW AmberGlen Pkwy
Suite 400
Beaverton, OR  97006
image1.png
Huren




image2.JPG




image3.jpg
IACUC Review

(prerevew )

Desigraed
I (crace peroa ),

P> ((Postreven)





image4.JPG
L Ancillary Reviews 1

Review





image5.jpeg
PROT0201400007 : Protocol 08/06/14

Principal Investigator: Rebecca Simms Letter: None
Submission type:  New Protocol Application  Protocol type: Field Research

Primary contact: Kelsey Darmon [Admin office: _1ACUC 2 (Hillsboro)
IACUC coordinator:  Michael Burri





image6.jpg




image7.jpeg
Inspection
Complete





image8.jpeg
INS00000069 : =

Inspection Type: ———  Date of
Inspectors:




image9.jpeg
‘Semiannual Evaluations

Semiannual
Facility
Inspections

Deficiencies

AMALAC
Program
Description

Semiannual
Program
Reviews

Departures.
Minority Views
ABALAC Accred. Status





image10.jpeg
Your Name Logoff




image11.jpeg
My Inbox
Filter by & 10 -

1 Name
o PROTO201400021 US20872 Protocol

Date Created
1/16/2014 9:48 AM

(Go Advanced

ate Modified
1/16/2014 11:57 AM





image12.jpeg
Research Teams Active

Filter by & 1D =





image13.jpeg
My Current Actions.

View Protocol

Printer Version




image14.jpeg
Experiments @

~ Define the experiments to be used in this protocol:
Name Species USDA Count Count by Pain

Category
[Sperment |[Rat  no 20 g 20 Physical Restraint: Physical Restraint]
one & (standard)

D;
E:

Common Procedures





image15.jpeg
vistory [N ] Documents




image16.jpeg
e el pocuments




image17.jpeg




image18.jpeg
) WORKSH..doc




image19.jpeg
Date: Thursday, March 20, 2014 12:58:18 PM
View: SF: Basic Information

[ print





image20.jpeg
Procedures Appendix:

Date: Thursday, March 20, 2014 2:25:26 PM
View: SF: Procedure Identfication

Procedure Identification: Blood Draw





image21.jpeg
story

Filter by &  Activity -
Activity
> Response Submitted

f See my responses to the reviewer notes.





image22.jpeg
[2 IACUC Staff Change Request (response required)
3ump To: Housing

Tell me more about the housing.

O change Request Completed - Rebecca Simms (pi)

Changed the protocol as per your request.





image23.jpeg
[ 1ACUC Staff Change Reguest
3ump To{Supporting Documents




image24.jpeg
|Reviewer Note.





image25.jpeg
— — &=

Fiter by Page | | [oo | [ clear | Advanced
page Location of Change  Orlinal Value New Value User  Date of Change
Holding Detals _ Holding Description 6 monhs to allo them 6 manths to allow them  ————
tomature to mature
Funding Sources Funding Sources Addad: BloFactura Research ———  ——

Institute




image26.jpeg
Show Changes made between Current Version (0.3) and|

0.2 1/20/2014 1:47 PM <]





image27.jpeg
v Differences
[added: Mayo clinic
&) Changed: National Institute of Health

Location: Funding Source 1D
New Value: BESHE
old Value: 5857




image28.jpeg




image29.jpeg




image30.jpeg
Changed Steps:

Funding Sources





image31.jpeg
() Reviewer Note (0 Notes Total)





image32.jpeg
) Reviewer Note

[s2)

Filter by Type -

Type
[ TACUC Staff Draft Change Request

You did notinclude any supporting documents. Don't forget




image33.jpeg
- s

View Sty

«

Ragquest Clarhcation by
Designated Reviewer





image34.jpeg
4 Submit Pre-Review




image35.jpeg
o Submit Committee Review




image36.jpeg
Home

1ACUC





image37.jpeg
Research Teams | in-Review [ e

Fiterby @ (0 Il




image38.jpeg
Agenda Sent

My Current Actions

Prepare Agenda

g Send Agenda
i~

e
f Notify Reviewers

& 59 st Atendance
'\, oo g

Q Decline Attendance
% Prepare Minutes

[ e e

IACUC March Committee
Meeting Date & Time: 3/5/2014
Agend: ‘Agenda.docx(0.01)
Minutes: Not yet created.

[PIEPIRT Attendees | History,
Agenda Items

124 AM

D Name.
PROTO201400153 02112014 Protocol B
AR201400031 Annual Review for PROT0201400153

Previous meetings with minutes for approval
D Name
Mee00000052 Biosafety Committee Minutes





image39.jpeg
ndees | History





image40.jpeg




image41.jpeg
Past Meetings | Committees




image42.jpeg
W ManaoeTass




image43.jpeg
[ Help |

Advance Export || Change Parameters





image44.jpeg
Field Comparator Value

[Tags D like. =

Tags is not null
Project State

Draft v





image45.jpeg
Filter by @ [ 1D

I [[Go|[clear | Advanced
»

