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[bookmark: _Toc156579388]Section I: General Review Activities
[bookmark: _Toc156579389]Part I: Submission Intake and Assignment
[bookmark: h.30j0zll][bookmark: _Toc449603732][bookmark: _Toc536430732][bookmark: _Toc536616605][bookmark: _Toc536616771][bookmark: _Toc156579390]INSTRUCTIONS: Incoming Items- New Studies
Purpose: Used to locate new Zipline studies and assign them for review  
New studies that have been submitted to HSD in Zipline need to be triaged and assigned to a team for review. Continuing review reports, modifications, site applications, and study updates are automatically assigned to the parent study’s team. 

Conditional approval responses and deferral responses automatically go to the Inbox of the previously assigned IRB coordinator.

Reports of new information automatically appear in the New Information Reports tab.

External submissions automatically appear in the External IRB tab. 
[bookmark: _Toc449603733]Incoming Items- New Incoming Studies
Step 1: Locate and open the new study 
· In the “IRB Submissions” area, go to the “In-Review’ tab
· To show only studies in Pre-Review: 
· Filter by “State” and type “Pre-Review”
· Click “Advanced” to add additional filters 
· Filter by “Coordinator” and type “!=” to show studies that do not have an assigned coordinator 
· Filter by “Submission Type” and type “Initial Study” to show only studies and not follow-on submissions
· Filter by “Team” and type “!=” to show studies that are not assigned to a team

Step 2: Determine the PI’s home department 
· The PI’s home department is listed in the study workspace

Step 3: Assign the study to a team
· In the study’s workspace click “Assign to Team” in the My Current Actions column 
· Select the appropriate team based on the departmental distribution list or based on single IRB status in the Assign to Team popup window 
· Click “OK” in the Assign to Team popup window 
[bookmark: h.1fob9te][bookmark: _Toc449603734][bookmark: _Toc536430733][bookmark: _Toc536616606][bookmark: _Toc536616772][bookmark: _Toc156579391]INSTRUCTIONS: Assign IRB Coordinator
Purpose: Used to assign or reassign a submission to a staff member for review

The IRB Coordinator is the HSD staff member responsible for the review of the submission. The IRB Coordinator is generally assigned by the team operations lead (TOL) or Senior Administrator while the submission is in Pre-Review state, but may be reassigned as needed at any point in the submission workflow. 
[bookmark: _Toc449603735]Assign IRB Coordinator Steps
Step 1: Locate and open submissions that have been assigned to your team but still need to be assigned to an IRB Coordinator for review 
· Go to “My Inbox” on the Dashboard page
· Use filters to show only submissions that are assigned to your team 
· Filter by “Team” and type the letter for your team

Step 2: Use the Assign Coordinator activity to assign the submission to a reviewer
· To go to the submission’s workspace, click the name of a submission 
· Click Assign Coordinator 
· Select the assigned reviewer from the list in the Assign Coordinator popup window
· Click OK in the Assign Coordinator popup window

[bookmark: h.3znysh7][bookmark: _Toc449603736][bookmark: _Toc536430734][bookmark: _Toc536616607][bookmark: _Toc536616773][bookmark: _Toc156579392]INSTRUCTIONS: Assign to Team
Purpose:  Used to assign a study to a team and to reassign a study to a new team as needed 
The Assign to Team activity is available once the study has been submitted to HSD and is no longer in Pre-Submission state. It is typically used to assign a study to a team during the submission assignment process, but may also be used to reassign the study to a new team at any time. When a study is reassigned to a new team, all site applications, modifications, and continuing review reports automatically transfer to the new team as well. When a follow-on submission is assigned to a new team, the initial study and any other follow-ons are not reassigned. 

NOTE: A multi-site application may be assigned to an internal team, and the relying sites (pSites) to Team S.
[bookmark: _Toc449603737]Assign to Team Steps
1. Click Assign to Team in the parent study’s workspace
2. Select the team that the study should be assigned to from the list
3. Click OK 
[bookmark: h.2et92p0][bookmark: _INSTRUCTIONS:_Assign_Designated][bookmark: _Toc449603738][bookmark: _Toc536430735][bookmark: _Toc536616608][bookmark: _Toc536616774][bookmark: _Toc156579393]INSTRUCTIONS: Assign Designated Reviewer
Purpose: Used to assign or change the designated reviewer for a submission
The Assign Designated Reviewer activity is available for all submissions that are in Pre-Review Completed State, Non-Committee Review State, or Committee Review State. This activity can be used as needed to add a designated reviewer or change the designated reviewer for a submission. 
[bookmark: _Toc449603739]Assign Designated Reviewer Steps 
1. [bookmark: h.tyjcwt]Click Assign Designated Reviewer
NOTE: Depending on the state of the submission, you may see Assign to Non-Committee Review instead of Assign Designated Reviewer. Complete the Assign to Non-Committee Review activity and Assign Designated Reviewer will appear as an option.  
2. Select the person assigned to completed the designated review from the dropdown list (Question 1)
3. If desired, add text notes and/or supporting documents (Questions 2 and 3)
4. [bookmark: h.3dy6vkm][bookmark: _Toc449603740]Click OK to complete and send a notification to the designated reviewer
[bookmark: _Toc536430736][bookmark: _Toc536616609][bookmark: _Toc536616775][bookmark: _Toc156579394]Part II: Common Actions Used During Review
[bookmark: h.1t3h5sf][bookmark: _INSTRUCTIONS:_Request_Clarification][bookmark: _Toc449603741][bookmark: _Toc536430737][bookmark: _Toc536616610][bookmark: _Toc536616776][bookmark: _Toc156579395]INSTRUCTIONS: Request Clarification
Purpose: Used to request clarification, information, or changes that are accomplished by having the study team update the submission 
When clarification is requested in Pre-Review or Non-Committee Review states in Zipline, it is important to require that the study team make any needed updates to the study documents and SmartForms to ensure that the most current information is available within the application. Screening and review questions should only be sent in Zipline and not outside the system. In the event that important information is received outside of Zipline, request clarification from the study team and ask them to update the submission record based on the information. 
Clarification requests while the submission is in Pre-Review State or Non-Committee Review State:
· Send the submission back to the study team so they can edit it or answer questions
· Study team must submit a response before HSD staff can proceed with requesting additional clarification or submitting the review determinations 

Clarification requests while submission is in Committee Review State: 
· HSD Staff and Committee members can make multiple clarification requests before the study team responds so that multiple reviewers can communicate with the study team at once
· Study team members can only submit comments and cannot edit the study 
[bookmark: _Toc449603742]Prepare your Pre-Review Letter
1. Use the Pre-Review letter template to create your letter
2. Save the created letter to a temporary location on your desktop for upload into Zipline using the naming convention.
[bookmark: _Toc449603743]Requesting Clarification Steps
1. From the submission workspace, click Request Clarification 
NOTE: The wording will vary depending on the state of the submission (Pre-Review, Non-Committee Review, or Committee Review) 
2. Type “See attached” in the text box 
NOTE: Alternatively, brief requests may be entered directly in the text box 
3. Upload the Pre-Review letter or other attachments (if any)
a. Click Add
b. Click Browse or Choose File (depending on browser) and select the document for upload
c. Click OK 
NOTE: Your document will not save as an attachment until you complete this step.  It should now show as an attachment under Supporting Documents. 
4. Click OK to send your request to the study team
[bookmark: h.4d34og8][bookmark: _INSTRUCTIONS:_View_Changes][bookmark: _Toc449603744][bookmark: _Toc536430738][bookmark: _Toc536616611][bookmark: _Toc536616777][bookmark: _Toc156579396]INSTRUCTIONS: View Changes to a Study 
Purpose: Used to locate and review changes made to a submission due to submission of a modification, requests for clarification or modification, conditional approval responses, or deferral responses 

When a submission is in Clarification Requested State or Modifications Required State, the study team must submit a response before review can continue. Frequently, study team responses will include revisions to the original study. Study modifications also require that the study team revise the approved application and attached documents. 

If the study team updates the attached study documents during review, they should contain tracked changes. You can also use the Compare feature to automatically generate a comparison of the updated document to the previous document. If you use the Compare feature, the document creator will show as the editor. 

When the IRB Coordinator finalizes the documents in Post-Review, all tracked changes are accepted and comments removed in the final versions.
[bookmark: _Toc449603745]View Changes to a Study Steps
1. Locate the Response Submitted activity in the History tab (except for modifications)
2. In the Response Submitted activity, read any notes from the study team and click the link for any attachments to open them (except for modifications)
3. Click View Study in Next Steps
4.  Click Compare in the lefthand navigator
5. Look for highlighted changes in the form

[image: ]
6. Click the arrow to show the details. Use the Compare button to generate a comparison between document versions.
[image: ]

7. [bookmark: h.2s8eyo1]Exit Compare mode by clicking the icon for the lefthand navigator or by exiting the SmartForm
[image: ]

[bookmark: _Toc449603746][bookmark: _Toc536430739][bookmark: _Toc536616612][bookmark: _Toc536616778][bookmark: _Toc156579397]INSTRUCTIONS: Manage Ancillary Reviews (Staff Version)
Purpose: Used to add faculty advisor review to studies
The Manage Ancillary Reviews activity is used to track various reviews that may be required for a study in addition to the IRB review as determined using the Pre-Review worksheet.  The researcher or study team can add the faculty advisor review even after the application has been submitted. If they forget this step, staff can request that they add it or add it themselves.
[bookmark: _Toc449603748]Add Faculty Advisor Steps
NOTE: If the study SmartForm indicates that the PI is a student or resident, the name of the faculty advisor should be listed in the IRB Protocol form. If no faculty advisor is listed, request clarification from the study team to get the faculty advisor’s name. 
1. Click Manage Ancillary Reviews 
2. Click Add to add a new review
Note: Click Update instead of Add if you need to revise an existing review
3. Click the ellipsis next to Person (Question 1) 
4. Select the faculty advisor on the list and click OK 
5. Select Faculty Advisor for review type (Question 2)
6. Indicate that a response is required and click OK (Question 3) 
7. Click OK in the Manage Ancillary Reviews popup window

[bookmark: h.3rdcrjn][bookmark: _INSTRUCTIONS:_Edit_Pre-Review][bookmark: _Toc449603754][bookmark: _Toc536430740][bookmark: _Toc536616613][bookmark: _Toc536616779][bookmark: _Toc156579398]INSTRUCTIONS: Edit Pre-Review
Purpose:  Used to update information in the Submit Pre-Review activity if it has already been submitted during your review 
The Edit Pre-Review activity is available to the assigned IRB Coordinator or users with IRB Director permissions once the Submit Pre-Review activity has been completed. Because pre-review information is preliminary, it can be edited later in the review process as needed until the submission is in the Review Complete State. 
[bookmark: _Toc449603755]Edit Pre-Review Steps 
1. Click Edit Pre-Review 
2. Update the information as needed 
3. Click OK
[bookmark: h.26in1rg][bookmark: _INSTRUCTIONS:_Administrative_Withdr][bookmark: _Toc449603756][bookmark: _Toc536430741][bookmark: _Toc536616614][bookmark: _Toc536616780][bookmark: _Toc156579399]INSTRUCTIONS: Administrative Withdrawal
Purpose:  Used to administratively withdraw an initial submission or RNI before the review has been submitted
The Administrative Withdrawal activity is available before the final review has been submitted in Zipline. It is only available for initial submissions and RNI. Alternatively, the study team can be instructed to discard the submission. Once a study is administratively withdrawn, it cannot be resubmitted by the study team. They can, however, copy it to a new application as a way of re-submitting it, if necessary. Do not administratively withdraw applications that need to go through the External IRB process if the study is still in Pre-Review. 

NOTE: If the submission cannot be administratively withdrawn, you can request that a Site Manager discard the item in certain scenarios:
· The submission is clearly not needed or not able to be processed (e.g. a CR for an exempt study, a RNI in pre-submission that has been determined to not be needed) and has been sitting for 60 days without researcher response to a request that they discard the submission
· For all other submissions, the item has been sitting for 6 months with no researcher response
To request that a submission be discarded, email hsdinfo@uw.edu with team’s TOL copied.
[bookmark: _Toc449603757]Administrative Withdrawal Steps 
1. Click Administrative Withdrawal 
2. Select the reason the submission is being administratively withdrawn (Question 1)
3. Enter an explanation to the PI in the text box (Question 1)
NOTE: If there is supplementary documentation, add it as a comment. Attachments uploaded to the Administrative Withdrawal activity do not send correctly.
4. Click OK 
The status of the submission should now be Administratively Withdrawn
[bookmark: h.lnxbz9][bookmark: _INSTRUCTIONS:_Add_Comment][bookmark: _Toc449603758][bookmark: _Toc536430742][bookmark: _Toc536616615][bookmark: _Toc536616781][bookmark: _Toc156579400]INSTRUCTIONS: Add Comment
Purpose:  Used to add a public comment to a study, site application, modification, continuing review, or report of new information
The Add Comment activity:
· Adds comments that are viewable by anyone with access to the submission
· Is available in all submission states
· Appears in the History tab on the study, modification, continuing review, or report of new information workspace
· Is retained as a part of the study record
[bookmark: _Toc449603759]Add Comment Steps 
1. Click Add Comment
2. Add your comment in the text box (Question 1)
3. Attach supporting documents, if needed (Question 2)
4. Indicate who should receive an email notification about the comment
5. Click OK 
[bookmark: h.35nkun2][bookmark: _INSTRUCTIONS:_Add_Private][bookmark: _Toc449603760][bookmark: _Toc536430743][bookmark: _Toc536616616][bookmark: _Toc536616782][bookmark: _Toc156579401]INSTRUCTIONS: Add Private Comment
Purpose:  Used to add a private comment to a study, modification, continuing review, or report of new information
The Add Private Comment activity
· Adds comments that are viewable by HSD staff, IRB committee members, and global viewers (e.g. OSP staff) in the History tab
· Is not viewable by the study team, faculty advisor, or users with guest access to the submission
· Is available in all submission states
[bookmark: _Toc449603761]Add Private Comment Steps 
1. Click Add Private Comment
2. Add your comment in the text box (Question 1)
3. Attach supporting documents, if needed (Question 2)
4. Indicate who should receive an email notification about the comment (Question 3)
5. Click OK 


[bookmark: h.1ksv4uv][bookmark: _Part_III:_Submitting][bookmark: _Toc156579402][bookmark: _Toc449603762][bookmark: _Toc536430744][bookmark: _Toc536616617][bookmark: _Toc536616783]Section II: Internal Review 
[bookmark: _Toc156579403]Part III: Submitting Determinations and Reviews
[bookmark: h.44sinio][bookmark: _Toc449603763][bookmark: _Toc536430745][bookmark: _Toc536616618][bookmark: _Toc536616784][bookmark: _Toc156579404]INSTRUCTIONS: Submit Not Research, Not Human Subjects, or UW Not Engaged Determinations
Purpose:  Submitting determinations of Not Research, Not Human Subjects, or UW Not Engaged for initial applications
Not Research, Not Human Subjects, and UW Not Engaged determinations go through Pre-Review and Designated Review in Zipline. 

NOTE: Review cannot be resubmitted to fix errors for Not Research, Not Human Subjects, and UW Not Engaged determinations made prior to the 1/7/2020 upgrade. Designated Review can be resubmitted to fix errors for determinations made after the 1/7/2020 upgrade. 

NOTE: If a 2018 Requirements Not Research, Not Human Subjects, or UW Not Engaged determination made prior to the 1/7/2020 Zipline upgrade needs to be modified, the study must be copied and a new determination made. 
[bookmark: _Toc449603764]During Initial Review
1. Click Submit Pre-Review in the Study workspace
2. Indicate the regulatory oversight (Question 1): In general, all federal departments and agencies that conduct or provide funding support also provide regulatory oversight of the research. 
3. Under Special Determinations and Waivers (Question 2), select any populations that are targets of the study. Do not select any other boxes.
4. Indicate the type of research (Question 3)
5. Laken from regulatory oversight help textmodified or not. This note will likely need to be revised or deleted.  after the 1/7/20eave additional study features blank (Question 4) 
6. Missing materials and notes (Questions 5 and 6) will generally be blank but can be used if needed
7. Add supporting documents if needed (Question 7)
a. The Pre-Review Worksheet should NOT be attached 
8. Indicate that you are ready to submit the Pre-Review (Question 8)
9. Click OK to save your changes and submit your review
10. Click Assign Designated Reviewer
11. Select yourself from the dropdown list and click OK 
12. Click Submit Designated Review 
13. Select the appropriate determination (Question 1) 
a. Not Research or Not Human Subjects: Select Not Human Research
b. UW Not Engaged: Select Human Research, Not Engaged
14. Select N/A for risk level (Question 2)
15. If Children was selected as a population in Pre-Review and Pediatric Risk Level is visible, leave this question blank 
16. Select No for Is continuing review required (Question 3) 
17. Select the date of determination for the approval and effective dates (Question 4) 
18. Notes will generally be blank but can be used if needed (Question 5)
19. Add supporting documents if needed (Question 6)
20. Indicate that you do not have a conflicting interest (If you have a conflicting interest you cannot submit designated review) (Question 7)
21. Indicate that you are ready to submit the review (Question 8)
22. FOR NOT RESEARCH OR NOT HUMAN SUBJECTS DETERMINATIONS ONLY: Select the appropriate type in Question 9 

NOTE: Study automatically transitions to Post-Review state after completion of the Submit Designated Review Activity. See the Post-Review instructions for next steps. 
[bookmark: _Toc156579405]INSTRUCTIONS: Submit Delayed Onset Human Research Determinations
Purpose:  Submitting determinations of Delayed Onset Human Research for initial applications and continuing review
Delayed Onset Human Research determinations go through Pre-Review and Designated Review in Zipline. 
During Initial Review
1. Click Submit Pre-Review in the Study workspace
2. Indicate the regulatory oversight (Question 1): In general, all federal departments and agencies that conduct or provide funding support also provide regulatory oversight of the research. 
3. Under Special Determinations and Waivers (Question 2), select any populations that are targets of the study. Do not select any other boxes.
4. Indicate the type of research (Question 3)
5. aken from regulatory oversight help text modified or not. This note will likely need to be revised or deleted. LLeave additional study features blank (Question 4) 
6. Missing materials and notes (Questions 5 and 6) will generally be blank but can be used if needed
7. Add supporting documents if needed (Question 7)
a. The Pre-Review Worksheet should NOT be attached 
8. Indicate that you are ready to submit the Pre-Review (Question 8)
9. Click OK to save your changes and submit your review
10. Click Assign Designated Reviewer
11. Select yourself from the dropdown list and click OK 
12. Click Submit Designated Review 
13. Select Not Human Research (Question 1) 
14. Select N/A for risk level (Question 2)
15. If Children was selected as a population in Pre-Review and Pediatric Risk Level is visible, leave this question blank 
16. Select Yes for Is continuing review required (Question 3) 
17. Add “DOHR” as the rationale for requiring continuing review (Question 4) 
18. Select the date of determination for the approval and effective dates. Select 1 year from the approval date as the last day of approval period (Question 5) 
19. Notes will generally be blank but can be used if needed (Question 6)
20. Add supporting documents if needed (Question 7)
21. Indicate that you do not have a conflicting interest (If you have a conflicting interest you cannot submit designated review) (Question 8)
22. Indicate that you are ready to submit the review (Question 9)
23. Select Delayed Onset Human Research for the type of Not Human Research determination (Question 10) 

NOTE: Study automatically transitions to Post-Review state after completion of the Submit Designated Review Activity. See the Post-Review instructions for next steps.
During Continuing Review 
1. Click Submit Pre-Review in the continuing review workspace
NOTE: Pre-Review selections are editable but should generally not change for continuing review.
2. Indicate you are ready to submit Pre-Review and click OK
3. Click Assign Designated Reviewer 
4. Choose the staff member completing expedited review (generally yourself) in the dropdown list and click OK
5. Click Submit Designated Review
6. Select Not Human Research (Question 1)
7. Select N/A for risk level (Question 2)
8. If Children was selected as a population in Pre-Review and a Pediatric Risk Level is visible, leave this question blank
9. Select Yes for Is continuing review required (Question 3)
10. Add “DOHR” as the rationale for requiring continuing review (Question 4)
11. Select the date of determination for the approval and effective dates. Select 1 year from the approval date as the last day of approval period (Question 5)
12. Notes will generally be blank but can be used if needed (Question 6)
13. Add supporting documents if needed (Question 7)
14. Indicate that you do not have a conflicting interest (if you have a conflicting interest you cannot submit designated review) (Question 8)
15. Indicate that you are ready to submit the review (Question 9)
16. Select Delayed Onset Human Research for the type of Not Human Research determination (Question 10)

