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Protocol Actions> Route Log  

In this section, the routing status of the protocol will be displayed. It will show the 
actions that have been taken, as well as any pending action requests. 

 

 

Streams Tab 

The Streams tab collects and displays details of all documents linked to a specific 
protocol. 

 

 

P..-sonntl 

ProtocolAcbons 

P..,,,,inlons 

Sttums 

CIJ 
) Rf)Ql.l95CanAclion 

> Summ8ry & Hrstcwy 

> Copy to New Docmlent 

V Routelog 

Route Log 

V ID 7!>10 

V AciionsTeken 

ll 

- o 

F,-M.wor-,__EXAMPU: ··­DrvcN-Fr-Ma-lt 

!NACTIONUST 

COMPLETE 

H6100147t 

.,,_..,,,_ .fllllNNI 

c:::11 

c::::11 

CICICI 



25 | P a g e  
 

 

IRB Approval Letter 

In this section, you can access and download the approval letter for your protocol.  

Steps: 

1. Navigate to: 
Protocol Actions > History > Approval 
 

2. Then, click the "View" button. The document will be downloaded 
directly to your computer. 

 

Other Available Actions after initial submission  

Deleting a Protocol 

To delete a protocol, it must be in an editable format. 

The Protocol Status must be one of the following: 

• Pending / In Progress 

• Amendment in Progress 

• Renewal in Progress 

• Withdrawn 
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 Only protocols with these statuses can be deleted. 

 

Recall Protocol 
This refers to the process of retracting a submission that has already been routed 
for review or approval by other users but has not yet been received or processed 
by the IRB Administrator. 

Recalling a submission allows the submitter to make necessary changes or 
corrections before resubmitting it for consideration.  

When performing this action, please provide a brief explanation for recalling the 
protocol. 
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Withdrawing Protocol 

 This applies when a protocol has reached the IRB Administrator, but the 
investigator decides not to proceed. 

 

 

 

 

Editing a Returned Protocol 

When a protocol is returned for revisions, the Principal Investigator (PI) will 
receive two notifications in the Action List: 

1.An FYI notification indicating that the protocol has been returned. 

2.The protocol itself, now available for editing.  

Additionally, the PI will receive an email notification informing them that the 
protocol requires revisions. 

Protocols may be returned due to: 

• Errors 

• Incomplete information 

• Required modifications based on IRB feedback. 
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Wrthdraw Protocol 

Wtndraw Protocol 
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Accessing Review Comments 

In this section, you will be able to review the comments provided by the IRB 
Committee. 

These comments are intended to guide you in making the necessary revisions 
based on the committee’s recommendations. 

 

Viewing Official Correspondence 

To access official correspondence generated from protocol actions, follow these 
steps: 

1. Navigate to: 

 Protocol Actions > Summary and History > History. 

2. In this section, you will find a chronological list of actions taken on the 
protocol. 
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3. Some of these actions will generate official letters, which can be 
downloaded directly from this section by clicking the "View" button. 

 

 

 

Creating and Submitting an Amendment 

This section allows you to initiate an amendment to an existing protocol. 
 

1. Navigation: 

Go to Main Menu > IRB > IRB Actions > Amend or Renew IRB Protocol. 

This will display a list of your existing protocols. 

2. Select Protocol: 

Locate the protocol you wish to amend and click the "Perform Action" button.                                                                                                                                                                                  

3. Request Action: 

After selecting the protocol, proceed to Request an Action > Create 
Amendment. 
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4. Summary Section: 

In the Summary field, provide a brief description of the amendment’s purpose and 
content. 

Note: If the study is not new, be sure to include the current amendment 
number in the summary. 

5. Editable Sections: 

Select the specific sections of the protocol that need to be made editable for the 
amendment. 

⚠️ Important: If you do not select the sections to edit, they will remain in Viewer 
Mode and cannot be modified. After making your selections, click on the “create” 
button. 

 

 

            

 

6. Amendment Questionnaire: 

The system will automatically generate an Amendment Questionnaire, which is 
required to complete the amendment process. 