Name
Date Created




image46.jpeg
ditarby @ (10 v Go| [ cear | Advanced





image47.jpeg
Filter by|

Protocol ID




image48.jpeg
Filter by

D

Go

[Advanced





image49.jpeg
Filter by & 1D v || 6o | | Clear | Advanced

) Name Date Created IE\ Date Modified





image50.jpeg
Field Comparator Value
Project State 1= ‘Archived v




image51.jpeg
Field Comparator Value

Date Expired <= [Today plus 90 day(s) | B8
Date Expired >= )




image52.jpeg
Pre-Submission Concern
IACUC Coordinator:

Edit Concern

p St Responsible Parties:

e




image53.jpeg
Edit Inspection

Printer Version

Create Concemn





image54.jpeg
893 anage Clarification
Requests




image55.jpeg
[
rerminans
o




image56.jpeg
IACUC Inspections

Create Inspection

My Inbox

Help Center




image57.jpeg
To: —

Link: Facility Inspection

Inspection Date:





image58.jpeg
Inspection Information

Semiannual Program Review and Facility Inspection Checklist

1. ~ Name: @
2014 Sept - Lab East Inspection




image59.jpeg
> Record Findings




image60.jpeg
~ Complete Inspection




image61.jpeg
Inspections

< | > | today

12

19

2

Calendar

Mon

Reports
October 2014
Tue Wed Thu
1 2
5 7 s
13 14 15 16
[New Location
Inspection
20 21 2 3
27 3 2 0

week | day

Fri sat
3 4
10 1
17 18
2 25
31




image62.jpeg
IACUC Committee

Meeting Date & Time:
My Current Actions Agenda: Agenda for meeting
=) prepare Agenda Minutes: [Hinutes for meeting





image63.jpeg
L — — ]
[rort| M [Gose |

st F E
Cousse Last Name. B G category Swce  sage (08
Gomendi Ui oG s wm P orioe g sges
Guageadiage S Knds(h)  aS0is 2w preeds L
St S
Goageaniiaoe  febeca Sems ) s s e A
Lone it Rebaccs S o) G s poChbe WS e S
Sarry s Rebaces S ) RS N GeeiRen st e Sl

[
B s DI -




image64.jpeg
Filter by & | Protocol 1D il | 6o | | Clear | Advanced





image65.png
IACUC Reports

Generate AAALAC Report

Standard Reports | [ RSLISS TMSSIS | Custom Reports





image66.jpeg
Inspections | Calendar SIS

Fiterby Name v|| [

@ Name Description
All Inspections All inspections including




image67.jpeg
D

Filter by &

Inspection Type ¥

[leo]

D
Name

Inspection Type





image68.jpeg
Home.

Faciliies

IACUC




image69.jpeg
IACUC Reports

Generate AAALAC Report

Generate 0 Report

My Inbox





image70.jpeg
Generated 10 report:
10 Report





image71.jpeg
IACUC Reports

Generate AAALAC Report

Generate 0 Report

My Inbox





image72.jpeg
ARALAC Report

Select an admin office:
[1acuc v] [ Generate |

Generated AAALAC report:





image73.jpeg
Animal Usage (Form B)

T nder o asist h e isiors i thei evaluation of e animalcare and e program, please providethe nfomationreguested beloe.Informaton
sheud beprovided foral amimls approved orse i esarc, teachin o esting, nchuding hose hich may be used o heusedin sboratores
outide e smmal e et OF Al otrest i nfomation on hose simals which s wsed i esarch projcts nvolin secovry sicl
Procedurs behavios o ther t6n requring chiing o ohe fmis of edtin, o exposne i ptenially arados mateials

Specl Consdrions
0| mang | (o checkmak ifspptcale
Puncpal Animats | Disess
Protocd Tile | IACUCOBNo. | pyquiur [P | Appeoved | Cuegory | 55 | nass | e | % [ maw | wea
o |e|o|o|(o]|e| o
“Erlien
Effcae ofa Kiled
Vaceneinthe Rebecea =
Jecacinde | orononiooon B8R |t |2 E x
Respirary
Mycoplasmoss
i R [Bor
RS okdngPoocd | pRoTO0M000 | BB,

1) Pless provide s deseption | defiidon of any paicistzss casscaon used witin this Appendis

@ Surival Sugery 55)

) Miabige Sareel Swgey O45S)

(b Food o Fid Regalton (FFR)

(5 Profonged Ressrain (PR)

(© Hazadous Aget Use (HAU)

7 NonCentalized Housing andor rocedual Areas (NCAD, i, use oflve animals n any aci,room, oraes tatis n ey mainaned or
managed by the inl s pogea, Such ¢ neipto abortosh, depunent managed ses, esching borsoies, s





image74.png




image75.jpeg
s oo 1)

Adinsratvely Agprove ()
e for Vet Comsut (103

et r o Ctar (10
Vanage Deparres (A051)





image76.jpeg
(=), =

&)




image77.jpeg
EM} qmlcr«m\, »>( Puu‘(-m\ b{ Ew
G GE=D





image78.jpeg




image79.jpeg
1ACUC Roview




image80.jpeg
Fr-suomissn)

PreReien )

>{(cuc Reven)—

Tarficatons





image81.jpeg
=

> PostRevien

(=)

4

>((Proioven