NOTE: Delayed Onset Human Research determinations should not be changed with a modification when human subjects aspects are ready to be reviewed. A new application should be submitted and the DOHR application should be Administratively Closed after review is complete.
[bookmark: h.2jxsxqh][bookmark: h.z337ya][bookmark: h.3j2qqm3][bookmark: _INSTRUCTIONS:_Submit_Exempt][bookmark: _Toc449603769][bookmark: _Toc536430748][bookmark: _Toc536616621][bookmark: _Toc536616787][bookmark: _Toc156579406]INSTRUCTIONS: Submit Exempt Determinations
Purpose:  Submitting all exempt determinations, whether or not limited IRB review was required  
Exempt determinations go through Pre-Review and Designated Review in Zipline.  If Pre-Review has already been submitted during your review and needs to be edited, see INSTRUCTIONS: Edit Pre-Review. 
[bookmark: _Toc449603770]During Initial Review
1. Click Submit Pre-Review in the Study workspace
2. Indicate the regulatory oversight: In general, all federal departments and agencies that conduct or provide funding support also provide regulatory oversight of the research.
3. Under Special Determinations and Waivers, select any populations that are targets of the study. Do not select any other boxes.
4. Indicate the type of research 
5. Laken from regulatory oversight help textmodified or not. This note will likely need to be revised or deleted.  after the 1/7/20eave additional study features blank  
6. Missing materials and notes will generally be blank but can be used if needed
7. Add supporting documents if needed
a. The Pre-Review Worksheet should NOT be attached 
8.  Indicate that you are ready to submit the Pre-Review 
9. Click OK 
10. Click Assign Designated Reviewer
11. Select yourself from the dropdown list and click OK 
12. Click Submit Designated Review 
13. Select Approved for the Determination
14. Indicate no greater than minimal risk level (exempt studies must be no more than minimal risk per HSD policy) 
15. If Children was selected as a population in Pre-Review and Pediatric Risk Level is visible, leave this question blank 
16. Select Exempt as the review level 
17. Indicate the appropriate exempt category. Note that some categories are split into sub-categories to capture limited IRB review. 
18. Indicate that continuing review is not required
19. Select the date of exempt determination for the approval and effective dates 
20. Notes will generally be blank but can be used if needed
21. Add supporting documents if needed
a. The Pre-Review Worksheet and Exempt Determination Worksheet should NOT be attached 
22. Indicate that you do not have a conflicting interest (If you have a conflicting interest you cannot submit designated review)
23. Indicate that you are ready to submit the review 
24. DO NOT indicate a type of Not Human Research determination
25. Click OK 

NOTE: Study automatically transitions to Post-Review state after completion of the Submit Designated Review Activity. See the Post-Review instructions for next steps.
During Modification Review
Study Team Only Modification Review
1. Click Submit Pre-Review. Pre-Review selections are editable but generally should not change for study team modifications. 
2. Indicate that you are ready to submit the Pre-Review 
3. Click OK 
4. Click Assign Designated Reviewer
5. Choose the staff member completing the determination (generally yourself) in the dropdown list and click OK
6. Click Submit Designated Review 
7. Indicate Approved as the determination 
8. Indicate No greater than minimal risk level (exempt studies must be no more than minimal risk per HSD policy)  
9. If Children was selected as a population in Pre-Review and Pediatric Risk Level is visible, leave this question blank 
10. Select Exempt as the review level and indicate the exempt categories that the study continues to fall under. Note that some categories are split into sub-categories to capture limited IRB review.
11. Enter dates 
a. Approval Date- Date of determination
b. Effective- Date of determination 
12. Notes will generally be blank but can be used if needed 
13. Upload any supporting documents
NOTE: The Pre-Review Worksheet and Exempt Determination Worksheet should NOT be attached 
14. Indicate that you do not have a conflicting interest (If you have a conflicting interest you cannot submit designated review)
15. Indicate that you are ready to submit the review  
16. DO NOT select the type of Not Human Research determination
17. Click OK 

NOTE: Study automatically transitions to Post-Review state after completion of the Submit Designated Review Activity. See the Post-Review instructions for next steps.
Other Modification Review 
NOTE FOR CHANGES TO PI: 
· The approval letter will generate with the name of the new PI and notifications will go to the new PI, the primary contact, and any PI proxies. 

1. Click Submit Pre-Review
2. Update Pre-Review as needed:
a. Update the regulatory oversight, if needed: In general, all federal departments and agencies that conduct or provide funding support also provide regulatory oversight of the research. NOTE: When an agency no longer has oversight for a submission, the selection should be unchecked. No additional screening should be done in order to determine if oversight is complete. 
b. Update special determinations and waivers, if needed: Any populations that are targets of the study should be checked. Do not select any other boxes.
3. Indicate that you are ready to submit Pre-Review and click OK
4. Click Assign Designated Reviewer 
5. Choose the staff member completing the determination (generally yourself) in the dropdown list and click OK
6. Click Submit Designated Review 
7. Select Approved for the Determination
8. Indicate No greater than minimal risk level (exempt studies must be no more than minimal risk per HSD policy) 
9. If Children was selected as a population in Pre-Review and Pediatric Risk Level is visible, leave this question blank 
10. Select Exempt as the review level and indicate the exempt categories that the study continues to fall under. Note that some categories are split into sub-categories to capture limited IRB review. If a category no longer applies, it should not be selected. 
11. Indicate that continuing review is not required  
12. Enter dates 
a. Approval Date- Date of determination
a. Effective- Date of determination 
13. Notes will generally be blank but can be used if needed 
14. Add supporting documents if needed
a. The Pre-Review Worksheet and Exempt Determination Worksheet should NOT be attached 
15. Indicate that you do not have a conflicting interest (If you have a conflicting interest you cannot submit designated review) 
16. Indicate that you are ready to submit the review  
17. DO NOT select the type of Not Human Research determination
18. Click OK 

NOTE: Study automatically transitions to Post-Review state after completion of the Submit Designated Review Activity. See the Post-Review instructions for next steps.

[bookmark: h.1y810tw][bookmark: _INSTRUCTIONS:_Submit_Expedited][bookmark: _INSTRUCTIONS:_Limited_IRB][bookmark: _Toc449603771][bookmark: _Toc536430750][bookmark: _Toc536616623][bookmark: _Toc536616789][bookmark: _Toc156579407]INSTRUCTIONS: Submit Expedited Review
Purpose:  Used to submit expedited review determinations for initial applications, modifications, and continuing review reports in Zipline
When an initial application, modification, or continuing review report is eligible for expedited review, the submission goes through Pre-Review and Designated Review in Zipline. If Pre-Review has already been submitted during your review and needs to be edited, see INSTRUCTIONS: Edit Pre-Review.

FOLLOW-ON REVIEW ORDER: If there is a continuing review report and a separate modification submitted at the same time, you must:
· Fully approve one follow-on before submitting Pre-Review on the other follow-on
· If this is not possible (e.g. one follow-on is sitting in the Modifications Required state and the other follow-on urgently needs to be approved), make sure the Pre-Review and Designated Review include any changes from the first follow-on approved when approving the second follow-on

CHANGING APPROVAL PERIOD WHEN ADDING FEDERAL FUNDING:
· If you are approving a modification to add federal funding to a study with a 3 year approval period, you may change the last day of approval period to reflect the new 1 year approval period if the modification is being reviewed within the first year of the current approval period. The new date will be automatically pushed to the study record when the modification is approved. 
[bookmark: _Toc449603772]Initial Review 
1. Click Submit Pre-Review 
2. Indicate the regulatory oversight (Question 1): In general, all federal departments and agencies that conduct or provide funding support also provide regulatory oversight of the research
3. Under Special Determinations and Waivers (Question 2), select any populations that are targets of the study. Do not select any other boxes 
4. Indicate the type of research (Question 3)
5. Laken from regulatory oversight help textmodified or not. This note will likely need to be revised or deleted.  after the 1/7/20eave additional study features blank (Question 4) 
6. Missing materials and notes (Questions 5 and 6) will generally be blank but can be used if needed 
7. Add supporting documents if needed
a. The Pre-Review Worksheet should NOT be attached 
8. Indicate that you are ready to submit the Pre-Review (Question 8)
9. Click OK 
10. Click Assign Designated Reviewer
11. Choose the staff member completing expedited review (generally yourself) in the dropdown list and click OK
12. Click Submit Designated Review 
13. Indicate the appropriate determination (Question 1)
a. APPROVAL: Select Approved
b. CONDITIONAL APPROVAL: Select Modifications Required to Secure “Approved”  
14. Indicate no greater than minimal risk (expedited studies must be no greater than minimal risk) (Question 2) 
15. If Children are a target population selected in Pre-Review, Pediatric Risk Level will be visible; enter the Pediatric Risk Level(s)
16. Select Expedited as the review level and indicate the appropriate expedited categories as determined using the Expedited Review Eligibility Worksheet 
NOTE: If you are reviewing a MODCR, do not select “minor modification” as an expedited category.
17. Indicate whether or not continuing review is required. This question will not appear if FDA or DOJ regulations were selected in Pre-Review.
a. IF YES: Indicate the rationale for the continuing review requirement and the last day of approval period 
EXAMPLE: Continuing review required: CoC required for study to be no more than minimal risk
NOTE: The reason that continuing review is required should be included in the final letter sent to the study team
b. IF NO: The last day of approval period field is no longer available 
18. Enter dates 
a. Approval Date- Date of determination
b. Effective Date:
i. Approval: Date of determination
ii. MRSA: Leave blank 
19. MRSA ONLY: Enter the required modifications
20. Add any needed notes  
21. Upload the completed Master Checklist as a supporting document 
NOTE: If the Master Checklist needs to be updated when the conditional approval is verified, the designated review must be resubmitted to update the checklist.
22. Indicate that you do not have a conflicting interest (Question 1)
NOTE:  If you do have a conflicting interest, the review must be assigned to a different IRB coordinator
23. Indicate that you are ready to submit the review 
24. DO NOT select the type of Not Human Research determination 
25. [bookmark: _Toc449603773]Click OK 




Modification Review
Study Team Only Modification Review
1. Click Submit Pre-Review. Pre-Review selections are editable but generally should not change for study team modifications.
2. Indicate that you are ready to submit the Pre-Review 
3. Click OK 
4. Click Assign Designated Reviewer
5. Choose the staff member completing expedited review (generally yourself) in the dropdown list and click OK
6. Click Submit Designated Review 
7. Indicate Approved as the determination 
8. Leave any risk level selections as previously checked
NOTE: The risk level selected should reflect the risk level of the overall study, not the risk level of the modification. Minor modifications to a greater than minimal risk study should still select “greater than minimal risk” as the risk level
9. Select Expedited as the review level and minor modification as the category
10. Enter dates 
a. Approval Date- Date of determination
b. Effective- Date of determination 
c. Last Day of Approval Period: As previously determined, if it was required
11. Add any notes as needed 
12. Upload any supporting documents
NOTE: The Master Checklist is not required for study team only modifications.  
13. Indicate that you do not have a conflicting interest 
14. Indicate that you are ready to submit the review  
15. DO NOT select the type of Not Human Research determination
16. Click OK 
[bookmark: _Toc449603774]Other Modification Review 
CHANGES TO PI: 
· The approval letter will generate with the name of the new PI and notifications will go to the new PI, the primary contact, and any PI proxies. 

1. Click Submit Pre-Review
2. Update Pre-Review as needed:
a. Update the regulatory oversight, if needed: In general, all federal departments and agencies that conduct or provide funding support also provide regulatory oversight of the research. 
NOTE: When an agency no longer has oversight for a submission, the selection should be unchecked. No additional screening should be done in order to determine if oversight is complete. 
b. Update special determinations and waivers, if needed: Any populations that are targets of the study should be checked. Do not select any other boxes.
3. Indicate that you are ready to submit Pre-Review and click OK
4. Click Assign Designated Reviewer 
5. Choose the staff member completing expedited review (generally yourself) in the dropdown list and click OK
6. Click Submit Designated Review 
7. Indicate the determination: 
a. APPROVAL: Select Approved
b. CONDITIONAL APPROVAL: Select Modifications Required to Secure “Approved”
8. Leave any risk level selections as previously checked
NOTE: The risk level selection should reflect the risk level of the overall study, not the risk level of the modification. Minor modifications to a greater than minimal risk study should still select “greater than minimal risk” as the risk level
9. Indicate Expedited as the review level and minor modification and/or any new expedited categories 
10. Indicate whether or not continuing review is required (studies reviewed under the Revised Common Rule only) 
a. IF YES: Indicate the rationale for the continuing review requirement and the last day of approval period 
EXAMPLE: Continuing review required: CoC required for study to be no more than minimal risk
NOTE: The reason that continuing review is required should be included in the final letter sent to the study team
b. IF NO: The last day of approval period field is not available 
11. Dates: 
a. Approval Date: Date modification is approved
b. Effective Date:
i. Approval: Date modification is approved
ii. MRSA: Leave blank
c. Last Day of Approval Period: As previously entered, if required
12. MRSA ONLY: Enter the required modifications
13. Attach the Master Checklist as a supporting document
NOTE: If the Master Checklist needs to be updated when the conditional approval is verified, the designated review must be resubmitted to update the checklist.
14. Indicate that you do not have a conflicting interest 
15. Indicate that you are ready to submit the review  
16. DO NOT select the type of Not Human Research determination
17. Click OK 
Continuing Review 
1. Click Submit Pre-Review in the continuing review workspace
NOTE: Pre-Review selections are editable but should generally not change for continuing review unless new information is provided in the Status Report that indicates the regulatory oversight has changed
2. Pre- 2018 Requirement Studies (Original Common Rule Studies): You have the option to switch the study from the Pre-2018 (OCR) requirements to the 2018 (RCR) requirements. Do not transition studies from Pre-2018 requirements to 2018 requirements during continuing review at this time. 
3. Indicate you are ready to submit Pre-Review and click OK
4. Click Assign Designated Reviewer 
5. Choose the staff member completing expedited review (generally yourself) in the dropdown list and click OK
6. Click Submit Designated Review 
7. Indicate the determination 
a. Approval: Select Approved
b. Conditional Approval: Select Modifications Required to Secure “Approved” 
8. Leave any risk level selections as previously checked
NOTE: The risk level selection should reflect the risk level of the overall study, not the risk level of the continuing review. Expedited continuing review for a greater than minimal risk study should still select “greater than minimal risk” as the risk level
9. Update the selected review level to expedited and enter the categories as previously determined 
10. 2018 Requirement Studies Only: Indicate whether continuing review is still required
a. IF YES: Indicate the rationale for the continuing review requirement and the last day of approval period 
EXAMPLE: Continuing review required: CoC required for study to be no more than minimal risk
NOTE: The reason that continuing review is required should be included in the final letter sent to the study team
b. IF NO: The last day of approval period field is not available 
11. Enter dates 
a. Approval Date- Date of determination
b. Effective- Date of determination
NOTE: Zipline does not support the use of the 30 day rule to maintain approval date anniversaries. 
c. Last Day of Approval Period (if required) 
12. MRSA ONLY: Enter the required modifications 
13. Add any needed notes (optional)
14. Upload the completed Master Checklist as a supporting document using the document naming convention 
15. Indicate that you do not have a conflicting interest 
NOTE:  If you do have a conflicting interest, the review must be assigned to a different IRB coordinator
16. Indicate that you are ready to submit the review 
17. DO NOT select the type of Not Human Research determination
18. Click OK 
[bookmark: h.4i7ojhp][bookmark: _INSTRUCTIONS:_Submit_Pre-Review][bookmark: _Toc449603776][bookmark: _Toc536430751][bookmark: _Toc536616624][bookmark: _Toc536616790][bookmark: _Toc156579408]INSTRUCTIONS: Submit Pre-Review for Full Board Items
Purpose: Submitting Pre-Review determinations and completing pre-meeting activities in Zipline for initial applications, modifications, and continuing review reports that require full board review
Studies are determined to require full board review during the Pre-Review process. When an initial application, modification, or continuing review report is found to require full board review, the Submit Pre-Review activity must be completed in Zipline to push the application forward in the workflow. The submission should then be assigned to a committee meeting using the Assign to Meeting Activity and the Pre-Review Note should be uploaded using the Add Reviewer Comments activity. If Pre-Review has already been submitted during your review and needs to be edited, see INSTRUCTIONS: Edit Pre-Review. The Pre-Review Note and any other documents in the Add Reviewer Comments are not visible to the study team. 

FOLLOW-ON REVIEW ORDER: If there is a continuing review report and a separate modification submitted at the same time, you must:
· Fully approve the one follow-on before submitting Pre-Review on the other follow-on
· If this is not possible (e.g. the first follow-on is sitting in the Modifications Required state and the second follow-on urgently needs to be approved), make sure the Pre-Review and Committee Review include any changes from the first follow-on approved when approving the second follow-on
Steps
1. Click Submit Pre-Review 
CONTINUING REVIEW NOTE: Pre-Review selections are editable but should generally not change for continuing review unless new information is provided in the Status Report that indicates the regulatory oversight has changed 
a. Indicate or update the regulatory oversight (Question 1): In general, all federal departments and agencies that conduct or provide funding support also provide regulatory oversight of the research. 
MODIFICATIONS NOTE: When an agency no longer has oversight for a submission, the selection should be unchecked. No additional screening should be done in order to determine if oversight is complete. 
b. Under Special Determinations and Waivers (Question 2), select or update any populations that are targets of the study. Do not select any other boxes. 
c. Indicate the type of research 
d. Laken from regulatory oversight help textmodified or not. This note will likely need to be revised or deleted.  after the 1/7/20eave additional study features blank 
e. Missing materials and notes will generally be blank but can be used if needed 
f. Add supporting documents if needed
g. Indicate that you are ready to submit the Pre-Review (Question 8)
2. Click OK 
1. Click Assign to Meeting
a. Select the meeting that the item should go to (based on discussion with the Team Operations Lead) 
b. Click OK
2. Click Add Review Comments
a. Attach the Pre-Review note and any other documents used to aid the committee’s review, such as the Master Checklist, as supporting documents using the document naming convention (Question 3)
b. Click OK 
NOTE: The submission automatically transitions to the Committee Review state after the item is assigned to a meeting. See INSTRUCTIONS: Submit Committee Review for more on submitting the committee’s review after the meeting.  
[bookmark: h.2xcytpi][bookmark: _INSTRUCTIONS:_Resubmit_Review][bookmark: _Toc536430752][bookmark: _Toc536616625][bookmark: _Toc536616791][bookmark: _Toc156579409]INSTRUCTIONS: Resubmit Review to Correct an Error
Purpose:  Used to resubmit the Submit Designated Review activity or the Submit Committee Review activity in order to correct an error 
NOTE: Review staff must be the assigned IRB coordinator in order to resubmit the review. 

STUDIES:
When the main study record needs to be corrected:
· The “Submit Designated Review” activity or the “Submit Committee Review” activity can be resubmitted to correct errors when the study is in “Post-Review” or most “Review Complete” states
· Review cannot be resubmitted to correct determinations of “Not Research,” “Not Human Research,” and “Human Research, Not Engaged” that were made before the 1/7/2020 upgrade- consult TOL or ADO to determine how to proceed

MODIFICATIONS AND CONTINUING REVIEW: 
· The “Submit Designated Review” activity or the “Submit Committee Review” activity can only be resubmitted to correct errors when the submission is in “Post-Review” state
· Contact a TOL if there are issues resending a letter 
· Contact a site administrator if a correction is needed to a submission in “Review Complete” state and no alternate acceptable solution exists

NOTE: If the review is resubmitted when the submission is in a review complete state, then the letter must be resent in Zipline in order to push the submission back to review complete. A comment should also be added to explain why the letter was resent to the study team. 

