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How to Access the Streamlyne Platform

There are two ways to access the platform:

Steps:

1. Via SharePoint: If you are CCC personnel, log in to your SharePoint portal

and click the Streamlyne icon.

SharePoint L Search across sites

CCCIntranet  Recursos Humanos  Comunicaci Administracién v Programas Institucionales  Sistemas de Informacién

CENTRO
COMPRENS

R Centro Comprensivo de Cancer Intranet

Noticias

Cafeteria
Mend: Viernes, 24 de enero de 2025 - Cafeteria

about an hour ago

Comunicaciones

del #CCCUPR en entrevista con PH

17 hours ago

11 views

Comunicaciones

17 hours ago

6 views

Servicios Generales

See all

Almuerzo Carne de Res Guisada Caderas de Polio al Horno Arroz con Cebolla Arroz Blanco.

La Dra. Ana Patricia Ortiz y la Dra. Marievelisse Soto Salgado investigadoras

= Llamado a la prevencién y deteccién temprana del cancer del cuello uterino

—

Herramientas

MEDITECH
LIVE

[

Streamiyne

Directorio
Telefonico

@)

MEDITECH
Circle

@
Citrix
Shared
Resources

Q

Solicitud de
Servicio
P
b

Portal del
Paciente

2. Via CCC Website: Visit www.cccupr.org and click the Streamlyne icon.

< G (3 https//www.cccupr.org/streamlyne-research-es/

CENTRO
r(‘Zomeswo

SOBRENOSOTROS ~  CENTRO DE RADIOTERAPIA ~

LYNE®

english version

_/

La administracion de los proyectos de investigacion puede ser complicada y requerir mucho tiempo. Para facilitar este
proceso, el Centro Comprensivo de Cancer de la Universidad de Puerto Rico usa Streamlyne para gestionar la
administracion de los proyectos subvencionados. Todos los proyectos subvencionados (grants, contratos, y
subawards), asi como las solicitudes a la Junta de Revision Institucional (IRB, por sus siglas en inglés) se registran,
dirigen/aprueban, someten y gestionan a través de esta plataforma. Por ende, la documentacion de Streamlyne de

cada proyecto servira como récord permanente de su cumplimiento y su historia de fondos externos en el CCCUPR.
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Once clicked:

You’ll be redirected to a second page. On this page, click on the icon
labeled “Sistema Streamlyne (Pre-Award-IRB)” to proceed.

You’ll also find downloadable manuals in PDF format for reference.

 —
Creacion de cuenta de Sistema Streamlyne
Streamlyne

OSP
(Pre-Award - IRB)

Internal Transmital Form

Si necesita mas informacién, comuniquese con:

Ayuda con Streamlyne infostreamlyne@uprccc.org
Gerente de OSP Ms. Omariz Castillo ocastillo@cccupr.org
Directora del IRB Dr. Wanda Figueroa wfigueroa@cccupr.org
Manuales de Streamlyne:*

+ Manual de uso general

+ Manual de desarrollo de propuestas
* Manual del IRB

Downloads

_ manuals in pdf

3.If you have CCC credentials, you can log in using Single Sign-On (S50). If

you are an externally affiliated researcher, select the option to log in using
a local Streamlyne Research account.

C

() httpsy/research.upr-ccc.streamlyne.org/simplesam|/module. php/multiauth/selectsource.php?AuthState=_4a84a4d6158a7252fa

o715

43Ahttps%3A%2F %2F research.upr-ccc.streamlyne.org%2Fsimplesami%

LYNE

Weicome to Streamlyne. Please select your log-in method.

_> ll Loginwihsso

[ Log in using a local Streamlyne Research user
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4. This will lead you to Action List page. This section displays the list of
protocols initiated by the Principal Investigator (Pl). It also appears in the
action list for each of the study personnel.

