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iRIS INSTRUCTION MANUAL

The following pages provide step-by-step instructions for completing the following protocol-related submissions in iRIS:
→	Study Application (Animal Study Proposal) for initial and renewals
→	Modification
→	Annual Review
→	Emergency Treatment and Care form
→	Respond to ACUC comments (pre-reviews and reviews)
iRIS link: https://iris.nci.nih.gov/iMedris/Login.jsp
Reminders:
· Do NOT use the browser BACK or HOME buttons, only use the functions in iRIS
· When completing the application, you can go back to a previous section to edit by clicking the section in SECTION VIEW.  If you use the iRIS BACK button, it will take you out of the application
· Remember to refer to the help links (the bubble with the question mark on the right) as you complete the application for reference to guidelines and suggested wording
· Enter all required information, when you complete the form there will be a validation that will require you to make corrections prior to submission


If you have any questions, please contact Tina Sadr (ACUC Coordinator) or Olga Kuznetsova (LASP Secretary)
· Tina Sadr  (301-435-5733 or sadrc@mail.nih.gov )
· Olga Kuznetsova (301-496-1866 or kuznetsovaos@mail.nih.gov )
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Submit an application (Animal Study Proposal) – Initial & Renewals:

1. Log in to iRIS using your NIH credentials
2. Under Study Assistant (left column), click Add a New Study
3. Complete Study Set Up (3 sections of basic identification information)
a. Section 1.0 (General Information)
i. 1.1 – enter full title of study
ii. 1.2 – if initial enter the branch (i.e. LM), if renewal enter the ASP number and dash with sequential number (i.e. LM-042-1)
iii. Click Save and Continue to the Next Section (top right of screen)
b. Section 2.0 (Branch Access)
i. 2.1 – if branch is correct, click Save and Continue to the Next Section 
ii. 2.1 – if branch is not correct, click the check box and click Remove (far right), then click Add (far right) and select correct branch by checking box and clicking Add  [you can enter full branch name or Dept Code, which is the acronym for the branch to narrow the search]
c. Section 3.0 (Assign Key Study Personnel)
i. 3.1 – add principal investigator [click ADD (far right) and search directory]
1. Default search is from iRIS database but if you do not find the person change to search from LDAP directory (which is NEDS)
2. The name will be found exactly how it is entered into NEDS 
3. It is not necessary to search by branch to find the person, suggest entering the last name and/or first name to narrow the search and click Find (far right of screen)
4. To select the user either click the red checkmark or click the checkbox under Select and click Select User (top right, under the iRIS BACK button)
ii. 3.2 – add key study personnel
1. Only use Part B (Part A is for clinical users only)
2. Under Part B (Research Support Staff), click the Add button (far right) and search the directory as described in 3.1
3. Add all personnel that will be involved with the study (as Co-PI, technical personnel and emergency points of contact)
4. When all personnel are added, click the drop down to assign a role for each using a role that begins with ASP (roles other than ASP are only used for clinical protocols)
5. Only click the checkbox before the personnel name if you want to remove them [to remove, click the checkbox and click Remove (far right)]
iii. 3.3 – add Study Contact
1. Add appropriate personnel as study contact (can be more than one) as described in 3.1 – the PI and study contact(s) will receive communication through iRIS so enter the names of all personnel that will be responsible for actions (i.e. submissions, responding to pre-review comments, etc.)
d. When all personnel are added, click Save and Continue to the Next Section

4. Complete Study Application (Animal Study Proposal)
a. When you Save and Continue to the Next Section after you’ve completed sections 1-3 you will be taken to a screen that has a list of forms (initially you will see forms that do not apply to the animal program, this is a shared screen with the clinical center but after your first submission only the forms that relate to the animal program will remain)
b. Under the Protocol Items column (left side) click Application (this is iRIS terminology for Animal Study Proposal) 
c. Click the icon under Edit/View for the Study Application, this will open the Study Application which has the first 3 sections that you’ve already completed so click Save and Continue to the Next Section until you reach section 4
d. Section 4.0 (Research Project Type) – click Animal and then Save and Continue to the Next Section
e. Complete each applicable section making sure to complete all required fields (marked with  *) and Save and Continue to the Next Section until you reach the last section 
f. After the last section you will get to the validation screen (if sections require corrections)
i. if validations - click each red underlined item to go to the specific areas for correction, read error message & make appropriate corrections, then click the validation/check at the top right
ii. if no validations, then you will be taken directly to the Initial Review Submission form (with the first section being Research Project Type)

