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Login 

Open your web browser and locate the URL assigned to eSirius on your institution’s website.  

At the eSirius login screen type your user ID and password and click ‘Login to eSirius’.  The default user ID is your first initial and last name.  Your user ID and password can be changed by your eSirius Administrator.  The password can also be changed by the user from the Change Password option on the user’s home page. 

Your homepage should appear.  

PI Submits an Application for a New Protocol

The following example is a principal investigator’s home page.  
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From your home page, click on the Protocol option, ‘Submit an Application for a New Protocol’.  

[image: image3.png]eSirius

T Going S

Start an application for a new protocol Wwallace, Molly stan out Home o1/15/2004

The Protocol Application must be completed in its entirety prior to subrmission to the IACUC office. Al new applications are reviwed by the
Animal Care and Use standing committee on the 3rd Thursday of every month. Protocols must be received by 5:00 p.m. on the first Friday of the
month to be considered at the monthly meeting

An application is assigned a number when you begin and can be saved for completion at a later date. The saved application will remain on your
horme page until you subrmit it to the 1ACUC

Start New Protocol Application || PRetum ToHome Page

W

“Required Fields

Copyright © 2002, NTM Consulting Services, Tne.
3550 Mowry Avenue, Suite 201
Framant, CA 54538
Phone: 510-744-3901 Fax: 510-744-3904
wuw.nkmes.com





Your institution’s instructions for submittal of applications are displayed on this page.  When you click the Start New Protocol Application button, your application will be assigned a number and the first page of the application displayed.  
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On the left of the page a table of contents is displayed.  If you complete each page of the application and move to the next page by clicking on ‘save and continue’, you will automatically be guided through each section necessary.  Some of the sections may not be displayed – depending on your answers to certain questions.  For example, if you answer the question “will you be collaborating with an outside institution?” – with a ‘No’, then you will not see the page that asks for the outside institution’s contact information.  

If you choose, you may visit any section by clicking on the section title in the table of contents (TOC).   Remember to click ‘save and continue’ on any page where you have entered data.  If you have entered data on a page and then click on the TOC without saving, you will lose the data.  

Should you decide at any point to stop data entry, you may click on the ‘Finish Later’ button (but first make sure all required fields on the current page either have something entered or errors will be produced that all the fields are not filled in).  The protocol application is saved and will appear on your home page in the Alerts section under ‘Unfinished Protocols’.
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When you select it to complete – by clicking on the hyperlink/protocol number - you will be returned to the page where you left off.  

The application form will be specific to each institution based on the setup in Expert – and could include upwards of 40 pages.  

Some fields are required and are indicated by a red asterisk.    

Some pages contain ‘conditional navigation’ fields ie.-a ‘Yes’ response requires an answer to a subsequent question and a ‘No’ response does not.  

Using the on-page instructions, complete each required page of the form.  

The last section to be completed in the application process is ‘Error Verification’.  ESirius checks to see that all required fields are complete, and if not, takes you back to each. 
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Once the Error Verification process runs without error, you will advance to the Electronic Assurances page.  You will see the following page.  To indicate agreement with text of the Assurance, enter your eSirius password in the password field and click Continue.
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The last page, Submit Protocol, performs the protocol submission to the IACUC office.  The protocol is not submitted until the Submit to IACUC Office button is clicked and you are returned to your eSirius home page and can confirm the workflow status of the protocol now indicates IACUC.   You will receive a confirmation e-mail that the submission was successful.
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When you submit the protocol to the IACUC – it is no longer in the section ‘Unfinished Protocols’, and you may no longer access it.  It does appear in the alert section, ‘New Protocols’, with a column marked ‘Work Flow Status’. The contents of this column indicate the location of this protocol in the review process.    When the process flow column contains ‘PI’, you should open the protocol and edit sections that have been marked for revision by the IACUC.   (See instructions later in this manual ‘PI Revises Application for New Protocol and Resubmits It to IACUC’).

Anytime you see the protocol number as a hyperlink (2004-0022) (outside of an alert) you may click on it to view or print the protocol.
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PI Revises Application and Resubmits It to IACUC

When a protocol is returned to the PI from the IACUC coordinator, it appears in ‘Alerts – New Protocols’ with the workflow status of ‘PI’.   Click on the hyperlink/protocol number to access the original application – which now includes revision notes from reviewers.  
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Click on the hyperlink/page name to access that portion of your application. 
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Note the recommendation notes, make revisions, and click ‘save and continue’.  The latest text is displayed above the current editable text for reference.

After you save, you are returned to the submit page.  The “Pages under review” section displays all marked pages and indicates if you have made a revision to the page.  
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After revision is complete – click ‘Submit to IACUC’.  You will be returned to your home page and the protocol will appear in your alert with the workflow status of IACUC.  You may follow the process by noting the workflow status of each protocol.   

IACUC Coordinator Sends Protocol to Committee Members

Depending on responses from the investigator and standard operating procedures at your institution, there is a choice of where to next send the protocol.   The PI should monitor the status of the workflow and notice any e-mails that refer to his/her protocol process.  

Other Protocol Options for Investigators

The eSirius administrator assigns user access to Options.  Some or all of the following may be available on a user’s home page – depending on assignments made in Expert to the user. 

Submit an Application for a New Protocol from an Existing One 

This option allows an existing protocol to serve as a template for creating a new protocol application.  The existing protocol must be approved.  Click on ‘Submit an Application for a New Protocol from an Existing One’ – you are presented with a list of your own approved protocols, select the one to copy, click ‘Copy Selected Protocol’ and follow on-screen instructions. 
Protocol Search 

This feature contains multiple filters by which you can select protocols from the database for viewing or printing.  Investigators select from only their own protocols.  