S @ D = suemine x|+ - & x

&€ G [ @ hipsiicongrresearchupscocstraambyne.org/portaldotchannelTitie=Action%20ListchannellUrl=hitps:/fconfigresearchupr-cec streamiyne.org/kewfActionList dotmethodToCall-=startiviewOvutbox=false - |

4 Qe
_ e
Currently signed in as 99fdiroche@cccupr.org~

E wW = v Q ManMenu Identy # Reporing I Bookmarks.

Action List Retresn | Fiter
[ Action Id Type Title Route Status Delegator Date Created Group Request Log |
GID 1105 IRB Protocol VIVIAN COLON LOPEZ, Evaluation of Care SAVED 07:14 AM 10/23/2024 B
7336 IRB Protocol ANA P ORTIZ MARTINEZ; exempt example SAVED 08:16 AM 01/13/2025 =]
a» 510 IRB Protocol Frances Marie Diroche Acevedo, EXAMPLE SAVED 08:41 AM 01/17/2025 B

3 items found, displaying all

Searching for Protocols

Steps:
From the Main Menu:
1. Navigate to IRE > IRB Lookups > All My Protocols.
This will open the Protocol Lookup tab. Under the search bar, you will see a list of

all your protocols displayed.

Navigation Main Menu > IRB > IRB Lookups > All My Protocols

E W E « Q ManMeny IKenily # Reporing A Bookmarks

Protocol Lookup

Protocol #: Protocol Type: v
Protocol Status: | select v Reference ID1:
Title: Summary/Keywords:
Initial Submission Date From: ] Inftial Submission Date To: 5
Expiration Date From: = Expiration Date To: =
Approval Date From: = Approval Date To: =
Last Approval Date From: E Last Approval Date To: i
Action Date From: = Action Date To: =
Investigator: Key Person:
Area of Research: a Funding Source:
Performing Organization: a Unit Number: | select -
Unit Name: Active: @) vas O o O Both
(oo Lo
£dit copy view 2501001476 Full Board Frances Marie EXAMPLE Pending/In Progress 3000  Division of Clinical & Yes
Diroche Acevedo Translational Cancer Research
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2. Alternatively, go to IRB > IRE Protocol.
This section also includes the protocol lookup feature.

1. Search Options:
¢ Full protocol number
o Asterisk + last 4 digits (e.g., *1234)
o Tittle of the Study
o PI’'S firswt or last name (eg., *Simth*)

e Use * to view all protocols.

Main Menu - Identity  # Reporting

Pre-Award IRB Actions

Negoliations QLT Y + o o . * New protocol number
Post-Award 8P » *last 4 digits of Protocol number*
Seltings Hon iR e retees | « “*"|twill display the list of all the
IRB Lookups t |_
All My Protocols protocols.

Al My
All My Schedules
Pending Protocols
Protocols Pending Pl Action

s Pending Committee Action

Protocol Lookup

Title of the Study

Name * or
Last name *
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Initiating and Submitting a New IRB protocol
Steps:
From the Main Menu:

1. Navigate to IRE >IRB Protocol> + Create New. This action will direct you to
the Protocol Tab.

+ Q MainMenu~ SystemAdmin  Idenfity  %¥ Maintenance # Reporiing

Initial IRB Protocol [ Pre-Award RE Actions
) Negotiations IRB Protocol

¥r Bookmark this document K il
Post-Award IRB Committee

p
IRB

Protocol : IRB Lookups

Settings

Protocol Submissions

Personnel [
Questionnaire

Protocols Pending Pl Action ir questions, refer to the IRB instructional manual for Streamlyne.
Notes & Attachments IRB Committee Schedules

w Not Required Determination v
Protocol Actions 1

Permissions

Streams
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Protocol Tab > Required Fields for Saving

H w E v Q ManMenu idenity # Reporng M Bookmarks
. Docisment Wumber : 7532 Document Status.: Pentngta Progiass

Initial IRB Protocol Document © ltorLastUpdated § DHBMGENHCCRt o) Submiswon Satus