NOTE: For an activity which has already issued an approval letter, uploading a revised document to the Prepare Letter activity automatically adds the letter to the "Letter" field before the Send Letter activity is completed. Also complete the Send Letter activity in order to resend the revised letter.
Resubmit Designated Review Steps 
1. Click Submit Designated Review
2. Make the needed corrections to the Submit Designated Review form
3. Check the accuracy of all the information on the Submit Designated Review form
a. If re-submitting on a submission that is already in the Review Complete state or the study is ready to be fully approved, the determination should always be Approved, regardless of whether the initial determination was Approved or Modifications Required. Selecting Modifications Required as the determination will not allow the study to be pushed back to the Approved state.
b. The risk level and review level should reflect the current risk and review levels
c. The approval date and effective date should reflect the dates that were submitted with the original review
d. The Last day of approval period should be the current end date
4. In the notes field, indicate that the review is being resubmitted to correct an error on date (XX/XX/XXXX) and provide an explanation of the error 
EXAMPLE: Designated review resubmitted to correct an error on 6/27/2016. Expedited category 5 was not selected in error.
5. Indicate that you do not have a conflicting interest
6. Indicate that you are ready to submit the review 
7. Click OK 
Resubmit Committee Review Steps 
1. Click Submit Committee Review
2. Make the needed corrections to the Submit Committee Review form
3. Check the accuracy of all the information on the Subject Committee Review form
a. If re-submitting on a submission that is already in the Review Complete state or the study is ready to be fully approved, the determination should always be Approved, regardless of whether the initial determination was Approved or Modifications Required. Selecting Modifications Required as the determination will not allow the study to be pushed back to the Approved state.
b. The risk level should reflect the current risk level of the overall study
c. The approval date and effective date should reflect the dates that were submitted with the original review
d. The Last day of approval period should be the current end date
4. In the notes field, indicate that the review is being resubmitted to correct an error on date (XX/XX/XXXX) and provide an explanation of the error 
EXAMPLE: Committee review resubmitted to correct an error on 6/27/2016. Master checklist was not uploaded.
5. Indicate that you are ready to submit the review 
6. [bookmark: h.1ci93xb][bookmark: _Part_IV:_Post-Review][bookmark: _Part_IV:_Transitioning][bookmark: _Toc449603781]Click OK

[bookmark: _Part_IV:_Post-Review_1][bookmark: _Toc156579410][bookmark: _Toc536430753][bookmark: _Toc536616626][bookmark: _Toc536616792]Part IV: Post-Review
[bookmark: _Toc156579411]INSTRUCTIONS: Review Required Modifications
Purpose:  Verifying conditional approval responses for Zipline submissions 

When the study team submits a Conditional Approval response, the submission goes to Modifications Submitted state in Zipline. If the conditional approval response cannot be verified, it can be sent back to the study team, to a designated reviewer, or to a committee meeting for additional review. 
Review Required Modifications- Able to Verify
1. Click Review Required Modifications 
2. 2018 Requirements Only: Leave the is continuing review required question as previously determined 
3. Update the dates if needed (Question 1)
a. Approval Date- Date the submission was conditionally approved
b. Effective Date- Date the conditional approval response is verified
NOTE: The new effective date that staff enter in the Review Required Modifications activity will replace the old effective date previously entered during Committee Review.
c. Last Day of Approval Period- as determined during review
4. Attach supporting documents, if any (Question 3) 
NOTE: The Master Checklist is attached when the conditional approval determination is made, NOT when the conditional approval response is verified. If the Master Checklist needs to be updated,  resubmit the designated review or the committee review to add the updated Checklist. 
5. Indicate that the modifications were completed as required (Question 4)
Review Required Modifications- Unable to Verify- Return to Study Team
1. Click Review Required Modifications 
2. 2018 Requirements Only: Leave the is continuing review required question as previously determined 
3. Update the dates if needed (Question 1)
a. Approval Date- Date the submission was conditionally approved
b. Effective Date- Blank 
c. Last Day of Approval Period- as determined during review
4. In the notes section, indicate why you were unable to verify that the modifications were completed as required and the actions needed by the study team
5. If needed, upload a letter outlining necessary changes 
6. Indicate that the modifications were not completed as required (Question 4)

After the activity is completed, the PI, PI proxy, and primary contact receive a notification that modifications are required to secure approval. In the study workspace, they can view the notes and attached letter that were included in the Review Required Modifications activity. 
Review Required Modifications- Unable to Verify- Assign for Additional Review
· Do NOT complete the Review Required Modifications activity
· See INSTRUCTIONS Assign to Meeting to assign the conditional approval response to a committee meeting for review. 
· See INSTRUCTIONS Assign Designated Reviewer to assign the submission to a designated reviewer.
[bookmark: _INSTRUCTIONS:_Finalize_Documents][bookmark: _Toc156579412]INSTRUCTIONS: Finalize Documents 
Purpose: Used to watermark consent materials (consent forms, assent forms, and parental permission forms) and remove any tracked changes and comments from study documents after the final determination has been made
The Finalize Documents activity is available once a submission is in Post-Review State in Zipline. This activity (if applicable) should be completed before the final determination letter is prepared and sent, as it is no longer available once the submission is in Review Complete state. For example, when a submission is deferred or conditionally approved, the documents should not be finalized. Instead, they should be finalized once the submission is ready to be fully approved. 
Finalizing the documents accepts the tracked changes and removes any comments to create a final version of the document. The draft version will still have the tracked changes. The draft and final documents appear on the Documents tab for the study. For any materials that were uploaded as consent forms by the study team in .doc or .docx format, finalizing the document will apply the HSD approval stamp with the date of approval and convert the final version into a PDF. 
Finalize Documents Steps 
1. Click Finalize Documents
2. Select the documents that are approved for the submission
NOTE: Uploaded Shared Regulatory Documents should NOT be finalized 
a. Initial Applications: 
i. IRB Approval: Finalize all documents- in general any documents that are not approved should be removed by the study team prior to submitting the designated or committee review but exceptions may be made depending on the situation 
ii. Not Research, Not Human Subjects, Not Engaged, and Exempt Determinations: Only finalize the IRB Protocol and other documents used to make the determination (if any)
1. Do NOT finalize consent materials for a determination
2. Any other attachments should be left in draft form
iii. Delayed Onset Human Research Determinations:
Only finalize the Delayed Onset Human Research application form
b. Modifications: Only documents that have been added or changed in the modification should be finalized
NOTE: The documents tab indicates which documents were updated in the modification. 
c. Continuing Review: No documents should be finalized
3. Click OK 
[bookmark: _Toc156579413]INSTRUCTIONS: Staff Data Entry
Purpose: Used to enter and update required staff data entry for studies 
The Staff Data Entry activity is intended to capture additional information for reporting purposes. It is available once a study is submitted to HSD and after the review has been completed. The Staff Data Entry activity is first completed during initial review, and updated as needed during continuing review and review of modifications and sites. It is generally completed as part of Post-Review, but may be completed either before or after the determination letter is sent.
NOTE: Staff Data Entry does not need to be completed for Delayed Onset Human Research determinations.
Staff Data Entry Steps 
1. Click Staff Data Entry 
2. Indicate or update responses to the questions on the form 
3. Add supporting documents if needed using the document naming convention 
NOTE: Consultant emails that are relevant to the study as a whole should be uploaded here. 
4. Click OK 
NOTE: If you open Staff Data Entry and find that updates do not need to be made, best practice is to click Cancel instead of OK. However, it is not a problem if you accidentally click OK. 
[bookmark: _INSTRUCTIONS:_Upload_Shared][bookmark: _Toc156579414]INSTRUCTIONS: Upload Shared Regulatory Documents
Purpose: Used to provide finalized regulatory documents such as Authorization Agreements to the study team
The Upload Shared Regulatory Documents activity is intended to allow staff to easily upload regulatory documents that are visible to both HSD staff and the study team. Only HSD staff can upload documents using this activity- the study team cannot use this activity to upload.  This activity is only available in the parent study and in reports of new information (RNI), and may be used any time after the study or RNI has been submitted to HSD. Uploaded regulatory documents are visible in the Documents tab. 
NOTE: For a list of what documents HSD staff are responsible for uploading using the Upload Shared Regulatory Documents activity, see the instructions for Filling Out the Application on the HSD website.  
Upload Shared Regulatory Documents Steps

TO ADD A NEW DOCUMENT: 

1. Click Upload Shared Regulatory Documents 
2. Use the Add button to upload a new shared regulatory document 
a. Click Browse or Upload to select the appropriate file
b. Indicate the name of the document
c. Select the appropriate category for the document
d. If desired, include a version number
3. Click OK in the Add Attachment window and the Upload Shared Regulatory Documents window
TO ADD A NEW VERSION OF A PREVIOUSLY UPLOADED DOCUMENT: 
NOTE: The previous version remains available in the Document History. 

1. Click Upload Shared Regulatory Documents 
2. Click the Update button by the older document version
a. Click Browse or Upload to select the appropriate file
b. Indicate the name of the document
c. Select the appropriate category for the document
d. If desired, include a version number
3. Click OK in the Add Attachment window and the Upload Shared Regulatory Documents window
TO DELETE A PREVIOUSLY UPLOADED DOCUMENT:
NOTE: Deleted documents can ONLY be found by clicking the Uploaded Shared Regulatory Documents activity in the History tab. Generally, documents that are no longer valid should be renamed to note this rather than being deleted. 

1. Click Upload Shared Regulatory Documents 
2. Click the Delete button by the document to be deleted 
3. Click OK in the Upload Shared Regulatory Documents window
[bookmark: _Toc156579415][bookmark: prepareandsenddeterminationletter]INSTRUCTIONS: Prepare and Send the Determination Letter 
Purpose: Used to prepare and send the determination letter for all submissions in Zipline  
The completion of this activity changes the submission state.
Regardless of the determination, the steps to prepare and send the determination letter are the same. The letter templates available depend on the determination selected when submitting your review. If applicable, documents must be finalized before the determination letter is sent. 
MODCRs: Use the modification approval letter template and include the approval period and any other CR specific information as needed. 
Modifications to exempt studies: Use the exempt approval letter template and revise the language to state that the study “continues to qualify” for exempt status.
Prepare and Send the Determination Letter Steps 
1. Make sure documents are finalized (if applicable)- See INSTRUCTIONS Finalize Documents
2. Click Prepare Letter 
3. Select the correct template from the dropdown list and click Generate 
4. Click the link under draft letter to open the template
5. Save the template to your computer and make all necessary revisions using the document naming convention
NOTE: Changes to the template may need to be made depending on the submission type. For example, template language may need to be adjusted when sending an approval letter for a conversion study or a modification. 
6. Close the revised letter
7. In the Prepare Letter activity, click Upload Revision 
8. Click Browse or Choose File (depending on your browser) and select your revised letter
9. Remove the default title from the Prepare Letter window
10. Click OK in the Prepare Letter window
11. Click Send Letter 
12. Open the PDF to confirm that the correct letter is attached
13. Click OK to confirm that the letter should be sent 
NOTE: The letter is not visible to the study team until the Send Letter activity is completed.


[bookmark: _Toc156579416]Part V: Changing Determinations with Modifications 
[bookmark: _INSTRUCTIONS:_Changing_Not][bookmark: _Toc156579417][bookmark: _Toc536430754][bookmark: _Toc536616627][bookmark: _Toc536616793]INSTRUCTIONS: Changing Determinations at the Time of Modification
Purpose: Changing the overall study determination at the time of modification, i.e. Not Human Subjects to Expedited, Expedited to Exempt, etc.
NOTE: While the study determination can be changed with a modification, the study cannot be transitioned from the Pre-2018 Requirements (Original Common Rule) to the 2018 Requirements (Revised Common Rule). For example, an OCR expedited study cannot be changed to RCR exempt. 
[bookmark: _Hlk33003883]NOTE: If a 2018 Requirements Not Research, Not Human Subjects, or UW Not Engaged determination that was made before the 1/7/2020 Zipline upgrade needs to be modified, the study must be copied and a new determination made. 
NOTE: Delayed Onset Human Research determinations should not be changed with a modification when human subjects aspects are ready to be reviewed. A new application should be submitted and the DOHR application should be Administratively Closed after review is complete.
Steps
1. Click Submit Pre-Review in the modification workspace
2. Update the Pre-Review information as needed based on the modification and click OK
3. Click Assign Designated Reviewer, select yourself from the menu, and click OK
4. Click Submit Designated Review
a. Select the new determination for the study- this will apply to the study overall and not just the modification
b. Adjust the risk level and pediatric risk level (if applicable) based on the new determination
c. EXPEDITED OR EXEMPT ONLY: Select the new review level and category
d. 2018 Requirements ONLY: Indicate whether or not continuing review is required
e. Dates: Update the dates as appropriate for the new determination
f. EXPEDITED ONLY: Attach the Master Checklist as a supporting document
g. Indicate that you do not have a conflict and that you are ready to submit the review
h. NOT RESEARCH/NOT HUMAN SUBJECTS ONLY: Indicate the type of Not Human Research Determination
i. Click OK
5. Finalize Documents
a. Finalize the documents used to make the new determination
6. Update Staff Data Entry
a. If needed, update staff data entry based on the new determination
7. Prepare and Send Letter
a. Select the letter template for the new determination, i.e. if the study is now exempt, select the exemption template
8. In the parent study, add a comment letting the PI and study team know that the overall study determination was changed and to see the relevant modification for more information
After the modification is approved, the new determination and review information automatically pushes to the parent study. 
[bookmark: _Toc536430756][bookmark: _Toc536616629][bookmark: _Toc536616795][bookmark: _Toc156579418]INSTRUCTIONS:  Not Human Subjects Modifications for IRB Reviewed Studies (No Change in Study Review Level)
Purpose: Processing a Not Human Subjects modification that does not change the overall level of review for expedited or full board studies 
“Not Human Subjects” modifications cannot be made to IRB reviewed studies without changing the overall determination for the study. Instead: 
1. Request that the study team discard the submitted modification 
2. Provide any needed documentation to the study team via the Upload Regulatory Documents activity
3. [bookmark: _Toc536430758][bookmark: _Toc536616631][bookmark: _Toc536616797]Add a comment to tell the study team where to locate the needed documentation

[bookmark: _Toc156579419]Part VI: Study Closure
[bookmark: _Toc156579420]INSTRUCTIONS: Study Closure
Purpose: Used to close a study at the time of continuing review  
When a continuing review report indicates that the top four research milestones listed on the SmartForm have been met, the parent study is closed automatically when the continuing review is approved. The top milestones indicate that all enrollment, interventions, and handling of subjects' private identifiable information is complete.
In the Post-Review state for a study being closed, the study closure letter template is presented instead of the approval template. The letter, along with the closure e-mail notification that is sent, informs the PI of the study closure.
NOTE: Not Engaged, Not Research, and Not Human Subjects determinations cannot be closed in Zipline. Send the researcher a discard request with an explanation; if there is no response, a site administrator can administratively discard the continuing review (contact hsdinfo@uw.edu). 
NOTE: Exempt determinations can be closed in Zipline. While closure is not required, it will stop the automated continuing review reminders for exemptions.
Study Closure Steps
1. If the study is eligible for closure, ensure that the research team has indicated that all 4 of the top research milestones have been met
NOTE: If the top 4 milestones are checked, the system requires the study team to acknowledge that they study will be closed
NOTE: If the study is a Multi-site or Collaborative study with active relying sites, the study cannot be closed until each relying site is individually closed. See INSTRUCTIONS: Site Closure for how to close a site.
2. Click Submit Pre-Review 
NOTE: Pre-Review selections typically should not change during closure
a. Indicate that you are ready to submit the Pre-Review 
b. Click OK
3. Click Assign Designated Reviewer
a. Select yourself as the designated reviewer and click OK
4. Click Submit Designated Review 
a. Select “Approved” as the determination 
b. Select the review level and category as previously determined 
NOTE: For full board studies that were never reviewed under an expedited category, select “Expedited” for review level and “Other” as the category. 
c. 2018 Requirements Only: Leave the continuing review required question as previously determined
d. Select the date of closure for the approval date and the effective date 
e. If last day of approval is required, it must be a future date- leave the date that is auto-generated  
f. Enter notes and attached supporting documents about the closure, if any 
g. Indicate that you do not have a conflicting interest 
h. Indicate that you are ready to submit the review 
i. Click OK

The Study Closure template should be available in the Prepare Letter activity. After the letter is sent, the continuing review report will transition to Approved state, and the parent study will transition to Closed state. 

[bookmark: _INSTRUCTIONS:_Administrative_Closur][bookmark: _Toc156579421]INSTRUCTIONS: Administrative Closure
Purpose: Used by HSD staff to close an approved study without a continuing review report submission 
The Close Study (Admin) activity is used to close an “Approved” study without requiring a continuing review report indicating closure.  
If the study is administratively closed, any open modifications or continuing review reports are automatically discarded in the system. RNI submissions will not be closed automatically; open RNIs should be resolved prior to administrative closure.
Delayed Onset Human Research applications should be administratively closed once the review has been completed for the human subjects aspects of the associated study. This should occur regardless of whether the application is in the “Not Human Research” or “Lapsed” state. 
Administrative Closure Steps
1. If you are not already the IRB Coordinator for the study, assign yourself as IRB Coordinator using Assign Coordinator activity
2. Click Close Study (Admin) in the study workspace
3. Indicate the reason for administrative closure in the Comments field 
NOTE: The email notification will be sent to the PI and PI Proxies

a. If the study is being administratively closed for lapsed approval, use the following template language as appropriate in the Comments field:
[bookmark: irbk]Re:	NOTICE OF ADMINISTRATIVE CLOSURE
IRB approval for this study expired on [enter expiration date]. The Zipline system sent continuing review reminders and a notice of lapsed approval. As your IRB approval has been lapsed for 90 days, this study is considered inactive and the Zipline record is being administratively closed. See section 5.4 of SOP IRB Review for more information regarding this policy:  https://www.washington.edu/research/policies/sop-irb-review-2/
No human subjects research may take place without IRB approval. This includes recruitment, advertisement, screening, enrollment, consent, interventions, interactions, and collection or analysis of private identifiable information.
You will only be able to continue the research by submitting a new Zipline application. Otherwise, no action is needed on your part.
If you have any questions, please contact [team email address] 
4. Click OK