Modifying Amendment Sections 

In this section, you can select additional parts of the protocol that were not 
included in the initial amendment request. This allows you to make further 
modifications as needed. After making your selections, click the "Update" button to 
enable editing for the selected sections.  
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Creating a Renewal with Amendment 

In this section, follow the same instructions outlined on page 29-30 to create an 
amendment. 

Note: If the study is not new, be sure to include both the current amendment and 
renewal numbers in the summary field. 
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Renewal without Amendment 

You will only need to enter a summary paragraph describing the renewal.  

Then, click the "Create" button.  

Note: If the study is not new, be sure to include the current renewal number in the 
summary field. 

Once initiated, a Renewal Questionnaire will be generated, which is mandatory to 
complete.  

 

  

Resubmitting a Protocol 

After completing any required modifications, amendments, or renewals, the 
protocol must be resubmitted for IRB review. 

Steps: 

1. In the Submission Type section, select the appropriate option from the drop-
down menu: 

• Amendment,  

• Continuing Review, 

• Resubmission  
 

2. In the Committee section select IRB committee  
 

3. In the Submission Review Type select: 
a. Full Board 
b. Expedited 
c. Exempt  

 
4. In the Schedule Date selecting the next IRB committee meeting 

 

 

 

Create Renewal without Amendment 

11111 Create Renewal wilhoutAmendment 

• Summary: 
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Communicating with the IRB Administrator/Committee 

To notify the IRB regarding specific matters, please follow the steps below: 

1. Navigate to: 

Protocol Actions > Request an Action > Notify IRB 

2. Select the appropriate submission type qualifier from the dropdown menu: 

• Safety Letters 

• Protocol Deviation 

• Adverse Events 

• Unanticipated Problems 

• DSMB Report 

• Contingent/Conditional Approval / Deferred Approval / Non-
Approval 

• Protocol-Related COI Reported 

• Self-report for Noncompliance 

• Other 
 

3. Committee Selection: 

Choose IRB Committee from the available options. 

4. Submission Review Type: 

Leave the review type as FYI (For Your Information). 

5. Comments Section: 

Provide a brief and clear description of the nature of your 
submission. 

6. Documentation Attachment: 

V Request an Action 

@,i-$j Submit for Review 

1111 Subm1t far Review 

• Submissk>n Type: 1 Resubmission [v 
Type Qualifier: 1 seled E 

Commíttee: 1 Ful! Board IRB Committee GJ 

., SubmiSsK>n Review Type: 1 Full Board 

Schedule Dale: 108-03-2018. Ino locabonI. 12:00 PM [v 
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Upload all supporting documents related to your IRB notification (e.g., safety 
letters, protocol deviations, adverse events). 

After uploading each file, click the “Add” button to ensure it is properly attached. 

Once all documents have been uploaded and added, click the “Submit” button to 
finalize the process. 

This action will generate an FYI notification in the Action List for the IRB 
Administrator and Committee. 

 

 

Other Available Actions: 

• Request to close- PI (Principal Investigator) is requesting to close the study. 

Typical Reason: Study completed or no longer active. 

• Request for suspension- Temporarily halt study activities. 

Typical Reasons: 

• Noncompliance 

• Serious adverse events 

• Unfavorable risk-benefit ratio 

• Request for Termination- Permanently end the study. 

Typical Reasons: 

• Safety or ethical concerns 

• Noncompliance 

• Lack of funding 

• Request to close enrollment- Stop enrolling new participants. 

Typical Reason: PI determines enrollment is complete or no longer needed. 

V Request an ActlOn 
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• Request to Re- open enrollment- Resume participant enrollment. 

Typical Reasons: 

• Noncompliance 

• Serious adverse events 

• Unfavorable risk-benefit ratio 

 

• Request for Data analysis only- Transition study to data analysis. 

• Typical Reason: No further recruitment or data collection planned. 

 

For Departmental Reviewers and Approvers 

Reviewing and Approving protocols in workflow 

1. Access your Action List 

This list displays all documents requiring approval, specifically those 
assigned to the PI or other designated administrators. 