Fr Bookmark this document Protocol 8 : Expiration Date

* Indicates required field

Personnel Q

% Required Fields for Saving Document
Questionnaire

Complete all required fields. For questions. refer 1o the IRE insiructional manual for Streamiyne.
Special Review

Required
Notes & Anachments
¥+ Protecel i |Full Board — * Principal Investigater ;
Protocol Actions e “ Internal User Name Search Search for Q
Permissions External Adaress Book Seareh internal or Q
J— external Pl
—_— - Te: " * Lead Unit: select -~
Complete

these 3
required fields

¥ Addibonal Information

3 Organizations
?» Funding Sources

¥ Participant Types

Steps:

In the Protocol Type section, select the type of protocol you are submitting to
the IRB. Choose from the available drop-down options

* Protocol Type : IRB Review Not Required Determination v
Exempt

Expedited

~ Title - Full Board

Humanitarian Use Device (HUD)

IRB Record Only

IRB Review Not Required Determination

Non-affiliated Investigator Studies
— Reciprocity

» IS GILR. R Single Patient Use

2. Enter your title in the Title section.

e -

3. Inthe principal investigator search for an internal or external PI.
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How to search for the internal and external username

Principal Investigator (Pl) Selection Instructions
Steps:
For Affiliated Principal Investigators

1. Enter the PI’s first or last name, followed by an asterisk (*) to perform a

wildcard search.
2. Click on Return Value to automatically populate the Principal Investigator
(PI) field with the appropriate information.

Internal username search: Personnel Affiliated to CCC.

* Principal Investigator :
Internal User Name Search Q
Serson Lookup %
Person ID — resonis [ Ja u st ame: +— Last
number F * name *
First Name: +—— Firstname User Name:
(generated
Email Address Office Phone
by the
platform) Active: @) vas O o O gomn Home Unit: ae
Gampus Gode: as
— BEE

Directory Department Directory Title (825) Office Location Office Phone Sehool  Active

Click return value to
populate the PI

For Non-Affiliated Principal Investigators

1. If the Pl is non-affiliated, search using the External Address Book ID.
2. Follow the same steps as those used for searching by internal username.

Once all required fields on the Protocol tab are completed, click Save to finalize
the entry.
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After saving all the required fields, the following information will be
displayed at the top:

* Document Number: Unique 4 digits.

= Initiator: Email of the initiator + the last time and date the protocol was accessed.

* Protocol #: Last two digits of the current year + two digits of the current month +
sequential number.

Currently sined in s 9BIIOCE @OCCUPY.0M) ~

E W E v O ManMenu ey # Reporting

Initial IRB Protocol Document o

% Bookmark this document
rotocal # : 2501001478

Froces ¥ ] e— e
Personnel " 2
% Required Fields for Saving Document

Questionnaire
Complete all required fields. For questions, refer 1o the IRS instructional manual for Streamiyne.
Special Review
Required Fiedds for Saving Document Q)

Notes & Attachments

* Protocol Type :  Full Boars ~ * PANCIPAl INVestgator : Frances Mane DiIfoche ACeveao
Protocol Actions
Pamiissions * Title: | EXAMPLE * Lead Unit: Division of Ciinical & Transiaticnal Cancer Research - 3000

Protocol Tab > Status & Dates

1. The information is autogenerated by the system. Subsequent data will be
generated based on the actions taken on the protocol.

¥ Status & Dates

These fields are autogenerated by the system. Continue io the Additional Information section,

Status & Dates Q
Protocol #: 2501001468 Protocol Status : Pencing/in Progress
Approval Date : Generaled on Approval Last Approval Date : Generaled on Renewal Approval
Initial Submission Date : Generated on Initial Submission Expiration Date : Generated on Approval
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Protocol Tab> Additional Information

Steps:

1. FDA Investigational Number: If your study involves an FDA Investigational
New Drug (IND) or Investigational Device Exemption (IDE), enter the
corresponding number in the designated field.