[bookmark: _Toc156579422]Part VII: Site Review
[bookmark: _Toc156579423]INSTRUCTIONS: Site Creation and Preparation
Purpose: Creating and preparing site submissions for studies where the UW is reviewing the activities of one or more other institutions.
Site submissions may only be created for multi-site or collaborative studies where the UW is reviewing the activities of one or more other institutions. UW researchers have the ability to add sites to their studies, but this action is generally performed by HSD staff once it has been determined that the site should be created. Sites may be created before the study is approved, but cannot be activated until the study is approved. 
Before the site may be created, there must be an institutional profile for the institution, and the site PI must be added as a contact in Zipline. To request this addition, contact the Zipline Manager or designee.
Steps
1. In the study workspace, click Manage Participating Sites or Add Participating Sites
a. Select the institution’s Institutional Profile from the list
b. Select the site PI from the list 
NOTE: If the site PI is also the UW PI (for example, with some international research), the UW PI should be selected
c. Click OK 
2. In the study workspace, locate the site in the Sites tab and click the name to open it
3. In the site workspace, click Assign Coordinator to make yourself the IRB coordinator for the site 
4. Click Assign Primary Contact to add the person listed as Primary Contact or PI Proxy on the Study
5. Leave the site in the Invitation Pending state while the study team edits the site
6. The study team will add a comment with notification when the site is ready to be reviewed
[bookmark: _INSTRUCTIONS:_Site_Review][bookmark: _Toc156579424]INSTRUCTIONS: Site Review
After the UW PI/PI proxy finishes editing the site, the site is reviewed in Zipline. The formal clarification request loop is not available for sites, so if any further changes are needed, HSD staff must communicate with the study team via comments, and the study team must edit the site SmartForms based on the needed changes. 
[bookmark: _Hlk106890440]Pre-Review
1. To “request clarifications” during a review, click Add Comment and enter the requested changes
a. Add a notification to the PI/PI Proxy/Primary Contact and Study Team
2. When any reliance agreement documentation is ready and the site is ready to be approved, in the site workspace, click Edit Site
i. Any study specific authorization agreements should be uploaded as an “Other Attachment” on the Local Site Documents page 
b. Exit the SmartForm when finished
3. Click Submit Invitation Decision
a. Indicate that the site meets the criteria to participate and click OK
4. Complete the Submit Site Materials activity 
Designated Review
1. Click Assign Designated Reviewer and assign yourself as the designated reviewer
2. Click Submit Site Designated Review
a. Select the determination- Approved or MRSA
b. Dates:
i. Approval date- date site is approved
ii. Effective date- date site is approved (approval) or blank (MRSA)
iii. Last day of approval- automatically listed as the last day of approval for the study
c. MRSA ONLY: Enter required modifications
d. Attach any required supporting documents
e. Indicate that you do not have a conflict and that you are ready to submit the review
3. Approval Only: Finalize documents
4. Prepare and send the site determination letter 
Committee Review
1. Click Assign to Meeting
2. Select the appropriate meeting, in consultation with the TOL for the committee
3. After the meeting, Submit Site Committee Review
a. Select the appropriate determination
b. Dates:
i. Approval date: 
1. Approval: Date the study was approved
2. MRSA: Date the study was conditionally approved
3. Deferral: Leave blank
ii. Effective date: 
1. Approval: Date the determination was made
2. MRSA: Leave blank
3. Deferral: Date the determination was made
c. MRSA or Deferral: Enter the recommended changes 
d. Enter the votes 
e. Enter any controverted issues 
f. Approval or MRSA: Attach any required supporting documents 
g. Indicate that you are ready to submit and click OK 
4. Approval Only: Finalize Documents
5. Prepare and send the determination letter 
Deferrals:
After a site is deferred, the UW PI/PI proxy can edit the site, but they do not have the ability to submit a response. In the site deferral letter, they are instructed to submit their response as a comment. Once the site is ready to be reviewed by the board again, it should be assigned to a new meeting. 
MRSAs: 
After a site is MRSA’d, the UW PI/PI proxy may edit the site and should use the Submit Response activity to respond. After the response is received, HSD staff may review the required modifications or assign the site back to an IRB meeting. 
[bookmark: _Toc156579425]INSTRUCTIONS: Site Modification Review
Site modifications can be created and submitted by either study teams or HSD staff, however they are typically only created and submitted by study teams. The formal clarification request loop is not available for site modifications, so if any further changes are needed, HSD staff must communicate with the study team via comments, and the study team must edit the site SmartForms based on the needed changes. 
Pre-Review
1. Ensure that you are assigned as the IRB Coordinator for the overall site
2. To “request clarifications” during a review, click Withdraw and enter the requested changes
3. While the modification is in the Pre-Submission state, the study team can make the requested changes and resubmit using the Submit function
Designated Review
1. Click Assign Designated Reviewer and assign yourself as the designated reviewer
2. Click Submit Site Designated Review
a. Select the determination- Approved or MRSA
b. Dates:
i. Approval date- date site is approved
ii. Effective date- date site is approved (approval) or blank (MRSA)
iii. Last day of approval- automatically listed as the last day of approval for the study
c. MRSA ONLY: Enter required modifications
d. Attach any required supporting documents
e. Indicate that you do not have a conflict and that you are ready to submit the review
4. Approval Only: Finalize documents
5. Prepare and send the site determination letter 
Committee Review
1. Click Assign to Meeting
2. Select the appropriate meeting, in consultation with the TOL for the committee
3. After the meeting, Submit Site Committee Review
a. Select the appropriate determination
b. Dates:
i. Approval date: 
1. Approval: Date the study was approved
2. MRSA: Date the study was conditionally approved
3. Deferral: Leave blank
ii. Effective date: 
1. Approval: Date the determination was made
2. MRSA: Leave blank
3. Deferral: Date the determination was made
c. MRSA or Deferral: Enter the recommended changes 
d. Enter the votes 
e. Enter any controverted issues 
f. Approval or MRSA: Attach any required supporting documents 
g. Indicate that you are ready to submit and click OK 
4. Approval Only: Finalize Documents
5. Prepare and send the determination letter 
Deferrals:
After a site modification is deferred, the UW PI/PI proxy can edit the site modification, but they do not have the ability to submit a response. In the site modification deferral letter, they are instructed to submit their response as a comment. Once the site modification is ready to be reviewed by the board again, it should be assigned to a new meeting. 
MRSAs: 
After a site modification is MRSA’d, the UW PI/PI proxy may edit the site modification and should use the Submit Response activity to respond. After the response is received, HSD staff may review the required modifications or assign the site modification back to an IRB meeting. 
[bookmark: _INSTRUCTIONS:_Site_Closure][bookmark: _Toc156579426][bookmark: _Hlk106891645][bookmark: _Hlk59631480]INSTRUCTIONS: Site Closure
Purpose: Closing site submissions for studies where the UW is reviewing the activities of one or more other institutions
When a site is no longer conducting human subjects research activities, it should be closed. Sites can only be closed by HSD staff. All site submissions associated with a study must be closed or inactive before the parent study can be closed.
Steps
1. In the site workspace, click Close Site
NOTE: If you do not see the ‘Close Site’ activity in the left-hand menu, assign yourself as IRB Coordinator for the site using the Assign Coordinator activity
a. In the Comments section, describe why the site is being closed
NOTE: This information is visible to the study team
b. Click OK 
[bookmark: _Toc156579427][bookmark: _Toc449603792]Section III: IRB Meetings
[bookmark: _Toc536430764][bookmark: _Toc536616637][bookmark: _Toc536616803][bookmark: _Toc156579428]Part VIII: IRB Meeting Preparation
[bookmark: h.49x2ik5][bookmark: _INSTRUCTIONS:_Edit_Meeting][bookmark: _Toc449603793][bookmark: _Toc536430765][bookmark: _Toc536616638][bookmark: _Toc536616804][bookmark: _Toc156579429]INSTRUCTIONS: Edit Meeting Attendance 
Purpose: Used to manage IRB meeting attendance in Zipline
All committee members are able to confirm and decline attendance in Zipline, but committee member attendance information is collected outside of Zipline and entered by staff into the system using the Edit Meeting Attendance activity. HSD staff who are listed as IRB administrators for the committee can edit reported meeting attendance as needed using the Edit Meeting Attendance activity. This activity is still available after the meeting is convened in Zipline. 
[bookmark: _Toc449603794]Edit Meeting Attendance Steps
1. In the meeting workspace, click Edit Meeting Attendance 
2. Select the checkboxes for any members who have confirmed attendance outside of Zipline and deselect the checkboxes for any members who have declined attendance outside of Zipline
3. Click OK
[bookmark: _INSTRUCTIONS:_Remove_Agenda][bookmark: _Toc449603795][bookmark: _Toc536430766][bookmark: _Toc536616639][bookmark: _Toc536616805][bookmark: _Toc156579430]INSTRUCTIONS: Remove Agenda Item 
Purpose: Used to remove an item from a meeting agenda
The Remove From Agenda activity is available for submissions that have been added to an IRB meeting in Zipline. After an item is removed from a meeting agenda, it must be assigned to a new meeting or to a designated reviewer as appropriate in order to complete the review. 
[bookmark: _Toc449603796]Remove Agenda Item Steps
1. In the submission workspace, click Remove From Agenda
2. Notes and supporting documents may be added if needed but are not required
3. Click OK 
The submission will no longer appear in the meeting workspace but will still be in Committee Review state. 

To reassign the item to a new meeting, see INSTRUCTIONS Assign to Meeting. 
To assign the item to a designated reviewer, see INSTRUCTIONS Assign Designated Reviewer.
[bookmark: h.2p2csry][bookmark: _INSTRUCTIONS:_Assign_to][bookmark: _Toc449603797][bookmark: _Toc536430767][bookmark: _Toc536616640][bookmark: _Toc536616806][bookmark: _Toc156579431]INSTRUCTIONS: Assign to Meeting
Purpose: Used to assign or change the meeting at which the submission will be reviewed by the full board
The Assign to Meeting activity is available for all submissions that are in Pre-Review Completed State, Non-Committee Review State, or Committee Review State. This activity can be used to add the submission to an IRB meeting for review or to change the assigned meeting. 
[bookmark: _Toc449603798]Assign to Meeting Steps
1. Click Assign to Meeting
NOTE: Depending on the state of the submission, you may see Assign to Committee Review instead of Assign to Meeting. Complete the Assign to Committee Review activity and Assign to Meeting will appear as an option.  
2. Select the appropriate meeting from the list
3. Click OK
[bookmark: h.147n2zr][bookmark: _INSTRUCTIONS:_Assign_Reviewers][bookmark: _Toc156579432][bookmark: _Toc449603799][bookmark: _Toc536430768][bookmark: _Toc536616641][bookmark: _Toc536616807]INSTRUCTIONS: Add Other Agenda Item
Purpose: Used to add items such as policies for review and continuing education to the agenda for review in Zipline
Items such as new policies and continuing education can be added to the Zipline agenda as other agenda items. They are listed separately in the meeting workspace.
Steps
1. In the meeting workspace, click Update Other Agenda Items
a. Click Add to add a new item (items may also be updated and removed) 
b. Include a name and description for the other item. Include any instructions for committee members in the description, such as where to locate any referenced documents. 
c. Items may be associated with related projects. This is not visible to the study team of the related submission. 
d. Click OK
2. To add any referenced documents, click Update Documents in the meeting workspace
a. Click Add to add a new document (documents may also be updated and removed)
b. Select the document for upload and include a new title if desired
c. Click OK
d. The document may be viewed in the Supporting Documents tab for the meeting
3. To Assign reviewers to the Other Agenda Item(s), click Assign Reviewers in the meeting workspace 
The details of the Other Agenda Items, including any instructions provided for committee members, are merged into the meeting agenda template. They are not viewable by clicking the name of the other agenda item in the meeting workspace. 
[bookmark: _INSTRUCTIONS:_Assign_Reviewers_1][bookmark: _Toc156579433]INSTRUCTIONS: Assign Reviewers for IRB Meetings 
Purpose: Used to assign reviewers for IRB meetings
Reviewers for IRB meeting agenda items can be added in 2 ways:
· Use the Assign Reviewers activity in the meeting workspace to make assignments without going into each submission workspace separately; OR
· Use the Assign Reviewers activity within a submission workspace to make an assignment for one submission only
After a review assignment is made, the reviewer is not automatically notified. You can choose to notify assigned reviewers immediately after the assignment is made, or you can use the Notify Reviewers activity to send the notification at a later time. 
[bookmark: _Toc449603800]Assign Reviewers from the Meeting Workspace Steps
1. In the meeting workspace, click Assign Reviewers 
2. Click Update by the an agenda item that needs a reviewer assigned
3. Click Add 
4. Click Select in the popup window, choose the reviewer from the list, and click OK
NOTE: The list displayed includes all committee members, regardless of attendance. 
5. Select the role of the reviewer (Question 2) and click OK 
6. Click OK in the Edit Agenda Item popup window
7. Repeat steps 2-7 as needed for any remaining agenda items 
8. Indicate whether or not you want to notify assigned reviewers at this time (Question 2)
9. Click OK 

The assigned reviewers should now show up in the reviewers/presenters column in the meeting workspace. 
[bookmark: _Toc449603801]Assign Reviewers from the Submission Workspace Steps
1. In the submission workspace, click Assign Reviewers 
2. Click Add 
3. Click Select in the popup window, choose the reviewer from the list, and click OK
NOTE: The list displayed includes all committee members, regardless of attendance. 
4. Select the role of the reviewer (Question 2) and click OK 
5. Click OK
6. If desired, use the Notify Reviewers activity in the meeting workspace to send the assigned reviewer a notification. 

The assigned reviewer(s) should now show up in the reviewers/presenters column in the meeting workspace. 
[bookmark: h.3o7alnk][bookmark: _INSTRUCTIONS:_Prepare_and_1][bookmark: _Toc449603802][bookmark: _Toc536430769][bookmark: _Toc536616642][bookmark: _Toc536616808][bookmark: _Toc156579434]INSTRUCTIONS: Prepare and Send the Meeting Agenda 
Purpose: Used to prepare and send the IRB meeting agenda
The IRB meeting agenda is prepared using the Prepare Agenda activity in the meeting workspace. The agenda template merges assigned reviewer information, so reviewers should be assigned before the agenda is prepared. See INSTRUCTIONS Assign Reviewers for IRB Meetings. 
The Prepare Agenda activity is also used to make any needed revisions to the agenda before the meeting- for example, if an item is added or removed to the agenda. It is available until the meeting is convened in Zipline. 
After the Prepare Agenda activity has been completed, the Send Agenda activity becomes available. The Send Agenda activity notifies IRB committee members that the meeting agenda is ready for their review. If the agenda changes after it has been sent to the committee, the Send Agenda activity can be re-executed to send the updated agenda. 
[bookmark: _Toc449603803]Prepare and Send the Agenda Steps
1. In the meeting workspace, click Prepare Agenda
2. Select the template from the dropdown list and click Generate 
3. Click the link under draft agenda to open the template
4. Save the template to your computer using the document naming convention and make all necessary revisions 
5. Close the revised agenda
6. In the Prepare Agenda activity, click Upload Revision 
7. Click Browse or Choose File (depending on your browser) and select the revised agenda
8. Click OK in the Submit a Document window and the Prepare Agenda window
9. Click Send Agenda
10. Select yourself from the list
NOTE: The meeting agenda should be forwarded to committee members with any additional information for the meeting.
11. Click OK 
[bookmark: h.23ckvvd][bookmark: _Toc449603804]
[bookmark: _Toc536430770][bookmark: _Toc536616643][bookmark: _Toc536616809][bookmark: _Toc156579435]Part IX: During and Post IRB Meeting
[bookmark: h.ihv636][bookmark: _INSTRUCTIONS:_Convene_Meeting][bookmark: _Toc449603805][bookmark: _Toc536430771][bookmark: _Toc536616644][bookmark: _Toc536616810][bookmark: _Toc156579436]INSTRUCTIONS: Convene Meeting
Purpose: Used to convene the IRB meeting in Zipline
The Convene Meeting activity should not be completed at the start of the IRB meeting. It should be completed as part of the post-meeting processing. 
The Convene Meeting activity:
· Returns any submissions in the Clarification Requested state back to Committee Review so a decision can be recorded
· Removes the Prepare Agenda and Send Agenda activities 
[bookmark: _Toc449603806]Convene Meeting Steps
1. Click Convene Meeting 
The meeting should now be in Meeting Convened state. 
[bookmark: h.32hioqz][bookmark: _INSTRUCTIONS:_Accept_Meeting][bookmark: _Toc449603807][bookmark: _Toc536430772][bookmark: _Toc536616645][bookmark: _Toc536616811][bookmark: _Toc156579437]INSTRUCTIONS: Accept Meeting Minutes 
Purpose: Used to document the committee’s acceptance of the IRB meeting minutes 
The Approve Meeting Minutes activity is available after the minutes have been generated and the meeting has been closed in Zipline. Meetings with minutes that are ready for the committee to review show up in the “Previous Meetings with Minutes for Approval” area in the next scheduled IRB meeting workspace. Once the committee has accepted the minutes, the Approve Meeting Minutes activity should be executed by HSD staff. This activity appears in the “Previous Meetings with Minutes for Approval” area in the current meeting and also in the meeting workspace for the minutes that are being accepted. 
If the minutes have already been accepted but need to go back to the committee, see INSTRUCTIONS Resend Minutes to the Committee. 
[bookmark: _Toc449603808]Accept Meeting Minutes Steps
1. Click Approve Meeting Minutes 
2. Select the checkbox to confirm acceptance
3. Click OK

Once the minutes have been accepted, they will no longer appear in the “Previous Meetings with Minutes for Approval” area.  If you need to re-access the approved minutes, navigate to the relevant meeting workspace and click the “Minutes” link near the top of the page.
[bookmark: h.1hmsyys][bookmark: _INSTRUCTIONS:_Submit_Committee][bookmark: _Toc449603809][bookmark: _Toc536430773][bookmark: _Toc536616646][bookmark: _Toc536616812][bookmark: _Toc156579438]INSTRUCTIONS: Submit Committee Review 
Purpose: Used to submit the committee’s review for initial applications, modifications, and continuing review in Zipline after a committee meeting
See INSTRUCTIONS: Site Review for information on submitting committee review for sites. 
The Committee Review is edited and submitted by HSD staff after the meeting. 
[bookmark: _Toc449603810]Approval 
1. Click Edit Pre-Review and make any changes that were identified during the meeting
2. Click Submit Committee Review for the submission in either the meeting workspace or the submission workspace 
3. Select Approved as the Determination 
4. Indicate the risk level as determined by the committee 
5. If Children are a target population selected in Pre-Review, Pediatric Risk Level will be visible- enter the Pediatric Risk Level(s) 
6. 2018 Requirements Only: Is continuing review required?
a. Indicate Yes (may be limited exceptions for modifications or studies involving no more than minimal risk that fit into expedited categories 1-7) 
b. Rationale for requiring continuing review: Not required- leave blank  
7. Enter the dates 
a. Approval Date- Date of meeting at which the item was approved
b. Effective Date- Same as approval date
NOTE: Zipline does not support the use of the 30 day rule to maintain approval date anniversaries at this time. 
c. Last Date of approval period- As determined during review
8. Enter or update the votes for the submission, including information about any substitutions or partial attendance
9. Enter or update any controverted issues and their resolutions 
NOTE: If there are no controverted issues, indicate this. Do not leave this field blank. 
10. Enter ”See Master Checklist and Staff Data Entry” for any additional determinations
11. Enter or update any additional information or notes 
NOTE: Indicate “None” if there are no notes or additional information
12. Attach supporting documents using the document file naming convention:
a. Master Checklist 
b. Pre-Review Note (do not replace previous versions from past reviews of the item)
c. Additional required checklists, if any
d. Any documents that support the committee’s determination, such as an email from a consultant, as needed
13. Indicate if you are ready to submit the review and click OK 
NOTE: To save entered committee review information without submitting, indicate that you are not ready to submit and click OK
[bookmark: _Toc449603811]Conditional Approval
1. Click Edit Pre-Review and make any changes that were identified during the meeting
2. Click Submit Committee Review for the submission in either the meeting workspace or the submission workspace 
3. Select Modifications Required to Secure “Approved” as the Determination 
4. Indicate the risk level as determined by the committee 
5. If Children are a target population selected in Pre-Review, Pediatric Risk Level will be visible- enter the Pediatric Risk Level(s) 
6. 2018 Requirements Only: Is continuing review required?
a. Indicate Yes (may be limited exceptions for modifications or studies involving no more than minimal risk that fit into expedited categories 1-7)
b. Rationale for requiring continuing review: Not required- leave blank
7. Enter the dates 
a. Approval Date- Date of meeting at which the item was conditionally approved
b. Effective Date- Date of meeting at which the item was conditionally approved 
NOTE: This date will be updated when the conditional approval is verified. 
c. Last Date of approval period- As determined during review
8. Enter or update the votes for the submission
9. Enter or update the conditions of approval, or write “See attached MRSA points” and add as a separate supporting document (Question 5)
NOTE: It is suggested that you write the conditions of approval in a separate Word document and paste them into this field after they have been finalized. Any needed review of the conditions of approval should take place outside of Zipline. This field is automatically merged into the determination letter and the minutes template, so the final version of the conditions of approval should be entered here and not the draft version. 
10. Enter or update any controverted issues and their resolutions 
NOTE: If there are no controverted issues, indicate this. Do not leave this field blank. 
11. Enter ”See Master Checklist and Staff Data Entry” for any additional determinations 
12. Enter or update any additional information or notes 
13. Attach supporting documents using the document file naming convention:
a. Master Checklist 
NOTE: If the master checklist needs to be updated when the conditional approval is verified, resubmit the committee review to update the checklist.
b. Pre-Review Note (do not replace previous versions from past reviews of the item)
c. Additional required checklists, if any
d. Any documents that support the committee’s determination, such as an email from a consultant, as needed
14. Indicate if you are ready to submit the review and click OK 
NOTE: To save entered committee review information without submitting, indicate that you are not ready to submit and click OK
[bookmark: _Toc449603812]Deferral
1. Click Edit Pre-Review and make any changes that were identified during the meeting
2. Click Submit Committee Review for the submission in either the meeting workspace or the submission workspace 
3. Select Deferred as the Determination 
4. Risk level is required- select the most likely outcome
NOTE: When the submission goes back to the committee, the risk level will be updated based on the committee’s determination
5. 2018 Requirements Only: Is continuing review required?
a. Indicate Yes
b. Rationale for requiring continuing review: Not required- leave blank 
6. Enter the dates 
a. Approval Date- Leave blank 
b. Effective Date- Leave blank OR enter the date of the meeting
NOTE: The deferral letter automatically pulls the date and time of the meeting for the effective date. The time may be deleted if desired.
c. Last Date of approval period- Leave blank
7. Enter or update the votes for the submission
8. In recommended changes, enter the deferral letter points, or write “See attached deferral points” and add as a separate supporting document 
NOTE: It is suggested that you write the deferral points in a separate Word document and paste them into this field after they have been finalized. Any needed review of the deferral points should take place outside of Zipline. This field is automatically merged into the determination letter and the minutes template, so the final version of the deferral points should be entered here and not the draft version. 
9. Enter or update any controverted issues and their resolutions 
NOTE: If there are no controverted issues, indicate this. Do not leave this field blank. 
10. Enter or update any additional information or notes 
11. Attach supporting documents using the document file naming convention:
a. Pre-Review Note (do not replace previous versions from past reviews of the item)
12. Indicate that you are ready to submit the review and click OK 
NOTE: To save entered committee review information without submitting, indicate that you are not ready to submit and click OK
[bookmark: _Toc449603813]Disapproval 
1. Click Edit Pre-Review and make any changes that were identified during the meeting
2. Click Submit Committee Review for the submission in either the meeting workspace or the submission workspace 
3. Select Disapproved as the Determination 
4. Select risk level as determined by the board 
5. 2018 Requirements Only: Is continuing review required?
a. Indicate: No
6. Enter the dates 
a. Approval Date- Leave blank
b. Effective Date- Date of the meeting at which the item was disapproved 
c. Last Date of approval period- Leave blank 
7. Enter or update the votes for the submission
8. Enter or update any controverted issues and their resolutions 
NOTE: If there are no controverted issues, indicate this. Do not leave this field blank. 
9. Enter ”See Master Checklist and Staff Data Entry” for any additional determinations 
10. Enter or update any additional information or notes
11. Attach supporting documents using the document file naming convention:
a. Master Checklist 
b. Pre- Review Note (do not replace previous versions from past reviews of the item)
c. Additional required checklists
d. Any documents that support the committee’s determination, such as an email from a consultant, as needed
12. Indicate if you are ready to submit the review and click OK
NOTE: To save entered committee review information without submitting, indicate that you are not ready to submit and click OK
[bookmark: h.41mghml][bookmark: _INSTRUCTIONS:_Prepare_Meeting][bookmark: _Toc449603814][bookmark: _Toc536430774][bookmark: _Toc536616647][bookmark: _Toc536616813][bookmark: _Toc156579439]INSTRUCTIONS: Prepare Meeting Minutes 
Purpose: Used to prepare the IRB meeting minutes 
The Prepare Minutes activity is available in the meeting workspace. 
[bookmark: _Toc449603815]Prepare Minutes Steps
1. Click Prepare Minutes
2. Select the template from the dropdown list and click Generate 
3. Click the link under draft minutes to open the template
4. Save the template to your computer using the document naming convention and make all necessary revisions 
NOTE: Items that were discarded, withdrawn, or put on another agenda after the meeting may not appear or may be inaccurate. This should be corrected manually. 
a. In the voting member list, all full members and any present alternate members should be listed
b. INITIALS, MODIFICATIONS, SITES, AND CONTINUING REVIEW:
i. The following RNI fields may be deleted for non-RNI submissions: RNI  
  Determinations (g), RNI action required (h), and RNI action plan (i)
ii. The additional notes field may be deleted (m)
iii. All other fields should remain
c. RNI:
i. Ensure the principal investigator name is listed in the Investigator field.  Zipline will default to the RNI Submitter.
ii. The following fields may be deleted: Motion (a), Risk Level (b), Last day of approval period (c), Recommended changes and reasons (d), Determinations and findings that require documentation (f), and Additional notes (m)
iii. All other fields should remain
iv. Minutes should point to any confidential information such as a consult or Pre-Review note that was documented using a Private Comment
5. Close the revised minutes
6. In the Prepare Minutes activity, click Upload Revision 
7. Click Browse or Choose File (depending on your browser) and select the revised minutes
8. Click OK 