5. Complete Initial Review Submission form
a. Section 1.0 (Research Project Type) - click animal, then Save and Continue to the Next Section
b. Section 2.0 (ACUC Initial Review Submission Form) - basic information is already pulled from the study setup, so you can just Save and Continue to the Next Section
c. Section 3.0 (Attach Study Application) 
i. if Study Application version 1.0 is in 3.2 table, then Save and Continue to the Next Section
ii. if Study Application version 1.0 is not in the table, click the green bar click here to attach the application, attach and then Save and Continue to the Next Section
d. Animal Facilities and Research Locations
i. click green bar click here to attach any review form
ii. click Add New Form
iii. Animal Facilities and Research Locations - check appropriate boxes for the holding facility(s) and click Add a New Row to add laboratory location and procedure, if applicable, then Save and Continue to the Next Section
iv.  Emergency Animal Treatment and Care - complete all required fields for nonradioactive animals and then Save and Continue to the Next Section (if you have radioactive animals, you will then complete the form for these animals)
v.  After the last section you will get to the validation screen (if sections require corrections)
1. if validations - click each red underlined item to go to the specific areas for correction, read error message & make appropriate corrections, then click the validation/check at the top right, then click Exit Form
2. if no validations, then you will click Exit Form
vi. At Attach Review Board Forms screen, click Save Attachments (top right)
vii. Save and Continue to the Next Section
e. Proposal Attachments 
i. if attaching items to submission, check appropriate box(es) and click green bar click here to attach any study document  and attach the document(s)
ii. if no attachments, click the box marked none
iii. Save and Continue to the Next Section
f. PI Acknowledgment - nothing to enter here, this is what the PI acknowledges when signing off and approving the submission so just Save and Continue to the Next Section
g. click Signoff and Submit

6. Setup Signoff Submission Routing
a. Does the submission require additional routing for approval - check yes to add branch chief (regardless if he's available to sign)
b. Save and Continue
c. In the Include in Signoff column, check boxes for all personnel who are available to sign off (note: The submission will only route to the ACUC office when all checked personnel have electronically signed, so if you know that any of the key study personnel are not available, uncheck the box.  All personnel are required to sign off prior to approval but the application can be routed after pre-review if necessary) 
d. Save and Continue
e. Click Add Signoff at top right and search directory (as described in section 3.0 of Study Setup) and assign role of branch chief, then Save and Continue
f. Routing confirmation - confirm appropriate personnel are included.  If changes are necessary, click the gray boxes to the left of the names to add or remove as necessary.  If no changes are necessary check yes for green bar Have you completed your selection of required signatures? at the top right
g. Save and Continue
h. Ensure the Study Application and the Animal Facilities and Research Locations forms are attached, then check Approve and enter your User ID and Password (NIH credentials) to approve the submission
i. Click Save Signoff
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Submit a Modification to an approved protocol:
1. Log in to iRIS using your NIH credentials
2. Under Study Assistant (left column), click My Studies
3. Click Open for the  Study that you want to modify
4. Click Modification Review Submission Form
5. Click  Add New Form
a. Complete blanks as necessary in section 1.3  
b. Section 1.5 - check all applicable boxes related to the purpose of the modification, then Save and Continue to the Next Section
c. Complete all sections including the rationale for the modifications  
d. Submission Attachments - check the appropriate box and attach relevant documents or check "no attachment necessary"
e. Click Signoff and Submit
f. Does the submission require additional routing for approval?
i. click yes if you are adding personnel to the modification (for acknowledgement & approval of added personnel), then Save and Continue
1. check box for PI to include in Signoff then Save and Continue
2. Click Add Signoff (top right), search directory and add personnel, then Save and Continue
ii. check no if only the PI needs to approve, then Save and Continue
g. Routing confirmation- confirm appropriate personnel are included.  If changes are necessary, click the gray boxes to the left of the names to add or remove as necessary.  If no changes are necessary check yes for green bar Have you completed your selection of required signatures? at the top right, then Save and Continue
h. Ensure the Modification Review Submission Form is attached, then check Approve and enter your User ID and Password (NIH credentials) to approve the submission
i. Click Save Signoff
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Submit an Annual Review:
1. Log in to iRIS using your NIH credentials
2. Under Study Assistant (left column), click My Studies
3. Click Open for the  Study that you want to modify
4. Click Annual Review Submission Form
5. Click  Add New Form
a. Complete blanks as necessary in section 1.3  
b. Section 1.5 - check appropriate box for the study
i. check yes if still active, then Save and Continue to the Next Section
1. Answer all yes/no questions in section 2.0, then Save and Continue to the Next Section
ii. check no if no longer active, then Save and Continue to the Next Section
c. Submission Routing - click Save and Continue to the Next Section 
d. Click Signoff and Submit
e. Does the submission require additional routing for approval?
i. only the PI needs to sign this form so if you are the PI, click no and then Save and Continue
ii. If you are submitting on behalf of the PI, click yes, then Save and Continue, then check box for PI to include in Signoff then Save and Continue
f. Routing confirmation- confirm appropriate personnel are included.  If changes are necessary, click the gray boxes to the left of the names to add or remove as necessary.  If no changes are necessary check yes for green bar Have you completed your selection of required signatures? at the top right
j. Save and Continue
k. Ensure the Annual  Review Submission Form is attached, then check Approve and enter your User ID and Password (NIH credentials) to approve the submission
l. Click Save Signoff