 

2. Identify Documents for Approval 

Look for documents marked with the Approval symbol in the Action 
column. 
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GD 4344 IRB Protocol IRB Protocol - New Expedited ENROUTE 09:06 PM 10/27/2014 §1 

GD 4349 IRB Protocol IRB Protocol - New Full Committee ENROUTE 10:11 PM 10127/2014 §1 

ma 4986 IRB Protocol IRB Protocol - PI Lastname_New_Expedited SAVED 11 :52 PM 11/04/2014 §1 

ma 7481 IRB Protocol IRB Protocol - Test Run 01.23 SAVED 06:41 PM 01 /28/2015 §1 

GD 7957 IRB Protocol Review IRB Protocol Review - Professor/Protocol# 1501000350 ENROUTE 04:24 PM 02/02/2015 §1 

GD 7996 IRB Protocol IRB Protocol - Last Name_Review Type_Date ENROUTE 09:48 AM 02/03/2015 §1 

GD 8081 IRB Protocol IRB Protocol - Professor_New_Full Board ENROUTE 02:29 PM 02/03/2015 §1 

GD 8083 IRB Protocol IRB Protocol - PI Lastname_Review Type_Date ENROUTE 02:34 PM 02/03/2015 §1 

m:t 9511 Committee Document Committee Document - edit PROCESSED 12:24 PM 03/26/2015 §1 

GD 11364 IRB Protocol IRB Protocol - Demo_5 ENROUTE 02:27 PM 04/03/2015 §1 

59 items found, displaying 1 to 10. 
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3. Open the Document 

Click on the Document ID hyperlink to open the protocol. 

4. Review of the Protocol 

Carefully review all sections and information provided in the 
protocol. 

5. Approve the Document 
 
Once the review is complete and no issues are found, go to Protocol 
Actions and click the Approve button. 

This will route the protocol to the next user in the workflow. 

 

 

  

 

 

If You Need to Add Personnel, Organizations, or Sponsors 
to the Streamlyne Platform 

To request access or updates within the Streamlyne system, follow these steps: 

1. Visit https://www.cccupr.org. 

2. Navigate to the section titled “Centro de Investigación y Desarrollo” 
and click on the Streamlyne icon. 

3. Click on the link labeled “Creación de cuenta de Streamlyne.”. 

4.You will be directed to a form where you can: 

• Request access for a new individual to use the system 

• Include or modify a sponsor record 

• Include or modify an organization 

• Create or update a contact in the address book (note: this does 
not grant system access) 

Protocol Actions 

IM&i 
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After submitting the form, please allow up to five business days for your account 
or requested update to be processed. Once completed, a system administrator will 
contact you. 

 

 

 

 

 

 

 

 

Streamlyne • Account creation request form 

oear UPRCCC Streamlyne user. 

AA A 
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contaru to the address book. Creaung"' lnduding lnformatlon lnto the system can take up to s business days. Please 
reqt.J61. the creation or lncluslon of lnfonmr10n lnto the system In a ttmety manntt so your rtSNrch ttam dotS not get 
behlnd withln the schedule 
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L.astName(s): 

Contact e•mcMI: 
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Contact phone: 

· muuprcMCH11.alut: 
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Typeofr9qUHt: 

?tease select lile type of lnformatlon you would like to lndude wllhln the UPRCCC Streamtyne system. 

l'ype of request: 

Acknowl•d&•m•nt 

8y submltting thl5 form. you ackoowledge that you wfU comply with all applkable feder.al. k>cal. and lllStltutlonal 



38 | P a g e  
 

Need Help? 

If you have any questions or concerns, please contact the IRB Office/Shared 
Resources personnel: 

 

 

 

 

  

Wanda l. Figue1·oa Cosme, MD 
IRB Chair / Associate Director Glvffi 
Institutional Board. Review 
~ 787-772-8300 x.5205 
~ wfigueroa@cccupr.org 

Monica Y. Cruz Figueroa, MPA, DBAc 
IRB and Graduate Medical Education Coordinator 
Institutional Review Board 
ffi 787-772-8300 x.5909 
~ mocruz@cccupr.org 

Frances M. Dirocbe Acevedo 
Streaml rne Data Entry 
Shared Resources and Scienti.fic Operations Division 
ffi 787-772-8 00 Ext. 11 SS 
@ 99fdi.roche@cccupr.org 