The minutes will appear in the meeting workspace.
[bookmark: h.2grqrue][bookmark: _INSTRUCTIONS:_Close_Meeting][bookmark: _Toc449603816][bookmark: _Toc536430775][bookmark: _Toc536616648][bookmark: _Toc536616814][bookmark: _Toc156579440]INSTRUCTIONS: Close Meeting
Purpose: Used to close the IRB meeting in Zipline
The Close Meeting activity should be completed after all committee reviews have been submitted and the meeting minutes have been completed. Once the meeting is closed, the minutes will appear in the “Previous meetings with minutes for approval” area of the next meeting and the Approve Meeting Minutes activity becomes available.
[bookmark: _Toc449603817]Close Meeting Steps
1. Click Close Meeting 
[bookmark: h.vx1227][bookmark: _Toc449603818]The meeting should now be in Meeting Complete state. 
[bookmark: _Toc536430776][bookmark: _Toc536616649][bookmark: _Toc536616815][bookmark: _Toc156579441]Part X: Other IRB Committee Activities
[bookmark: h.3fwokq0][bookmark: _Toc449603819][bookmark: _Toc536430777][bookmark: _Toc536616650][bookmark: _Toc536616816][bookmark: _Toc156579442]INSTRUCTIONS: Edit Meeting Details
Purpose: Used to edit details for previously created IRB meetings 
IRB meeting dates are bulk uploaded by a site administrator. If the meeting date/time needs to be updated, the previously created meeting should be edited using the Edit Meeting Details activity.  Meetings can only be deleted in Zipline by a site administrator. The meeting details can be edited until the meeting is convened in Zipline. 
[bookmark: _Toc449603820]Edit Meeting Details Steps
1. In the meeting workspace, click Edit Meeting Details 
2. Update the meeting information as needed 
3. Click OK 
The meeting details should be updated in the meeting workspace.  
[bookmark: h.1v1yuxt][bookmark: _Toc449603821][bookmark: _Toc536430778][bookmark: _Toc536616651][bookmark: _Toc536616817][bookmark: _Toc156579443]INSTRUCTIONS: Create New Meeting
Purpose: Used to create a new meeting that was not bulk uploaded 
Meeting dates are typically bulk uploaded to Zipline so individual meetings do not need to be created. 
If the meeting date/time needs to be updated, the previously created meeting should be edited instead of creating a new meeting. See INSTRUCTIONS Edit Meeting Details.  
If a new meeting is needed in addition to the meetings already bulk uploaded, the Create New Meeting activity can be used. 
[bookmark: _Toc449603822]Create New Meeting Steps
1. Click Meetings in the menu
2. Click Create New Meeting 
3. Select the committee and enter the meeting information
4. Click OK 
The meeting should now be in created in Zipline. 
[bookmark: h.4f1mdlm][bookmark: _Toc449603823][bookmark: _Toc536430779][bookmark: _Toc536616652][bookmark: _Toc536616818][bookmark: _Toc156579444]INSTRUCTIONS: Update Committee Roster 
Purpose: Used to update the committee roster and designated reviewer list in Zipline  
The committee roster can be updated by a committee administrator as needed in Zipline. Before you can assign a person to a committee, the person's user account must include the IRB Committee Member role. Contact a Site Administrator to add this role to a user’s account. 
In order to be selected as a Designated Reviewer, users must be included on at least one committee. In addition, a committee administrator must specify that a user is eligible to serve as a designated reviewer using the Update Eligible Designated Reviewers activity.
[bookmark: _Toc449603824]Update Committee Roster Steps
1. Click Meetings in the menu
2. Select the Committees tab 
3. Click the name of the committee to be updated
4. Click Edit Members in the lefthand column 
5. Use the Add, Update, and Remove buttons to update the committee roster as needed for committee administrators and committee members 
6. When your revisions are complete, click OK in the Edit Members window 
[bookmark: _Toc449603825]Update Designated Reviewer List Steps
1. Click Meetings in the menu
2. Select the Committees tab 
3. Click the name of the committee that requires updates to the designated reviewer list
4. Click Update Eligible Designated Reviewers in the lefthand column 
5. Use the checkboxes to make any needed revisions to the designated reviewer list
NOTE: Only users added to the committee roster in Zipline appear as eligible designated reviewers.
6. When your revisions are complete, click OK 
[bookmark: h.2u6wntf][bookmark: _Toc449603826][bookmark: _Toc536430780][bookmark: _Toc536616653][bookmark: _Toc536616819][bookmark: _Toc156579445]INSTRUCTIONS: Resend Minutes to the Committee
Purpose: Used to resend previously accepted IRB meeting minutes to the committee 
After the meeting minutes have been accepted using the Approve Meeting Minutes activity, the minutes can still be revised as needed using the Prepare Minutes activity. 
[bookmark: _Toc449603827]Resend Minutes to the Committee Steps
1. In the relevant meeting workspace, open the previously approved minutes that require revision (under the Minutes heading at the top of the screen)
2. Make any required revisions to the minutes document and save it to your computer using the document naming convention
3. In the relevant meeting workspace, click Prepare Minutes
4. Click the ellipsis next to the draft minutes and select Upload Revision 
5. Click Browse or Choose File (depending on your browser) and select the revised minutes
6. Click OK 

[bookmark: h.19c6y18][bookmark: _Toc449603828][bookmark: _Toc536430781][bookmark: _Toc536616654][bookmark: _Toc536616820]The minutes will automatically reappear in the “Previous Meetings with Minutes for Approval” area of the next IRB meeting workspace, prompting IRB members to review the revisions. 

[bookmark: _Toc156579446]Section IV: Reliances 
[bookmark: _Toc156579447]Part XI: Institutional Profiles
[bookmark: _Toc156579448]INSTRUCTIONS: Update Institutional Profile 
Purpose: Used to update and maintain institutional profiles for institutions relying on the UW IRB and for institutions that the UW IRB is relying on for IRB review
A site manager creates the initial institutional profile record and completes all required questions. The initial responses should be updated as needed. Contact a site manager if a new institutional profile needs to be created. 
There is no history of institutional profile updates available for the activity as a whole. The local context document upload captures historical versions. 
Note that both HSD staff and researchers can see a read-only version of the institutional profile linked from the site record or the external IRB study. 
Steps 
1. Click Institutional Profiles in the upper navigation bar
2. Locate the institutional profile that requires updating
3. Click the Edit button next to the institution name
4. Complete or update questions as needed throughout the profile 
a. Authorization Agreements- cooperative and other master agreements should be uploaded here, not study specific agreements
b. Is this institution eligible to be a participating site on a multi-site study?- If no is selected, the institutional profile cannot be linked to a relying site 
c. Is this institution eligible to be a single IRB of record in a multi-site study?- If no is selected, the institutional profile cannot be selected in the external IRB pathway
d. Send all RNIs directly to the sIRB (bypassing local IRB review)?- If yes is selected, any RNI submitted for an external IRB submission being reviewed by that institution will skip directly to “Pending sIRB Review” state 
e. Is this institutional profile active?- If no is selected, the institutional profile cannot be selected as a relying site or as a reviewing IRB
f. Other Local Context Information- If a new version of a document becomes available, update the previous version to maintain the document history
5. Click OK to save your changes 
[bookmark: _Toc156579449]Part XII: External IRB
[bookmark: _Toc156579450]INSTRUCTIONS: Confirm Reliance
Purpose: Used to confirm that UW will rely on another IRB’s review for a study 
The Confirm Reliance activity is available for studies that have indicated that an external IRB will act as the IRB of record for the study, as indicated on the Basic Information page of the study SmartForm. Any documents uploaded while completing the activity are available to staff and the research team in the study history. After this activity is executed, the study goes immediately to Pending sIRB state. 
To send the application back to the research team for clarification or updates, see INSTRUCTIONS Request Clarification.
Steps When Reliance Cannot Be Confirmed
1. If the study is not eligible for review by an external IRB and should not be reviewed by a UW IRB, administratively withdraw the study
2. If the study is not eligible for review by an external IRB because it requires review from a UW IRB, complete the following steps:
a. Request clarification from the study team and ask them to (1) update the Basic Information page to indicate that an external IRB will not act as the IRB of record and (2) edit their application for internal review, which includes completing and attaching the IRB Protocol form
b. Use Assign to Team to assign the study to the appropriate review team based on the PI’s department and sIRB status
c. Use the Assign IRB Coordinator activity to assign the study to the appropriate Team Operations Lead (TOL)
d. Use the Add Comment activity to inform the PI, Study Team, and IRB Coordinator (TOL) that the study has been transferred to a UW review team for review because it is not eligible for review by an external IRB 
Confirm Reliance Steps 
1. Use the Prepare Letter and Send Letter Functions to send the Authorization Letter- see INSTRUCTIONS Prepare and Send Determination Letter
2. In the study workspace, click Confirm Reliance 
a. Add any desired comments- these show in the activity history but not the notification
b. Select Yes to confirm reliance on the external IRB
c. Click OK 
3. In the study workspace, use the Upload Shared Regulatory Documents activity to add any study specific reliance agreements or other documents 
4. Complete the External IRB Staff Data Entry activity
[bookmark: _Toc156579451]INSTRUCTIONS: Record sIRB Decision
Purpose: Used to record basic information about the reviewing IRB’s decision 
This activity cannot be completed until HSD has received the approval letter from the reviewing IRB. 
The study team does not have the ability to edit the submission while it is in Pending sIRB Review state. HSD staff with IRBD permissions do have the ability to edit in Pending sIRB Review state. 
Steps
1. Complete the Record sIRB Decision activity. Only enter the following fields: 
a. Determination
b. Approval letter from external IRB- upload a copy
c. Common Rule regulatory requirements
d. Other supporting documents may be uploaded if needed
e. Do you need to finalize documents or send a letter?- No
f. Are you ready to record the sIRB's decision?
2. The study will transition to Review Complete state. 
· Multi-site or collaborative studies- Active
· Single site studies- External IRB
[bookmark: _INSTRUCTIONS:_External_IRB][bookmark: _Toc156579452]INSTRUCTIONS: External IRB Staff Data Entry
Purpose: Used to enter and update required external IRB staff data entry for studies.
The External IRB Staff Data Entry activity is intended to capture additional information for reporting purposes. It is available in the main study record once a study is submitted to HSD. The External IRB Staff Data Entry activity can be updated as needed during the life of the study.  
External IRB Staff Data Entry Steps 
1. Click External IRB Staff Data Entry 
2. Indicate or update responses to the questions on the form 
NOTE: In general, all federal departments and agencies that conduct or provide funding support also provide regulatory oversight of the research.
3. Add supporting documents if needed (Question 12)
4. Click OK 

[bookmark: _Toc156579453]INSTRUCTIONS: External Consent Audit
Purpose: Used to enter and update required external IRB staff data entry about consent audits for studies.
The External Consent Audit activity is intended to capture additional information for the purpose of tracking audits of consent materials. It is available in the main study record once a study is submitted to HSD. The External Consent Audit activity can be updated as needed during the life of the study.  
External Consent Audit Data Entry Steps 
1. Click External Consent Audit 
2. Indicate or update responses to the questions on the form 
3. Add supporting documents if needed (Question 6)
4. Click OK 
[bookmark: _Toc156579454]INSTRUCTIONS: Site Modifications and Study Updates 
Purpose: Used to process site modifications and study updates for external IRB studies 

Site modifications and study updates may only be submitted for studies that are in Review Complete state. They also have different workflows.

Site Modifications: 
· Follow a similar workflow to an initial external IRB application.
· Have a simplified process for modifications to the study team.

Study Updates: 
· HSD staff do not receive a notification when a study update is created and it does not show up in My Inbox for HSD staff. 
· No formal request clarification loop is available. If changes are needed, HSD staff should use comments to communicate with the study team. The study team still has edit access to the update after it is created. 

What the study team is able to change with the submission depends on whether the study is single site or multi-site/collaborative. See the table below for details. 

	Type: 
	SmartForms Available for Update:

	Multi-site Site Modification- Study Team and Research Location information 
	· Local Study Team Members (Change Zipline Study Access)
· Local Research Locations  


	Multi-site Site Modification- Other Parts of the Site 
	· Basic Local Site Information (Change Local/UW PI)
· Additional Local Funding Sources
· Local Site Documents

	Multi-Site Study Update 
	· Basic Study Information 
· External IRB (Change Reviewing IRB)
· Study Funding Sources 
· Study Scope 
· Study-Related Documents

	Single Site Study Update
	· Basic Study Information (Change Local/UW PI)
· External IRB (Change Reviewing IRB)
· Study Funding Sources 
· Local Study Team Members (Change Zipline Study Access) 
· Study Scope 
· Local Research Locations
· Local Site Documents 



Process Site Modifications Steps 
1. Click View Modification in Next Steps
2. Click Compare to see the changes that were made 
NOTE: Compare may not show changes made to the Local Study Team Members. This is a system bug. 
3. Exit the SmartForm 
4. Request Clarification from the study team if needed 
5. If the modification is acceptable, complete the Accept Site Updates and Record sIRB Decision activities as described below. The process is different depending on the type of modification.
FOR STUDY TEAM MODIFICATIONS: 
You only need to Accept Site Updates. Record sIRB Decision does not appear.  If you want to send a letter, mark ‘Yes’ for “Do you need to finalize documents or send a letter.” The submission will transition to Post-Review, and the ability to prepare and send a letter will appear in the action menu. If you do not want to send a letter, mark ‘No’ for “Do you need to finalize documents or send a letter.”
FOR OTHER TYPES OF MODIFICATIONS: 
You must Accept Site Updates and Record sIRB Decision. Complete the following fields in the Record sIRB Decision activity: 
a. Determination
b. Approval Letter from external IRB (this is only required if the modification changes the UW PI. If so, upload the approval letter. If not, leave blank)
c. Common Rule Regulatory Requirements
d. Additional supporting documents may be uploaded if needed
e. Do you need to finalize or send a letter? (if you select “Yes” the modification will be moved to Post-Review to allow you to prepare and send a letter. If you select “No” the modification will be moved to Review Complete.)
f. Are you ready to record the sIRB’s decision?
If you choose to send a letter, the Prepare Letter function will now appear in the action menu. Use that function to prepare and the Send Letter function to send the letter. Do not finalize documents. Sending the letter moves the modification to the Review Complete status.

Process Study Updates Steps 
1. Click View Study Details in Next Steps 
2. Use Compare to see the changes that were made 
3. Exit out of the SmartForm
4. If changes are needed, ask the study team to make them via a comment (no formal clarification request loop is available) 
5. When the update is acceptable, complete the Finalize Updates activity
[bookmark: _Toc156579455]INSTRUCTIONS: Close External Study 
Purpose: Used to close an external IRB study
If a closure request is submitted to HSD via a comment, study update, or site modification, HSD staff may close the study. 
Steps 
1. In the study workspace, click Close Site (Close Study (Admin) for single site studies) 
2. Complete the activity and click OK 
[bookmark: _Toc156579456]Section V: Compliance
[bookmark: _Toc156579457]Part XIII: Reports of New Information (RNI)
[bookmark: h.3tbugp1][bookmark: h.28h4qwu][bookmark: _Toc449603831][bookmark: _Toc536430783][bookmark: _Toc536616656][bookmark: _Toc536616822][bookmark: _Toc156579458]INSTRUCTIONS: Submit Report of New Information (RNI) 
Purpose: Used by HSD staff to submit a report of new information for review by the Regulatory Affairs staff
A Report of New Information (RNI) is used by HSD staff to submit any IRB-related issues or relevant new information, including:

· Breach (or risk of breach) of subject confidentiality or privacy (e.g. IRB failed to ensure Certificate of Confidentiality was in place before issuing IRB approval)
· Inappropriate access of Protected Health Information (PHI) (e.g. IRB failed to grant a researcher-requested HIPAA waiver. Researcher subsequently accessed PHI.)
· IRB Serious noncompliance
· IRB Continuing noncompliance
· Notification of Single Patient Expanded Access

The RNI submitter may link the RNI to one or more studies when the RNI is submitted, but it is not required. Regulatory Affairs staff can also link studies to a RNI at any time during review. The RNI submitter has full access to edit the RNI. The PI, any PI proxies, the primary contact, and study team members of all related (linked) studies are given read-only access to the RNI submission. The PIs, PI proxies, and primary contact also receive the same e-mail notifications as the RNI submitter throughout the workflow. 