Note: For active studies, if you check yes for any items in section 2.0 you must also complete and submit a modification (and emergency contact form if changes are necessary).
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Submit an Emergency Animal Treatment and Care form:
1. Log in to iRIS using your NIH credentials
2. Under Study Assistant (left column), click My Studies
3. Click Open for the  Study that you want to modify, then click Modification Review Submission Form, then click Add New Form
a. Complete blanks as necessary in section 1.3  
b. Section 1.5 - check Animal Facilities and Research Locations (last checkbox), then Save and Continue to the Next Section
c. Click here to attach any review form then click Add Revision in the last column of the table
d. Update all appropriate sections of the form and Save and Continue to the Next Section until you complete the form, then click Exit Form 
e.  Click Save Attachments (top right of screen), then Save and Continue to the Next Section
f. Include the rationale for the modification in the next section, then Save and Continue to the Next Section 
g. Submission Attachments - check the appropriate box and attach relevant documents or check "no attachment necessary"
h. Click Signoff and Submit
i. Does the submission require additional routing for approval?
i. if you are only updating the emergency contact form then you should click "no" because only the PI will need to signoff, then Save and Continue
ii. if you are also adding personnel in this modification then click yes, then Save and Continue
1. check box for PI to include in Signoff then Save and Continue
2. Click Add Signoff (top right), search directory for added personnel, then Save and Continue
j. Routing confirmation- confirm appropriate personnel are included.  If changes are necessary, click the gray boxes to the left of the names to add or remove as necessary.  If no changes are necessary check yes for green bar Have you completed your selection of required signatures? at the top right, then Save and Continue
4. Ensure the Modification Review Submission Form is attached, then check Approve and enter your User ID and Password (NIH credentials) to approve the submission
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Respond to ACUC comments (pre-review & reviews):
1. Click the link you receive in an email from NCI iRIS Notification
2. Log in to iRIS using your NIH credentials
3. Under Incomplete Task open the task type entitled Submission Response
4. This will open the Review Response Submission Form which includes all comments (referred to as Stipulations in iRIS) that must be addressed
5. You must respond to each stipulation AND submit a revision that includes the necessary changes
a. each stipulation
i. from the dropdowns select the appropriate response for both questions noted by the red asterisk (*) - "Do you accept the Stipulation?" and "In your opinion, the stipulation was:"
ii. the Details... button is optional but may be used to respond to the comment (note that if you respond to the stipulation in this field you must still submit a revision)
b. submit revision
i. to ensure all stipulations are addressed, click the View Letter icon (in table towards the top of the form) and keep the letter open for reference
ii. scroll to the bottom of the Review Response Submission Form and click the green bar Click here to edit/view a revised copy...   (the rest of the green bar will include the form that must be revised)  
1. Modification Review Submission Form - make changes to the appropriate section(s) and Save and Continue to the Next Section until then end and  click Close Form (top right)
2. Initial Review Submission Form - click the appropriate section that requires changes
a. Study Application - Click here to attach any review form, click add revision (far right column of table), make necessary changes, Save and Continue to the Next Section until the end, then click Exit Form , click Save Attachments (top right), when all sections have been revised click Close Form   to return to the Review Response Submission Form
b. Animal Facilities and Research Locations - Click here to attach any review form, click add revision (far right column of table), make necessary changes, Save and Continue to the Next Section until the end, then click Exit Form , click Save Attachments (top right), when all sections have been revised click Close Form   to return to the Review Response Submission Form
c. Proposal Attachments - check appropriate box, attach document, then  Save and Continue to the Next Section
d. after all sections are revised/updated click Close Form (top right)
c. Click Signoff and Submit (top right of the Review Response Submission Form) - if you have not chosen from the dropdown for the asterisks for each stipulation you will not see this option
i. Does the submission require additional routing for approval?
1. Modifications - only the PI & added personnel (if not already approved) need to sign off
2. Initials/Renewals - only include key study personnel and branch chief ONLY if they have not already signed off previously
ii. check box for PI to include in Signoff then Save and Continue
1. Click Add Signoff (top right), search directory for added personnel if applicable, then Save and Continue
iii. Routing confirmation - confirm appropriate personnel are included.  If changes are necessary, click the gray boxes to the left of the names to add or remove as necessary.  If no changes are necessary check yes for green bar Have you completed your selection of required signatures? at the top right, then Save and Continue
iii. Check Approve and enter your User ID and Password (NIH credentials) to approve the revision submission
iv. 
Study Set-up


Study Application


Initial Review Submission Form
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