Protocol Reports

Multiple filters can be combined with an ‘and/or’ option to generate various ‘count of protocols’ and ‘list of protocols’ reports. 

Protocol Contact Reports

Multiple filter options allow the user to customize two reports 

a. a list of all protocol contacts 

b. a list of protocol contacts by protocol. 

Protocol Species Usage Register

The protocol species usage register option provides the capability to search for and display species usage activities (i.e. ordering and receiving) on protocols.  Enterprise users can see numbers of available animals on any of their own protocols.  
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From the filter page, if you select a protocol and then click View Register detail, you see the detail for all transactions impacting the animal numbers.  
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AAALAC Compliance Reports

Reports can be generated to meet compliance guidelines.  Multiple filters can be combined with an ‘and/or’ option to produce reports detailing: 

· Analgesic/Anesthetic Agents

· Animal Usage by Non-Surgical Procedure (detailed and summary)

· Animal Usage by Surgical Procedure

· Euthanasia Methods by Species

· Hazardous Agents by Species

· Location and Types of Rodent Surgery

· Multiple Major Recovery Surgical Procedures

· Restraint by Species

· Use Locations by Species

Amendment Search (9.5 change)

When clicking the option from his homepage, the user is presented with a set of filters, from which he can search the database for amendment details on protocols belonging to the group of which he is a member.   

The selected amendments are displayed as follows for enterprise users:
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The enterprise user may view either a summary or amendment detail – but may not edit either. 

Annual Reviews

A protocol appears in the Annual Review alert on the home page of both the PI and the IACUC staff a set number of days prior to its review date.  The number of days counts down in the Due Days column of the alert.  The example below, 2006-0050, is scheduled for review by 2/20/2006.  The due days column indicates there are 19 days remaining until the review date.  The work flow status column is blank, indicating that no-one has opened the protocol.  Either the PI or the IACUC staff may initiate the process, depending on business rules at individual institutions.  
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Annual Review 

PI Submits Protocol Annual Review Form to Renew 

The PI should open the protocol from the alert on his home page
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He should enter the annual progress report, choose ‘Research Continues as previously approved’ , enter the eSirius password and click ‘Continue’.
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You are taken to the ‘submit annual review’ page.
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Click Submit Annual Review to IACUC Office – or Return to Home Page to submit the protocol renewal form at a later date. 

Annual Review – Withdrawal

If an investigator wishes to withdraw the protocol from annual review, he/she opens the annual renewal notice from the Alert – Annual Reviews on his/her home page, indicates he is withdrawing the protocol and submits it to the IACUC.  The IACUC staff then opens the protocol from the Alert – Annual Reviews and takes appropriate action, ie. changes the protocol status.
Continuation/Three Year Reviews

An alert goes to both the PI and the IACUC staff a set number of days prior to the expiration date.  (Number of days determined in IACUC setup/Preferences).
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Note: the protocol year in the above figure should read ‘3’.  This protocol was forced into three year renewal for demonstration purposes. 

PI Submits Application for 3rd Year Renewal/Continuation

PI opens protocol from Alert – Full Review on his home page, he sees the ‘3rd Year Review Form’:
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To renew the protocol for up to another three years, he completes the progress report, checks Protocol will be Renewed and clicks Save&Continue. 

He is presented with the following page, ‘3rd Year Review>Select Application Sections’.  The illustration below has been shortened; the html page contains all sections with a check box for the PI to indicate if he wishes to copy each section.  

[image: image29.png]3rd Year Review > Select Application Sections

PI Info

T T Dermo, P
—mmmxsake, Institute
T T T Callzge of Vetarinary Medicine
PR b s rasicine
T T pidemo@ntmes. com
N T 510-744-3301

Protocel Info

Protocol Number| NI
Griginal Approval Date|FIZTVEITE]

Title for test of 3rd year review process

Select all Application Information to Carry Forward

Select Pages _____________________ paeName ____________|

PI Cantact Record

proace T

scinetccuss

[SET—

eirec seetes





After selecting each section to copy, he clicks Continue, and eSirius copies the protocol, and displays the edit page:  
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On the out-of box version of eSirius, the new protocol application is assigned the same protocol number, with the appropriate year designation (for the first ‘third year renewal’ the number designation would be ‘4’.  In the above illustration, the year number is not displayed.  

When PI selects ‘edit now’ he may edit any or all sections of the application.  From this point forward the protocol is treated as a new application and follows the same review process.  

After error verification and submittal the protocol moves to the Alert-New Protocols, with a document type of ‘Full Review’.
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Amendments to Protocols

PI Submits an Amendment for an Existing Protocol

This option is used when the investigator makes a change to a protocol at a time other than the annual renewal.  The existing protocol must be approved.  
The PI clicks on the option ‘Submit an Amendment to an Existing Protocol’ from his home page and is presented with a list of his approved protocols for selection:
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To start an amendment, select the desired protocol and click Gontinue. To
click the protocol number link
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PI selects protocol and clicks continue, he is presented with a list of the sections of the protocol for selection:
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Note: the above illustration has been shortened – the HTML page displays all sections of the protocol for selection.  The PI chooses one or more sections to amend, and from this point forward the amendment is treated the same as an annual review with amendments – with the exception that after submittal by the PI, it appears in the Alert-New Amendments rather than the Alert-Annual Reviews.  
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