Submit RNI Steps 
NOTE: To submit a RNI for Single Patient Expanded Access, see Submit RNI for Single Patient Expanded Access Steps 
1. From My Inbox, click Report New Information
NOTE: Reports of New Information can also be created from the study workspace once review is complete. This automatically associates (links) the RNI with the study.
2. Enter a short title for the submission
NOTE: For most submissions we recommend using the following format:
[PI Name]_[1-2 Word Descriptor of Event]
e.g. Smith_CoC Missing, Smith_Missing IRB AA, Smith_HIPAA Waiver Not Granted
3. Enter the date you became aware of the information
4. In the description box, write, “see attached supplement” and upload the completed ZIPLINE SUPPLEMENT: IRB-related Report of New Information form
NOTE: If there is a related modification that will be submitted by the researcher, please note this here
5. Indicate your assessment of the RNI
NOTE: Regulatory Affairs staff may make a different determination after review of the RNI.
6. Add any related studies or modifications, if appropriate. Linking a study or modification will give the study team access to the RNI.
NOTE: To add a related modification, first add the modification’s parent study. After adding the parent study, the RNI SmartForm must also be saved before the modification can be added.  
a. Click Add
b. Select the checkbox for the related study 
c. Click OK (may require scrolling)
7. If the RNI is linked to a multi-site/collaborative study, any affected participating sites may also be linked to the RNI
a. #7 “Reporting participating sites” of the RNI SmartForm should be left blank. If a site is listed in #7 when the RNI was created, remove it, and add the site to #8 of the SmartForm
NOTE: Multiple studies/modifications cannot be added to #6 of the SmartForm is there is an entry in #7
b. If there are other affected sites related to the RNI, add the site(s) to #8 of the RNI SmartForm. If the reporting site is different than the affected sites, add a comment to the history tab noting the reporting site study number
8. Upload the SUPPLEMENT IRB-related Report of New Information (available on SharePoint Document Library) as a supporting document
9. Click Continue to automatically save the RNI and go to the RNI workspace
NOTE: Click Save to save the RNI without going to the RNI workspace
10. If needed, click Edit RNI to make any needed changes to the form before submitting
11. Click Submit RNI and click OK to complete required verifications
The RNI does not go to the Regulatory Affairs staff for review until the Submit RNI activity has been completed. The RNI should transition from Pre-Submission state to Pre-Review state.
[bookmark: _Submit_RNI_for]Submit RNI for Single Patient Expanded Access Steps
1. From My Inbox, click Report New Information
2. Enter a short title for the submission using the following format:
SPEU/CUD DrugName PhysicianName DateofUse
3. Enter the date you became aware of the information. This is the date the expanded access notification was received by HSD.
4. Leave the categories that represent the new information blank
5. In the description box, write, “Single Patient Emergency Use” or “Compassionate Use, Device”
6. Does this information indicate a new or increased risk, or a safety issue should be “No”
7. Does the study need revision should be “No”
8. Does the consent document need revision should be “No”
9. Related studies or modifications should be left blank
10. Upload the notification form, documentation of chair concurrence, unsigned copy of the consent form, and any correspondence with the submitting physician
NOTE: Do not upload any identifiable patient information in Zipline
11. Click Continue to automatically save the RNI and go to the RNI workspace
NOTE: Click Save to save the RNI without going to the RNI workspace
12. If needed, click Edit RNI to make any needed changes to the form before submitting
13. Click Submit RNI and click OK to complete required verifications
The RNI does not go to the Regulatory Affairs staff for review until the Submit RNI activity has been completed. The RNI should transition from Pre-Submission state to Pre-Review state.
[bookmark: _Toc156579459]INSTRUCTIONS: Submit External IRB Report of New Information (RNI) as a RNI Steps
Purpose: Used by the Regulatory Affairs Team to submit a Report of New Information (RNI) to document external IRB RNI. 
NOTE: A RNI is only created for reports with a reportable determination.
Submit RNI Steps
1. From My Inbox, click Report of New Information
2. Enter a short title for the submission using the following format: External IRB RNI
3. Enter the date the External RNI was received by HSD
4. Leave the categories that represent the new information blank
5. In the description box, write, “External IRB RNI”
6. Does this information indicate a new or increased risk, or safety issue should be “No”
7. Does the study need revision should be “No”
8. Does the consent document need revision should be “No”
9. Associate (link) the RNI to the Zipline study record
10. Do not upload any supporting documents
11. Click continue to automatically save the RNI and go to the RNI workspace
NOTE: Click Save to save the RNI without going to the RNI workspace
12. If needed, click Edit RNI to make any needed changes to the form before submitting
13. Click Submit RNI and click OK to complete require verifications
The RNI does not go to the Regulatory Affairs staff for review until the Submit RNI activity has been completed. The RNI should transition from the Pre-Submission state to Pre-Review state.

[bookmark: _Toc156579460]INSTRUCTIONS: Incoming Items-RNI
Purpose: Used by the Regulatory Affairs staff to locate and assign new Reports of New Information (RNI) submissions for review

Reports of new information are managed by the compliance team directly.
Incoming Items-RNI Steps
Step 1: Locate newly received RNI in Zipline
· In the IRB Submissions area, go to the New Information Reports tab
· Use filters to show only RNI in Pre-Review
· Filter by State- Pre-Review
· Sort by the Coordinator column to show reports that have not yet been assigned to an IRB coordinator for review
· Click the name of the report to open
Step 2: Determine who should review the report of new information 
· Do not assign to anyone who identifies as having a conflict of interest
Step 3: Assign the RNI to the appropriate reviewer
· In the RNI workspace, click Assign Coordinator
· Select the appropriate reviewer from the list and click OK
· The name of the assigned coordinator will now be listed in the RNI workspace

[bookmark: h.nmf14n][bookmark: _Toc449603833][bookmark: _Toc536430784][bookmark: _Toc536616657][bookmark: _Toc536616823][bookmark: _Toc156579461]INSTRUCTIONS: Add Related Submission
Purpose: Used to add or remove a related submission to a report of new information  
A RNI submission can be associated with one or more studies, or with no study at all. A RNI submission can also be associated with a modification to a study, such as a modification that is created in response to the reported information. When adding a related modification, you must add the study that is being modified first. If the RNI is related to a collaborative/multi-site study, the RNI may also be associated with sites for the study.

After creation of the RNI, the Add Related Submissions activity can be used to add related studies, sites, and modifications. The activity is available to the submitter, assigned IRB Coordinator, responsible party, and the PI or PI proxy of any study that is already related.

IMPORTANT: The study team of any related submissions is able to view the RNI, including the Submit RNI Pre-Review activity in the history.

IMPORTANT: If the RNI is linked to a multi-site/collaborative study, any affected participating sites may also be linked to the RNI.
· Q2: “Reporting participating sites” should be left blank. Multiple studies/modification cannot be added to Q1 if there is a site listed in Q2.
· If there are other affected sties related to the RNI, add the site(s) to Q3 “Affected participating sites”. If the reporting site is different than the affected sites, add a comment to the history tab noting the reporting site study number.
[bookmark: _Toc449603834]Add Related Study Steps 
1. In the RNI workspace, click Add Related Submission
2. Click the ellipsis by the text field
NOTE: To remove a previously added submission, click the X icon by that submission in the activity. 
3. Click the checkbox for the study or studies that should be related
4. Scroll down and click OK
5. Add any reported or affected participating sites (multi-site/collaborative studies only)
6. Add any comments
7. Click OK
[bookmark: h.37m2jsg][bookmark: _Toc449603835][bookmark: _Toc536430785][bookmark: _Toc536616658][bookmark: _Toc536616824][bookmark: _Toc156579462]INSTRUCTIONS: Submit Not Noncompliance Determination
Purpose: Used by the Regulatory Affairs staff to submit a determination of not noncompliance 
Not noncompliance determinations are made during Pre-Review of RNI submissions.

See INSTRUCTIONS Request Clarification to follow up with the RNI submitter during your review.

When a RNI is found to be not noncompliance, this information must be entered into the Submit RNI Pre-Review activity in Zipline to push it forward in the workflow. If the RNI needs to be reviewed by the TOL or other review staff, indicate that additional review is required.

[bookmark: _Toc449603836]IMPORTANT: The study team of any related submissions is able to view the Submit RNI Pre-Review activity in the history.
Submit Not Noncompliance Determination Steps 
1. Click Submit RNI Pre-Review 
2. Select “Allegation of noncompliance with no basis in fact” or “None of the above” as appropriate (Question 1)
NOTE: If the RNI needs to be reviewed by the TOL or other review staff, also check “additional review required”
3. Enter notes as needed (usually blank) (Question 2)
NOTE: Additional information pertinent to the review may be included in the notes field as needed. Note that this is visible to the study team of any related submissions.
4. Upload any supporting documents, if applicable (Question 3) 
NOTE: This is visible to the study team of any related submissions.
a. Click Add
b. Click Browse or Choose File (depending on your browser)
c. Select the supporting document from your computer and click Open
d. Click OK
5. Indicate that you are ready to submit the review (Question 4)
NOTE: If you indicate no, the form will be saved without being submitted.
6. Click OK to submit your determination

RNI that do not require additional review:
· Go directly to Acknowledged state
· Notifications are sent to the submitter and the PIs of any associated studies indicating that review is complete
· A formal determination letter should be sent- See INSTRUCTIONS Prepare and Send Determination Letter
· Require staff data entry- See INSTRUCTIONS RNI Data Entry

RNI that do require additional review: 
· Go to Pre-Review Submitted State until the Regulatory Affairs staff assigns a TOL or other review staff as the designated reviewer- See INSTRUCTIONS Assign Designated Reviewer 

[bookmark: _INSTRUCTIONS:_Refer_Not][bookmark: h.1mrcu09][bookmark: _INSTRUCTIONS:_Submit_Minor][bookmark: _Toc449603837][bookmark: _Toc536430786][bookmark: _Toc536616659][bookmark: _Toc536616825][bookmark: _Toc156579463]INSTRUCTIONS: Submit Minor Noncompliance Determination
Purpose: Used by the Regulatory Affairs staff to submit a determination of minor noncompliance for a Report of New Information (RNI)
Minor noncompliance determinations are made during Pre-Review of RNI submissions.

See INSTRUCTIONS Request Clarification to follow up with the RNI submitter during your review. 

When a RNI is found to be minor noncompliance, this information must be entered into the Submit RNI Pre-Review activity in Zipline to push it forward in the workflow. After the minor noncompliance determination is entered, the RNI should go to the Team Operations Lead (TOL) for review of the corrective action plan.
[bookmark: _Toc449603838]IMPORTANT: The study team of any related submissions is able to view the Submit RNI Pre-Review activity in the history. Confidential material, such as Pre-Review notes or consults, should not be uploaded in the Submit RNI Pre-Review activity as supporting documents.
Submit Minor Noncompliance Determination Steps
1. Click Submit RNI Pre-Review 
2. Select “Noncompliance that is neither serious nor continuing” AND “Additional review required” (Question 1)
NOTE: If you do not select “Additional Review Required,” the RNI will go directly to Acknowledged state. 
3. Enter notes as needed (usually blank) (Question 2)
NOTE: Additional information pertinent to the review may be included in the notes field as needed. Note that this information is visible to members of the study team of any related submissions.
4. Upload any supporting documents (e.g. RNI Determination), if applicable (Question 3)
NOTE: Do not upload any confidential documents to the supporting documents in the Pre-Review activity.
5. Indicate that you are ready to submit the review (Question 4)
NOTE: If you indicate no, the form will be saved without being submitted.
6. Click OK to submit your determination
NOTE: The RNI should now be in Pre-Review Completed state.
7. Click Assign Designated Reviewer
8. Choose the appropriate TOL or other review staff from the dropdown list 
9. Add any notes or supporting documents for the designated reviewer. Consults can be uploaded as a supporting document in the Assigned Designated Reviewer activity.
10. Click OK
11. Complete the RNI Data Entry activity – See INSTRUCTIONS RNI Data Entry

Once the TOL is assigned, the RNI should transition to Non-Committee Review and the assigned designated reviewer will receive an email notification. 
[bookmark: _Toc156579464]INSTRUCTIONS: Submit RNI Pre-Review for Full Board
Purpose: Used by the Regulatory Affairs staff to submit determinations of unanticipated problems involving risks to subjects or others, suspension or termination of IRB approval, serious noncompliance, or continuing noncompliance
Determinations of unanticipated problem involving risks to subjects or others, suspension or termination of IRB approval, serious noncompliance, or continuing noncompliance are submitted in the Submit RNI Pre-Review activity in Zipline. When one of these determinations is entered, the RNI must go to an IRB meeting or a HSD Management Team meeting for review.

IMPORTANT: The study team of any related submissions is able to view the Submit RNI Pre-Review activity in the history. Confidential material, such as Pre-Review notes or consults, should be not be uploaded in the Submit RNI Pre-Review activity as supporting documents. The Add Review Comments activity is not visible to the study team and re-review notes and consults should be added to this activity.
Submit RNI Pre-Review for Full Board Steps 
1. Click Submit RNI Pre-Review 
2. Select “unanticipated problem involving risks to subjects or others,” “suspension or termination of IRB approval,” “serious noncompliance,” and/or “continuing noncompliance” as appropriate 
3. Enter an explanation of why the determination was made in the notes field 
NOTE: Additional information pertinent to the review may be included in the notes field as needed. Note that this information is visible to the study team of any related submissions
4. Upload any supporting documents (e.g. RNI Determination), if applicable
NOTE: Any confidential documents should not be uploaded.
5. Indicate that you are ready to submit the review
NOTE: If you indicate no, the form will be saved without being submitted.
6. Click OK to submit your determination
NOTE: The RNI should now be in Pre-Review Completed state.
7. Click Assign to Meeting
8. Choose the appropriate meeting
NOTE: If the RNI involves IRB serious or continuing noncompliance, the RNI should first the assigned to a management team meeting. See INSTRUCTIONS Management Review of IRB Noncompliance for next steps. 
9. Click OK
10. From the submission workspace, click Add Review Comments
a. Attach the Pre-Review note and any documentation of consultations as a supporting document to aid the committee’s review using the document naming convention (Question 3)
b. Click OK
11. Complete the RNI Data Entry activity – See INSTRUCTIONS RNI Data Entry

Once the meeting is assigned, the RNI should transition to Committee Review state.
[bookmark: _Toc156579465]INSTRUCTIONS: Submit RNI Pre-Review for Single Patient Expanded Access
Purpose: Used by the Regulatory Affairs team to process a Report of New Information (RNI) submitted to document Single Patient Expanded Access
NOTE: To submit a RNI for Single Patient Expanded Access, see Submit RNI for Single Patient Expanded Access Steps 
1. Click Assign Coordinator and assign yourself as the coordinator
2. Click Submit RNI Pre-Review
3. Select “None of the above” as the determination
4. Leave notes blank
5. Do not upload any supporting documents
6. Indicate that you are ready to submit the review
NOTE: If you indicate no, the form will be saved without being submitted
7. Click OK to submit your determination

[bookmark: _INSTRUCTIONS:_Review_the][bookmark: _Toc536430787][bookmark: _Toc536616660][bookmark: _Toc536616826]The RNI transitions to the Acknowledged state. A formal determination letter does not need to be sent. See INSTRUCTIONS RNI Data Entry.

[bookmark: _Toc156579466]INSTRUCTIONS: Submit RNI Pre-Review for External IRB RNI
Purpose: Used by the Regulatory Affairs team to process external IRB RNI.
NOTE: To submit a RNI for an External IRB RNI, see Submit External IRB Report of New Information (RNI) as a RNI
1. Click Submit RNI Pre-Review
2. Select “None of the above” as the determination
3. Leave notes blank
4. Upload any supporting documents (e.g., initial email from the external IRB and any internal or federal reports). 
NOTE: Upload any follow-up correspondence with the reviewing external IRB (e.g., confirming report to OHRP and or the FDA) as a private comment in the history tab of the RNI.
5. Complete RNI Data Entry Activity – See INSTRUCTIONS: RNI Data Entry
6. Indicate you are ready to submit the review
NOTE: If you indicate no, the form will be saved without being submitted
7. Click OK to submit your determination
The RNI transitions to the Acknowledged state. A formal determination letter does not need to be sent.

[bookmark: _Toc156579467]INSTRUCTIONS: Submit RNI Pre-Review for Humanitarian Use Device
Purpose: Used by Regulatory Affairs staff to process a Report of New Information (RNI) submitted to document Humanitarian Use Devices (HUD)

NOTE: If the HUD use is for research purposes, process the RNI like any other research RNI (i.e., assess and make a regulatory determination). If the HUD use is for clinical purposes, follow the steps below.

Submit RNI Pre-Review for HUD Steps
1. Click Submit RNI Pre-Review
2. Select “None of the above” as the determination AND “additional review required” (Question 1)
3. Leave notes blank
4. Do not upload any supporting documents
5. Indicate that you are ready to submit the review (Question 4)
NOTE: If you indicate no, the form will be saved without being submitted
6. Click OK to submit your determination
7. Click Assign Designated Reviewer
8. Choose the appropriate TOL
9. Add any notes or supporting documents for the designated reviewer
10. Click OK
Once the TOL is assigned, the RNI should transition to Non-Committee Review and the assigned designated reviewer will receive an email notification.
[bookmark: _Toc156579468]INSTRUCTIONS: Designated Review of Reports of New Information (RNI)
Purpose: Used by Team Operations Leads (TOLs) or other review staff to provide their review of RNI, including review of items that are not considered noncompliance such as DSMB reports and review of corrective action plans associated with minor noncompliance 
A RNI may be assigned to a designated reviewer, typically the Team Operations Lead (TOL), to review the corrective action plan for minor noncompliance or to review other information. Once the review is complete, the TOL should reassign the RNI to the Regulatory Affairs staff assigned as IRB Coordinator and NOT complete the Submit Designated Review activity.
Designated Review of RNI Steps
1. Review the information in the RNI
a. Click Review RNI to view the submitted report
b. Click the Reviews tab to view the Regulatory Affairs staff’s review
2. Determine whether you have a conflict of interest with reviewing the research. If so, re-assign the review back to the Regulatory Affairs staff by clicking Assign Designated Reviewer and skip down to step 7 below.
3. Follow up with the RNI submitter as needed to request more information or request that a modification be submitted if applicable
a. See INSTRUCTIONS: Request Clarification if the RNI is in Pre-Review or IRB Review states
b. See Review Required Actions- Action Not Completed, Follow Up with Submitter if the RNI is in Post Review/Action Required states
4. After your review is complete, click Assign Designated Reviewer
5. Select the reviewing Regulatory Affairs staff as the Designated Reviewer
6. In the notes for reviewer field, indicate your notes to the Regulatory Affairs staff
EXAMPLE: “Corrective action plan is okay as described” or “We have requested that the study team submit a modification” or “This needs to go to IRB meeting X”
7. In the notes for reviewer field, indicate whether you have a conflict of interest or not and if yes, describe the nature of the conflict
8. Attach supporting documents, if any (Question 3)
9. Click OK
[bookmark: _INSTRUCTIONS:_Submit_RNI_1][bookmark: _Toc536430788][bookmark: _Toc536616661][bookmark: _Toc536616827][bookmark: _Toc156579469]INSTRUCTIONS: Submit RNI Designated Review 
Purpose: Used by the Regulatory Affairs staff to submit designated review for a Report of New Information (RNI) that required designated review from the TOL or other review staff
After the Team Operations Lead (TOL) or other review staff completes designated review, the RNI is reassigned to the Regulatory Affairs staff to submit the designated review and complete the RNI. 

If the RNI should go to the full board, complete the Assign to Meeting activity and INSTRUCTIONS: Submit RNI Committee Review instead of following the instructions listed below. 

Submit RNI Designated Review for Minor Noncompliance Determinations Steps 
1. Click Submit RNI Designated Review 
2. Leave the determinations question as previously determined 
NOTE: If “Additional Review Required” is showing up as checked, you must uncheck this to move forward in the workflow 
3. Enter any notes 
4. Upload any supporting documents, such as medical consults
5. Indicate that you do not have a conflicting interest
NOTE: If you do have a conflicting interest, you cannot submit designated review. 
6. Indicate that you are ready to submit the review
NOTE: If you indicate no, the form will be saved without being submitted.
7. Click OK
8. Complete the RNI Data Entry activity – See INSTRUCTIONS: RNI Data Entry

[bookmark: _INSTRUCTIONS:_Submit_RNI_2][bookmark: h.46r0co2][bookmark: _Toc449603839][bookmark: _Toc536430789][bookmark: _Toc536616662][bookmark: _Toc536616828]The RNI will transition to Acknowledged state, but a formal letter should still be prepared and sent. See INSTRUCTIONS: Prepare and Send Determination Letter.
[bookmark: _INSTRUCTIONS:_Management_Review][bookmark: _Toc156579470]INSTRUCTIONS: Management Review of IRB Noncompliance
Purpose: Used by the Regulatory Affairs staff to create the management review for a Report of New Information (RNI) involving serious or continuing IRB noncompliance.
Serious or continuing IRB noncompliance should be reviewed first by the management team and then by the IRB. A Management Team Meeting must be created in Zipline for this review. 
Create Management Meeting Steps 
1. Click Meetings in the menu
2. Click Create New Meeting
3. Select HSD Management as the committee
4. Select the meeting date and start time
5. Select the meeting location (e.g. ‘Zoom’ or ‘IRB Room, UW Tower’)
6. The meeting name should be “HSD Management on [insert mm/dd/yy of meeting]”
7. Click OK
The meeting should now be created in Zipline. The RNI must be added to the new meeting before a reviewer can be assigned and the agenda can be sent. See INSTRUCTIONS Assign to Meeting.
Assign Management Reviewer Steps
1. In the meeting workspace, click Assign Reviewers
2. Click Update by the agenda item that needs a reviewer assigned
3. Click Add 
4. Click Select in the popup window, choose the reviewer from the list, and click OK
NOTE: The HSD Director is typically the primary reviewer. If the HSD Director is not available, assign to another member of the management team.
5. Select Primary Reviewer as the role (Question 2) and click OK
6. Click OK in the Edit Agenda Item popup window
7. Indicate whether or not you want to notify assigned reviewers at this time (Question 3)
NOTE: It can also be done later by using the ‘Notify Reviewers’ option in left-hand menu of the
       meeting workspace
8. Click OK 
Prepare and Send Management Agenda Steps
1. In the meeting workspace, click Prepare Agenda
2. Select the template from the dropdown list and click Generate
3. Click the link under draft agenda to open the template
4. Save the template to your computer and make all necessary revisions 
NOTE: The principal investigator name auto populates with the name of the RNI submitter. Make sure to edit this in the agenda
5. Close the revised agenda
6. In the Prepare Agenda activity, click Upload Revision
7. Click Browse or Choose File (depending on your browser) and select the revised agenda
8. Click OK in the Submit a Document window and the Prepare Agenda window
9. Click Send Agenda
10. Select yourself from the list
11. Click OK

NOTE: An email with information about the RNI is typically sent to the management team before sending the agenda. This email should be documented as a private comment on the RNI.
[bookmark: _Toc156579471]INSTRUCTIONS: Submit Management Review 
Purpose: Used by the Regulatory Affairs staff to submit the management review for a Report of New Information (RNI) involving serious or continuing IRB noncompliance. Serious or continuing IRB noncompliance should first be reviewed by the HSD management team and then by the IRB.
Submit Management Review Steps 
1. Click Submit RNI Committee Review
2. Leave the determinations question as determined previously 
3. Indicate that further action is required 
4. Indicate the responsible party 
NOTE: This will typically be the HSD Director or someone who will be responsible for ensuring implementation of any proposed CAPA, and submission of the Action Response
a. Click the ellipsis
b. Click the checkbox for the appropriate responsible party
c. Click OK
5. Describe the action plan
6. Indicate the management team’s vote
7. Enter additional notes, if needed
8. Upload any supporting documents
a. Click the ellipsis
b. Click Browse or Choose File (depending on your browser)
c. Select the supporting document from your computer and click Open
d. Click OK
9. Indicate that you are ready to submit the review 
NOTE: If you indicate no, the form will be saved without being submitted.
10. Click OK

The RNI transitions to Post-Review state. See INSTRUCTIONS Prepare and Send the Determination Letter for next steps.
NOTE: Once the action plan has been approved by the institutional official, upload this approval on the RNI as a private comment.
[bookmark: h.2lwamvv][bookmark: _INSTRUCTIONS:_Submit_RNI][bookmark: h.111kx3o][bookmark: _Toc449603843][bookmark: _Toc536430790][bookmark: _Toc536616663][bookmark: _Toc536616829]See INSTRUCTIONS Respond to Action Required for next steps when the actions have been completed by HSD.
[bookmark: _Toc156579472]INSTRUCTIONS: Submit RNI Committee Review 
Purpose: Used by the Regulatory Affairs staff to submit committee review for a Report of New Information (RNI)
Determinations of unanticipated problem involving risks to subjects or others, suspension or termination of IRB approval, serious noncompliance, or continuing noncompliance are submitted in the Submit RNI Pre-Review activity in Zipline. When one of these determinations is entered, the RNI must go to a full board meeting. RNI that do not involve one of these determinations can also be assigned to a full board meeting using the Assign to Meeting activity.

For full board RNI, the committee can indicate that follow-up action is required to resolve the reported issue, specify an action plan, and assign a responsible party for carrying out the plan.

NOTE: For RNI involving IRB serious or continuing noncompliance where there are outstanding CAPA from the HSD Management Committee review, the Submit RNI Committee Review activity should always be “Further Actions Required”.
[bookmark: _Toc449603844]Submit RNI Committee Review- No Further Action Required Steps 
1. Click Submit RNI Committee Review
2. Leave the determinations question as determined previously
3. Indicate that no further action was required
4. Indicate the committee’s vote
5. Enter additional notes, if needed
NOTE: If there are controverted issues, reference the IRB committee minutes in which the controverted issue was discussed.
6. Upload any supporting documents
NOTE: Attach the Pre-Review note and consults as supporting documents
7. Indicate that you are ready to submit the review
NOTE: If you indicate no, the form will be saved without being submitted.
8. Click OK
9. Complete the RNI Data Entry activity – See INSTRUCTIONS: RNI Data Entry

The RNI transitions to Post-Review state. See INSTRUCTIONS Prepare and Send the Determination Letter for next steps.
[bookmark: _Toc449603845]Submit RNI Committee Review- Further Action Required Steps 
11. Click Submit RNI Committee Review
12. Leave the determinations question as determined previously
13. Indicate that further action is required
14. Indicate the responsible party
NOTE: Only the primary responsible party is able to submit the action response.
NOTE: For serious or continuing IRB noncompliance, this is typically an HSD staff person.
a. Click the ellipsis
b. Click the checkbox for the appropriate responsible party
c. Click OK
15. Describe the action plan (this question is required)
16. Indicate the committee’s vote
17. Enter additional notes, if needed
18. Upload any supporting documents
NOTE: Attach the Pre-Review note and consults as supporting documents.
19. Indicate that you are ready to submit the review 
NOTE: If you indicate no, the form will be saved without being submitted.
20. Click OK
21. Complete the RNI Data Entry – See INSTRUCTIONS: RNI Data Entry

The RNI transitions to Post-Review state. See INSTRUCTIONS Prepare and Send the Determination Letter for next steps.
[bookmark: h.3l18frh][bookmark: _INSTRUCTIONS:_Review_Required_1][bookmark: _Toc449603846]See INSTRUCTIONS Review Required Actions for next steps when the response is received.
[bookmark: _INSTRUCTIONS:_Respond_to][bookmark: _Toc536430791][bookmark: _Toc536616664][bookmark: _Toc536616830][bookmark: _Toc156579473]INSTRUCTIONS: Respond to Action Required
Purpose: Used by HSD staff assigned as the responsible party to respond to required actions for Reports of New Information (RNI) that require further action
After reviewing a Report of New Information (RNI), the IRB or HSD Management may require specific actions to be taken in response to the reported issue. A responsible party is assigned by the IRB or HSD Management to complete the action. The responsible party can respond using the Submit Action Response activity when the action has been completed.

The system sends e-mail to notify the responsible party and the submitter of the RNI, as well as the PIs, PI proxies, and primary contacts of all related studies. The RNI also appears in My Inbox for the responsible party.
Respond to Required Actions
1. View the details of the RNI submission and the action plan, as described here:
Read the letter: Click the letter link near the top of the RNI workspace. The letter typically contains the action plan and a summary of the IRB's or HSD Management’s decisions.
Review the action plan: Click the Action Plan tab and read the action plan listed there, plus any history of the action plan that might be helpful.
Review the RNI submission details: If you aren't already familiar with the details of the RNI, read it by clicking View RNI on the left side.
2. Take the actions required to complete the action plan
3. Prepare your written response as a document to upload or copy and paste into the activity
4. Click Submit Action Response to indicate that the action plan is complete
5. Add your written response in the notes field or as an attachment, including a summary of the actions taken to resolve the reported issue and complete the action plan
6. Click OK 
The RNI transitions to Action Submitted state. See Instructions Review Required Actions below for next steps.
[bookmark: _INSTRUCTIONS:_Review_Required][bookmark: _Toc536430792][bookmark: _Toc536616665][bookmark: _Toc536616831][bookmark: _Toc156579474]INSTRUCTIONS: Review Required Actions 
Purpose: Used by the Regulatory Affairs staff or the Team Operations Lead (TOL) to review the submitted required actions for reports of new information that the full board determined required further action
For RNI reviewed by the full board or the Management Team, the committee can indicate that follow-up action is required to resolve the reported issue, specify an action plan, and assign a responsible party for carrying out the plan. In Post-Review, the generated letter includes the action plan and is sent to the responsible party in addition to the other involved individuals.

If action is required, the submission transitions from Post-Review to Action Required when the letter is sent. The responsible party can respond using the Submit Action Response activity when the action has been completed. Then the completed action can be reviewed and verified in the Action Submitted state.

The Regulatory Affairs staff are ultimately responsible for completing the Review Required Actions activity once the completed action can be verified. Regulatory Affairs staff may also:
· Assign the TOL or other review staff as a designated reviewer to review the response
· Assign the RNI back to the committee for review

When any additional actions required from the Management Team Review are completed, the next step is to assign the RNI for IRB review.

To assist reviewers, the Action Plan tab displays the latest action plan and all activity history that may have specified or changed the action plan, reviewed the completed actions, or changed the responsible party.
[bookmark: _Review_Required_Action-]Review Required Action- Actions Not Completed, Follow Up With Submitter Required Steps 
May be completed by Regulatory Affairs staff, TOLs, or other review staff
NOTE: This activity should not be completed if the Required Action needs to be assigned to a Committee Meeting for additional review.
1. Click Review Required Actions
2. Indicate that the actions were not completed as required
3. Update the action plan (this question is required) 
4. Indicate any notes on what the responsible party must do to complete the action plan
NOTE: Alternatively, notes on what the submitter must do may be attached as a supporting document.
5. Upload any supporting documents, if any 
6. Click OK 

The RNI transitions back to Action Required state and reappears in the responsible party’s Inbox. The responsible party receives an email notification that additional action is required and can view the notes and attachments in the Review Required Action activity.
[bookmark: _Toc449603847]Review Required Action- Actions Completed Steps 
Completed only by Regulatory Affairs staff
NOTE: This activity should not be completed for Required Actions that are part of the Management Team Review. See Review Required Action – Management Team Review below.
1. Click Review Required Actions
2. Indicate that the actions were completed as required
NOTE: The action plan field cannot be edited once you indicate that actions were completed as required.
3. Indicate any notes
4. Upload any supporting documents
5. Click OK

NOTE: The study team of any related submissions is able to view the Review Required Action activity in the History and Action Plan tabs.  

The RNI transitions to Post-Review state. See INSTRUCTIONS Prepare and Send the Determination Letter for next steps. 
Review Required Action - Management Team Review
Completed by the Regulatory Affairs staff once the response to the Management Review has been submitted and the RNI is ready to be reviewed by the IRB Committee

1. Click Assign to Committee Review
2. Click Assign to Meeting
3. Choose the appropriate IRB Committee meeting
3. Click OK 
4. From the submission workspace, click Add Review Comments
a. Attach the Pre-Review note and any documentation of consultations as a supporting document to aid the committee’s review using the document naming convention (Question 3)
b. Click OK 

Once the meeting is assigned, the RNI should transition to Committee Review state. See Instructions: Submit RNI Committee Review for next steps.
[bookmark: h.206ipza][bookmark: _INSTRUCTIONS:_RNI_Data][bookmark: _Toc449603849][bookmark: _Toc536430793][bookmark: _Toc536616666][bookmark: _Toc536616832][bookmark: _Toc156579475]INSTRUCTIONS: RNI Data Entry
Purpose: Used by Regulatory Affairs staff to enter and update required staff data entry for reports of new information (RNI)
The RNI Data Entry activity is intended to capture additional information for reporting purposes. It is available once a RNI is submitted to HSD and after the review has been completed. The RNI Data Entry activity can be updated as needed throughout the review and is available after the review is complete.
[bookmark: _Toc449603850]RNI Data Entry Steps
1. Click RNI Data Entry
2. Indicate or update responses to the questions on the form
3. Add supporting documents if needed
4.  Click OK

NOTE: For Single Patient Expanded Access RNI, all questions except “What is the nature of the RNI” should be answered “No” or left blank. For the nature of the RNI, the correct type of Single Patient Expanded Access (e.g. Single Patient Emergency Use, Drug vs. Compassionate Use, Device) can be determined by looking at the document title of the notification form.

NOTE: For external IRB reports, all questions should be answered. In #5, indicate that the report is an external IRB report.  

[bookmark: _Toc536430794][bookmark: _Toc536616667][bookmark: _Toc536616833][bookmark: _Toc156579476]INSTRUCTIONS: Reassign Primary Contact for RNI
[bookmark: _Toc522624776][bookmark: _Toc531339299][bookmark: _Toc533667682][bookmark: _Toc536430795][bookmark: _Toc536616668]Purpose: Used by Regulatory Affairs staff to reassign the ability to edit and submit responses for RNI submissions when the original submitter is no longer available
As a rule, only the person who submitted the RNI is able to edit, submit, or submit a response. However, if the submitter is no longer available, the assigned IRB Coordinator may reassign submitting privileges for the RNI. Note that the new Primary Contact cannot edit the RNI without subsequently losing access to the RNI. 
Reassign RNI Steps
1. Click Update Primary Contact in the RNI workspace
2. [bookmark: h.4k668n3][bookmark: _Toc449603851][bookmark: _Toc536430796][bookmark: _Toc536616669][bookmark: _Toc536616834]In the popup window, select the new contact for the RNI and click OK
[bookmark: _Toc449603859][bookmark: _Toc536430800][bookmark: _Toc536616673][bookmark: _Toc536616838][bookmark: _Toc156579477]Part XIV: Termination and Suspension
[bookmark: h.3cqmetx][bookmark: _Toc449603862][bookmark: _Toc536430805][bookmark: _Toc536616678][bookmark: _Toc536616841][bookmark: _Toc156579478]INSTRUCTIONS: Terminate Study
Purpose:  Used to terminate approval for a study that has been approved 
The Terminate activity is available for studies that have been approved in Zipline. Once a study is terminated, the study team is not allowed to take any further action on it in the system. 
[bookmark: _Toc449603863]Terminate Study Steps 
1. Click Terminate 
2. Include the reason for termination in the notes field
3. Click OK
4. Use the Prepare and Send Letter activities to send the termination letter to the study team  
NOTE: A notification is sent to the PI, PI proxy, and primary contact when a study is terminated.

[bookmark: h.1rvwp1q][bookmark: _Toc449603864][bookmark: _Toc536430806][bookmark: _Toc536616679][bookmark: _Toc536616842][bookmark: _Toc156579479]INSTRUCTIONS: Suspend Study
Purpose:  Used to suspend approval for a study that has been approved 
The Suspend activity is available for studies that have been approved in Zipline. Once a study is suspended, the study team is not allowed to take any further action on it in the system until the review is resubmitted to lift the suspension.  
[bookmark: _Toc449603865]Suspend Study Steps 
1. Click Suspend 
2. Include the reason for suspension in the comments field
3. [bookmark: h.4bvk7pj]Click OK 
4. Use the Prepare and Send Letter activities to send the suspension letter to the study team  
[bookmark: _Toc156579480]INSTRUCTIONS: Lift Study Suspension
Purpose: Used to return a suspended study back to an approved state
A study suspension is lifted by approving a study modification or approving a continuing review.
When a study is suspended, modifications and continuing reviews should not be fully approved unless the study suspension should be lifted. 
Lift Suspension with Modification or Continuing Review
1. In the Submit Committee Review activity, note that the suspension has been lifted in the Additional Information and Notes field
2. [bookmark: _Toc536430807][bookmark: _Toc536616680][bookmark: _Toc536616843]In the modification or continuing review approval letter, include information about the lift of the study suspension
3. If the Prepare/Send Letter activities were used to send the suspension letter, resend the original approval letter for the parent study. A note referencing the lift of the study suspension may be added. 
[bookmark: _Toc156579481]INSTRUCTIONS: Terminate or Suspend Site
Purpose:  Used to terminate or suspend approval for a site that has been approved 
Sites that have been activated in Zipline can be terminated or suspended. Once a site is terminated or suspended, the study team is not allowed to take any further action on it in the system. 
Terminate or Suspend Site Steps 
1. Click Update Site Status
2. Select the new state for the site- Terminated or Suspended
3. Include any notes as needed
4. Upload the Termination or Suspension letter as a supporting document
5. Click OK 
6. Use the Prepare and Send Letter activities to send the termination or suspension letter 
NOTE: A notification is sent to the PI, PI proxy, and primary contact when a study is terminated.
[bookmark: _Toc156579482][bookmark: _Hlk144451866]INSTRUCTIONS: Lift Site Suspension
Purpose: Used to return a suspended site back to an active state
A site suspension is lifted by approving a site modification.
When a site is suspended, modifications should not be fully approved unless the suspension should be lifted. 
Lift Suspension with Modification 
1. If the study team responds, this can be documented using the Record Response activity
2. In the Submit Committee Review activity, note that the suspension has been lifted 
3. In the modification approval letter, include information about the lift of the site suspension
4. If the Prepare and Send Letter activities were used to send the suspension letter, resend the site approval letter.  A note referencing the lift of the study suspension may be added.
[bookmark: _Toc156579483]Part XV: ClinicalTrials.gov
[bookmark: _Toc156579484]INSTRUCTIONS: CT.gov Data Entry
Purpose: Used to enter and update required clinical trial data entry for all studies
The CT.gov Data Entry activity captures additional information for tracking and reporting purposes. It is available as soon as a study is submitted to HSD.  Data entry occurs in connection with each of these events:
· When the review of a new application has been completed and the initial clinical trial assessment has been made
· When study registration in the PRS is completed for a clinical trial that requires registration, where the UW PI is the Responsible Party, and a NCT number has been assigned
· When the study results reporting has been completed in the PRS
· When a modification or new information is received that requires a clinical trial re-assessment
· When the study is terminated, withdrawn, or transferred to another institution
· As needed for consistency with information entered by the study team in the PRS
CT.gov Data Entry Steps 
1. Click CT.gov Data Entry 
2. Complete the data entry form as follows:
a. Q1: Is this a clinical trial? If ‘no’ STOP. If ‘yes’ move to Q2.
NOTE: For studies that receive an HSD determination Exempt, Not Research, Not Human Subjects, Human Subjects Not Engaged, or RCR Expedited Review Category 5, the response to question 1 of the data entry form should be ‘no’.
b. Q2: Is this a clinical trial requiring registration and results reporting on ClinicalTrials.gov? If ‘no’ STOP. If ‘yes’, move to Q3.
c. Q3: Reason for registration? Mark all that apply, move to Q4.
d. Q4: Which institution is responsible for monitoring registration and results reporting (select one)? If the UW, move to Q5.
NOTE: If a PRS record is transferred from UW to another institution, mark ‘Other’ and clear all data from Q5. Add a comment in Q7 noting the transfer.
e. Q5: If the UW is the institution monitoring registration and results reporting, complete the following: Has registration been completed?
· If ‘no’, enter the ‘Registration deadline’. Move to Q6.
NOTE: Continue to monitor the study until registration has been completed. CT.gov registration is considered complete if an NCT# has been assigned. The Primary Completion date will be noted in PRS when the NCT# is assigned.
NOTE: If the registration deadline is extended, update the registration deadline.
· If ‘yes’, enter the NCT number and the primary completion date. Move to Q6.
f. Q6: Has the result reporting been completed? 
· Mark ‘no’ or ‘yes’
NOTE: If ‘no’, continue to monitor the study until the results reporting has been completed. 
g. Q7: The comments box is used to document any changes made to the data entry form after the initial assessment was completed, and include the date (e.g., 4/04/23- Updated primary completion date per PRS record; or PRS record transferred from UW to [new institution]; Q4 and Q5 revised accordingly).
h. Q8: Add supporting documents if needed using the document naming convention
NOTE: This should be used rarely. Most supporting documents/email communications should be uploaded as a comment under the study's History tab. The CHECKLIST CT.gov is uploaded under the Upload Shared Regulatory Documents activity, not here.
3. Click OK 



[bookmark: _Toc156579485]Appendices
[bookmark: _Toc156579486]Appendix I: Quick Steps for Common Activities
[bookmark: _Quick_Steps:_Document][bookmark: _Toc536430808][bookmark: _Toc536616681][bookmark: _Toc536616844][bookmark: _Toc156579487]Quick Steps: Document Naming Conventions
In general all documents that HSD staff upload to Zipline should follow the same basic naming convention, but exceptions may be made 
Naming Convention:  
Letter/Document Type (include # if more than one)_Study ID_PI Last Name_Submission Type (for follow-on submissions, include the number included in the submission title, i.e., Mod #2)
Examples: 
· Pre-Review Letter_STUDY00000101_Simms_Modification2
· Pre-Review Letter2_STUDY00000353_Fisher_Initial
· Approval_STUDY00000954_Smith_CRR4
· Exempt_STUDY00000756_Jones_Initial
· NHS_STUDY00000324_Simms_Initial
· Master Checklist_STUDY00000465_Simms_Initial
· Authorization Agreement_STUDY00000465_Simms_Initial
· Approval_STUDY00000546_Jacobs_Conversion
For IRB Meeting Agendas and Minutes:
Naming Convention: 
YYYY.MM.DD_Committee_Document Type
Examples: 
· 2016.11.03_Committee J_Agenda
· 2016.05.23_Committee B_Minutes


[bookmark: _Toc536430809][bookmark: _Toc536616682][bookmark: _Toc536616845][bookmark: _Toc156579488]Quick Steps: Finishing an Initial Expedited Review or Determination, Finishing an Expedited Modification or Continuing Review 
1. Check for outstanding faculty advisor sign-off, if applicable (initial applications only)

2. Submit Pre-Review
· Regulatory Oversight: In general, all federal departments and agencies that conduct or provide funding support also provide regulatory oversight of the research
· Under Special Determinations and Waivers, select any populations that are targets of the study. 
· Generally no supporting documents
For Modifications: Update any previously submitted Pre-Review if any changes are needed based on the modification
For CRs and Study Roles Modifications: Submit Pre-Review generally should not change

3. Assign designated reviewer (Generally assign to yourself)

4. Submit designated review 
Attach master checklist here for expedited reviews

5. Finalize documents
	Initial Review:  
NR, NHS, Not Engaged, Exempt: Finalize the IRB protocol and any other documents used to make your determination (no consent or recruitment docs should be finalized)
Expedited: Finalize all documents
	Modifications:
Expedited: Only finalize any documents that changed in the modification- not necessary to complete if no documents change  
CRs:
		Expedited: No documents should be finalized

6. Upload any Shared Regulatory Documents 
Modifications: This activity is only available in the parent study. Update the activity in the parent study.

7. Staff data entry

8. Prepare and send letter
File naming convention:  Type_STUDYxxxx_last name_item.doc (example:  Approval_STUDY00000012_Smith_Initial.doc)
Modifications: Indicate risk level and whether a minor change on the letter. Only include determinations/waivers issued during review of the modification. 
[bookmark: _Toc536430811][bookmark: _Toc536616684][bookmark: _Toc536616847][bookmark: _Toc156579489]Quick Steps: IRB Coordinator Steps for Full Board Items
1. Submit Pre-Review (step needed for new agenda items and for deferral responses)
· Regulatory Oversight: In general, all federal departments and agencies that conduct or provide funding support also provide regulatory oversight of the research
· Under Special Determinations and Waivers, select any populations that are targets of the study. 
· For Modifications/ Deferral Responses: Update previously submitted Pre-Review if needed 
· For CRs: Submit Pre-Review should generally not be updated 

2. Assign to Meeting

3. Upload the Pre-Review Note
(Use the Add Review Comment activity and attach the note as a supporting document. If there is an older Pre-Review note from a previous review, do not replace the older version and attach a new version that is labelled with the new meeting date. 

4. Submit Committee Review (after the meeting)
(Include finalized conditional approval and deferral points, if applicable)
(Attach Master Checklist for MRSAs and Approvals)
(Attach all Pre-Review memos for the committee)

5. Complete Post-Review Processing of the Item
DEFERRALS: 
· Prepare and Send the Determination Letter
· When the response is received, the item will return to Pre-Review state and appear in the My Inbox area of the reviewing IRB Coordinator
· Follow Steps 1-3 to send a deferral response to an IRB meeting
CONDITIONAL APPROVALS: 
· Prepare and Send the Determination Letter
· When the response is received, Review Required Modifications
FOR VERIFIED CONDITIONAL APPROVALS AND APPROVALS: 
· Finalize Documents
· Initial Review: Finalize all documents
· Modifications: Only finalize any documents that changed in the modification
· CRs: No documents should be finalized
· Staff Data Entry
· Prepare and Send the Determination Letter
· Change the review date to the meeting date on the letter
File naming convention for letters:  Type_STUDYxxxx_last name_item.doc (example:  Approval_STUDY00000012_Smith_Initial.doc)
[bookmark: _Toc536430812][bookmark: _Toc536616685][bookmark: _Toc536616848][bookmark: _Toc156579490]Quick Steps: IRB Meetings 

BEFORE THE IRB MEETING:
1. Ensure attendance is correct in Zipline and edit if needed - Edit Meeting Attendance 

2. Add or remove agenda items as needed- Remove Agenda Item or Assign to Meeting

3. Assign a primary reviewer and any other needed reviewers for each agenda item- Assign Reviewers

4. Prepare and send the meeting agenda- Prepare Agenda and Send Agenda (sends email notification with agenda to committee members)
NOTE: If the agenda needs to be resent, just make the needed updates using the Prepare Agenda activity and send the new agenda using the Send Agenda activity.

5. Notify reviewers that they’ve been assigned an item 
a. Can be done as part of the Assign Reviewers activity before the agenda is sent
b. Use the Notify Reviewers activity to send after the agenda is sent

6. Staff and committee members can request additional information from the study team before the meeting as needed- study team can provide a response but CANNOT edit the study

7. Request Clarification from Committee Member 
NOTE: We are recommending that committee members contact the TOL or assigned IRB Coordinator to send clarification requests on their behalf because these requests are not anonymous. 

8. Staff and committee members can add review comments for others to read before the meeting- this includes the Pre-Review note 
a. Add Reviewer Comments 
RIGHT BEFORE AND DURING THE IRB MEETING:
1. If desired, download the minutes template to use for staff notes during the meeting
a.  Prepare Minutes to download template
NOTE: someone listed as a Committee Administrator (generally the TOL, Senior Administrator, or ADO) must do this

2. Check to see if there are any agenda items in “Clarification Requested” state
a. If needed, pull from the agenda by going into the submission workspace and clicking “Remove from Agenda”
b. If it can stay on the agenda even though there’s an outstanding clarification request, no action is required

3. Edit Meeting Attendance to reflect actual attendance (if needed) 

4. If applicable, indicate that the committee accepted past meeting minutes
a. Approve Meeting Minutes 

5. Project and take notes for each agenda item during the meeting	
AFTER THE MEETING: 
1. Convene meeting 
NOTE: The agenda cannot be updated once the meeting is convened
NOTE: Convening the meeting returns agenda items in the Clarification Requested state to Committee Review so that staff can take action on the study

2. Deferral/CA points reviewed by IRB Chair/IRB committee member
NOTE: It is recommended that staff write this in a separate Word document and that this occur via email- no need for this to be recorded in Zipline. The finalized deferral/CA points should be pasted into the Submit Committee Review activity

3. Submit Committee Review for agenda items- assigned IRB coordinator responsible 
NOTE: Committee Review must be submitted before the letters are sent and the minutes   completed

4. Finalize documents for each agenda item (Full Approvals only)- assigned IRB coordinator responsible

5. Prepare and send determination letter for each agenda item- assigned IRB coordinator responsible 

6. Draft the meeting minutes (All Committee Reviews must be submitted first)

7. Once minutes are complete, close the meeting to push the minutes to the next meeting’s workspace for the committee to review


[bookmark: _Toc156579491][bookmark: _Toc536430813][bookmark: _Toc536616686][bookmark: _Toc536616849]Appendix II: MODCR Tips

1. Consider whether MODCRs should be split into 2 submissions early. If the submission should be split, the researcher must Discard the MODCR before creating any additional modifications or continuing reviews. 
2. Do not select “minor modification” in Submit Designated Review 
3. Use the modification approval letter template and include the approval period/any other CR specific information as needed 

FOLLOW-ON REVIEW ORDER: If there is a MODCR and a separate modification submitted at the same time, you must:
· Fully approve one follow-on before submitting Pre-Review on the other follow-on
· If this is not possible (e.g. one follow-on is sitting in the Modifications Required state and the other follow-on urgently needs to be approved), make sure the Pre-Review and Designated/Committee Review include any changes from the first follow-on approved when approving the second follow-on

[bookmark: _Toc156579492]Appendix III: SmartForm Screenshots
[bookmark: _Toc536430814][bookmark: _Toc536616687][bookmark: _Toc536616850][bookmark: _Toc156579493]Basic Study Information Page
[image: ]
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Only appears for multi-site or collaborative studies that are not requesting authorization for external IRB review
[image: ]
Only appears for multi-site or collaborative external IRB studies
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 [image: Graphical user interface, application, Teams

Description automatically generated]
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[bookmark: _Toc536430818][bookmark: _Toc536616691][bookmark: _Toc536616851]
[bookmark: _Toc156579494]Basic Local Site Information Page (Only Multi-site or Collaborative External IRB Studies and Relying Sites)
[image: ]
[bookmark: _Toc156579495]External IRB Page (Only External IRB Studies)
[image: ]
[bookmark: _Toc156579496]Study Funding Sources Page 
[image: ]
[bookmark: _Toc522624800][bookmark: _Toc533667706][bookmark: _Toc536430819][bookmark: _Toc536616692]Add Funding Source Pop Up Window
Pulled up when “Add” is clicked on the Funding Sources Page 
[image: A screenshot of a computer

Description automatically generated]
[image: A screenshot of a computer

Description automatically generated]

[bookmark: _Toc156579497][bookmark: _Toc536430821][bookmark: _Toc536616694][bookmark: _Toc536616852]Additional Local Funding Sources Page (Only Multi-site or Collaborative External IRB Studies and Relying Sites)
[image: ]
Add Funding Source Pop Up Window
Pulled up when “Add” is clicked on the Additional Local Funding Sources Page 
[image: A screenshot of a computer

Description automatically generated]
[image: A screenshot of a computer

Description automatically generated]
[bookmark: _Toc156579498]Local Study Team Members Page
[image: ]
Add Study Team Member Pop Up Window
Pulled up when “Add” is clicked on the Local Study Team Members Page 
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[bookmark: _Toc536430823][bookmark: _Toc536616696][bookmark: _Toc536616853][bookmark: _Toc156579499]Study Scope Page 
[image: ] 
[image: A screenshot of a computer

Description automatically generated]
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[bookmark: _Toc156579500]Local Research Locations Page
[image: ]
Add Research Location Pop Up Window
Pulled up when “Add” is clicked on the Local Research Location Page 
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Research Location List 
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[bookmark: _Toc536430826][bookmark: _Toc536616699][bookmark: _Toc536616855]
[bookmark: _Toc156579501]Drugs (Only if Yes to Study Scope Question 1) 
[image: ]

[bookmark: _Toc522624809][bookmark: _Toc533667715][bookmark: _Toc536430828][bookmark: _Toc536616701]











Add Drug Pop Up Window 
Pulled up if “Add” is clicked on Question 1 of the Drugs Page 
[image: A screenshot of a computer

Description automatically generated with medium confidence]

[bookmark: _Toc522624811][bookmark: _Toc533667717][bookmark: _Toc536430830][bookmark: _Toc536616703]Add IND Information Pop Up Window
Pulled up if there is an IND and “Add” is clicked on Question 2 of the Drugs Page 
[image: ]
[bookmark: _Toc536430831][bookmark: _Toc536616704][bookmark: _Toc536616856][bookmark: _Toc156579502]Devices Page (Only if Yes to Study Scope Question 2)
[image: ]
[bookmark: _Toc522624814][bookmark: _Toc533667720][bookmark: _Toc536430833][bookmark: _Toc536616706][bookmark: _Toc536616857]Add Device Pop Up Window
Pulled up if “Add” is clicked in Question 1 of the Devices Page
[image: ]
[bookmark: _Toc522624816][bookmark: _Toc533667722][bookmark: _Toc536430835][bookmark: _Toc536616708]Add IDE and HDE Information Pop Up Window
Pulled up there is an IDE or HDE number and  if “Add” is clicked in Question 3
[image: ]
[bookmark: _Toc536430836][bookmark: _Toc536616709][bookmark: _Toc536616858][bookmark: _Toc156579503]Study-Related Documents Page (Only for Multi-site or Collaborative Studies where UW is Reviewing for Other Institutions)
[image: ]

[bookmark: _Toc536430838][bookmark: _Toc536616711][bookmark: _Toc536616859][bookmark: _Toc156579504]Local Site Documents Page 
 [image: ]
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8. * Attach the IRB Protocol:
Document Category Date Modified Document History

view 2 Demo IRB Protocol- Revised docx(0.02) IRB Protocol 10/1/2019 History
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@ Orlando Max (irbc) - modified 24 days ago = version 3.0+ (Modification MOD00004487 review complete: Approved)

v Changed: Demo IRB Protocol- Revised docx
Property: Demo IR Protocol- Revised docx Draft
New Value: Demo IRB Protocol- Revised docx(0.02)
Old Value: Demo IRB Protocol docx(0.01)

Property: Demo IRB Protocol- Revised.docx Draft BaseName:
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Old Value: [None]
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5.* Are you requesting authorization for an external IRB to review the study instead of the UW IRB?

(2}

QO Yes O No Clear
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6.* Will the UW IRB act as the IRB for other participating sites? 0
Q Yes O No Clear
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6. Lead principal investigator:e
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6. * Local principal investigator:
Cant find your PI? Make sure they have registered. @

Rebecca Simms (pi) | - | €
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Q Yes O No Clear
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9. * Is the Principal Investigator for this study a student or resident? @
@ Yes O No Clear

Important:

= The Faculty Advisor must be added as an Ancillary Reviewer prior to submitting your study.

=« For studies reviewed by the UW IRB (not an external IRB) required training must also be uploaded to the
Local Site Documents SmartForm.
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2. External study ID: @
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7.* What is being funded? @
O Generic support for the researcher’s ime spent on the research (e.g., a training grant or career development award)
O This specific study
Clear

8. * Identify the organizational location of the office that is receiving and administering the funds for the local Pl (e.g., UW): @
v If Other:

9. * |dentify the route of funding:
QO Directly from sponsor

O From the sponsor to another organization and then to UW (e.g., subcontract, subaward)
Clear

10. * Will any of this funding be subcontracted from the UW out to any other institution?
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O No
O N/ANo funding administered by the UW
Clear
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Additional Local Funding Sources
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+ Add

Funding Source Sponsor's Funding ID Grants Office ID Attachments
There are no items to display
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7.* What is being funded? @
O Generic support for the researcher’s ime spent on the research (e.g., a training grant or career development award)
O This specific study
Clear

8. * Identify the organizational location of the office that is receiving and administering the funds for the local Pl (e.g., UW): @
v If Other:

9. * |dentify the route of funding:
QO Directly from sponsor

O From the sponsor to another organization and then to UW (e.g., subcontract, subaward)
Clear

10. * Will any of this funding be subcontracted from the UW out to any other institution?
O Yes
O No
O N/ANo funding administered by the UW
Clear
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Local Study Team Members

1. Identify each additional UW person who needs to be able to edit the study or serve as a P| Proxy.
Students: do not list your faculty advisor here. @

+ Add

Name E-mail Phone

There are no items to display
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1. * Study team member who needs access to Zipline: 0
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Study Scope ©

1. * Does the study specify the use of an approved drug or biologic, use an unapproved drug or
biologic, or use a food or dietary supplement to diagnose, cure, treat, or mitigate a disease or
condition?’ 0
QO Yes O No Clear

2.* Does the study evaluate the safety or effectiveness of a device or use a humanitarian use device
(HUD)? @
QO Yes O No Clear

3. * s this study intended to develop information about a drug, device or biologic through its
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= Obtaining informed consent for subjects in your study
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4. * Are any federal institutions (not already involved as a funding source) involved in the conduct of your research because their employees are performing one or more of
the following activities? Note: If the study will be reviewed externally by a Non-UW IRB, select “No”. @
Q Yes O No Clear

= Obtaining consent from subjects

= Carrying out data collection procedures

= Working with identifiable data or specimens

5. * Will your research require access to, or obtaining of any identifiable health care information from, any records maintained in the State of Washington, without first
obtaining the consent of the subjects? @
Q Yes O No Clear

6. * Will your project involve any type of interaction (in-person or virtually) with individuals as human subjects who are known or likely to be under the age of 18 years old?
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Q Yes O No Clear
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through UW Patient Financial Services (PFS), Northwest Hospital PFS, or UW Clinical Research Budget and Billing office
(CRBB); and/or

- Furnished by a provider who bills through UW Physicians (UWP)? @
Q Yes O No Clear
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O No
® es
Clear

Itis UW Medicine policy that the faculty member must complete a Sites of Practics request
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Local Research Locations @

1. Identify whether any of the following locations will be (1) where study procedures with participants
will occur, or (2) places from which participants will be deliberately recruited.

+ Add

Location Contact Phone Email
There are no items to display




image24.png
Add Research Location Information

1. select the research location:
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Select Research Location SEL

Filterby Location Name ¥ | =3

M€ 1250125 » )i
 Location Name

QO Airift Northwest

O Bloodworks NW

O Fred Hutchinson Cancer Center

O Kaiser Permanente Washington

O No direct interaction with participants

O Online

QO Other

O Other K-12 School (not Seattle Public)

O Public Health Seattle & King County (includes Medic One)
O SCCA Network Program Members

O SCCA Proton Therapy Center

O SCCA: SLU, Issaquah, Pennisula, Evergreen

O Seattle Children's Hospital and Research Institute
O Seattle Public Schools

O UW: Hall Health
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O UW: Harborview Emergency/Trauma

O UW: Harborview Medical Center/Campus

O UW: Neighborhood Clinics

O UW: Northwest Medical Center

O UW: Other

O UW: South Lake Union campus

O uw: uwmMe

O UW: Valley Medical Center

O VA Puget Sound clinics, hospitals, or facilities

QO Virginia Mason/Benaroya
M4 1250125 b M




image27.png
Drugs @

1. * List all drugs, biologics, foods, and dietary supplements to be used in the study: 9
+ Add
Generic Name Brand Name Attachment Name

There are no items to display

2.* Will the study be conducted under any IND numbers’!o
@ Yes O No Clear

3. * Identify each IND: @

+ Add
IND Number IND Holder Other Holder

There are no items to display

4. Attach files: (such as IND or other information that was not attached for a specific drug) @

+ Add

Document Category Date Modified Document History
There are no items to display
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1. Select the drug: @

If you cannot find the drug in the list above, enter its information here:
Generic name:

Brand name:

2. * Specify the type:
Drug

Biologic

Food Product
Dietary Supplement
Other

Clear

00000

3. Attach files related to this drug: @

+ Add

Document Category Date Modified Document History

There are no items to display
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1. * IND number: 0

2.*Who holds the IND?
QO sponsor
O Investigator

O Other
Clear

3. If 'Other," identify the IND holder:
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Devices @

1. * Select each device the study will use as an HUD or evaluate for safety or effectiveness:o

+ Add

Device  Humanitarian Use Device Attachment Name
There are no items to display

2.* Device exemptions applicable to this smdy:e
O IDE number

@ HDE number
O Claim of abbreviated IDE (nonsignificant risk device)

O Exempt from IDE requirements OR data will not be submitted to FDA
Clear

3. * Identify each IDE or HDE number: @
+ Add
IDE / HDE Number IDE / HDE Holder Other Holder

There are no items to display

4. Attach files: (such as IDE, HDE, or other information that was not attached for a specific device) @

+ Add

Document Category Date Modified Document History
There are no items to display
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Add Device Information

1. Select the device: 0

If you cannot find the device in the list above, enter its information here:
Device name:

Is this a humanitarian use device (HUD)?
O Yes O No Clear

2. Attach files related to this device: 0

+ Add

Document  Category  Date Modified Document History
There are no items to display

Attachments may include a copy of investigator brochure and the product labeling/device instructions
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1. * IDE or HDE number:

2.*Who holds the IDE or HDE?
QO sponsor
O Investigator

O Other
Clear

3. If 'Other,’ identify the IDE / HDE holder:
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Study-Related Documents

Provide study-related documents on this page, such as a generic study consent form that will be adapted for each site. Consent and
recruitment documents that apply to only one site will be uploaded on separate pages.

If an external IRB will act as the IRB for this study, only the study protocol should be uploaded here.

1. Consent form templates: (include all generic consent, assent, and parent permission materials)

+ Add

Document Category Date Modified Document History
There are no items to display

2. Recruitment material templates: (add templates for all material to be seen or heard by subjects, including ads)

+ Add

Document Category Date Modified Document History
There are no items to display

3. Other attachments:

+ Add

Document Category Date Modified Document History
There are no items to display

@ Suggested attachments:

= The study protocol

= Any instruments, data collection forms, or other study-related documents not attached on other forms

= Any generic consent forms that will be supplied to other sites for adaptation or use

= Any required supplements (e.g., Supplement: Department of Defense (DoD) Involvement, or Supplement: Multi-Site or
Collaborative Research)
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Local Site Documents o

1. Consent forms: (Include all site-specific consent, assent, parent permission, and translated consent materials. If requesting exempt or not human subjects research
determination, do not include consent materials.)
These should always be the forms that will be used by the site investigators. They may be based on one of the UW consent templates available on the HSD website, a template from
another institution (such as a lead site), or no template (as long as the required elements are included). (2]

+ Add

Document Category Date Modified Document History

There are no items to display

2. Recruitment materials: (add all material to be seen or heard by subjects, including ads) @

+ Add

Document Category Date Modified Document History

There are no items to display

3. Other attachments: @

+ Add

Document Category Date Modified Document History

There are no items to display

o Suggested attachments:

= Curriculum vitae (CV) or biosketch for the local principal investigator
= Other documents specific to this site that are not already provided
= For student and resident Pls: IRB 101 Certificate
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