2. Short Title of the Study: Provide a concise and descriptive title for the study.
This title will be used for reference throughout the protocol documentation.

3. Study Keywords: Enter relevant keywords that best describe the study.
These keywords will assist in categorizing and retrieving the protocol
during searches.

Additional Information: Complete this section only if you have investigational drug or investigational medical devices research.
Other Identifiers: Include any other IRB approval information

Area of Research Q
CodelDescription Actions
add: (select) Q
1 000001:All Research Areas =3

Additional Information O
FDA IND of IDE #:
short Title: Legacy ID:

Summary/Keywords : 6

Protocol Tab> Other Identifiers
Steps:

1. If you have an external IRB, select it from the dropdown list.

2. In the "Other Identifier” field, include the External IRB number.

3. Fill in the Application Date and Approval Date.

4. Click "Add” and then click "Save.”
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* Type * Other Identifier Application Date Approval Date Actions

Select aga: et - & =

&
external caLGs

RTOG

| RB (if IRBNet

COAG

applicable) X
..., .
Westemn IRB

WCG IRB
o
Brany IRB

Protocol Tab> Organizations

¥ Organizations

Include all organizations involved in this research.
Note: If organizations are not available in the options, contact the IRB Office.

* Organization Id * Organization Type Contact Federal Wide Assurance Number Actions
Add: af select v
1 000001 @ Performing Organiz ~|  Caraballo, Elba: Dr. Jose C Barbosa Drive , San Juan, PR 00936-3027
Comprehensive Cancer ]
Center/UNIV/PR
Organization Lookup
Organization id: Organization Name:
Address: Federal Employer id:
Congressional District: DUNS Number:
Unique Entity id: DUNS Pilus Four Number:
Federal Wide Assurance Number: CAGE Number:
DODAC Number: Number Of Employees:
Active: () ves O No @ Botn
(o ] |

Steps:

1. Select the “Magnifying Glass icon” to access the “Organization Lookup”
search bar.

2. Enter the organization number ID if known or part of the organization
name followed by an asterisk (*).
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3. Once the organization appears, select “Return Value” to populate the field.

4. In the “Organization Type” section, choose whether the organization is
External or the Performing Organization.

5. After entering all the information, click “Add” and then “Save”.

Protocol Tab> Funding Sources

+ Funding Sources

Include the funding number and name of the sponsor organization awarding the funds.
Funding Sources Q

* Funding Type * Funding Number * Source Title Actions

Add: select v ‘——_ =

1 Sponsor

B over e —

Development Proposal
Institutional Proposal

Not Funded

Steps:

1. From the dropdown list, select “Sponsor.” This will lead you to the sponsor
lookup search bar.

2. You can search for the sponsor by entering the sponsor code or sponsor

name followed by an asterisk (*).

3. Once you find the sponsor, select "Return Value” to populate it back to the
main section.

4. Click "Add” and then click "Save.”
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Protocol Tab> Participant Types

¥ Participant Types

Complete the participant type section and press save. After saving, continue to the Personnel section.

* Type * Count Actions

Add: _—’ select v

Total Participants: 0

Children
| other
Data Cnly
Samples Only
Data and Samples
Cognitively impaired
Employees
Prisoners

Pregnant women
Feluses
Students
Adults (21yr+)
| Neonates

Steps:

1. Add the type of participants according to their category individually, along
with an approximate count.

2. Click "Add” and then click “"Save.”

Personnel Tab> Protocol Personnel

Protocol m . Document was successfully saved. X * Indicates required field

Include the personnel involved in this research. For CCC employees, select the intemal user search. If external personnel are not available, contact the IRS Office. Press save once all personnel are inciuded and proceed to
Special Review Questionnaire section.

Notes & Attachments T Pricelemonnel O e
Risticel Aisions ® Internal User Name
——— ommiveim e Search and add personnel
Streams Q
e Unit * Protocol Role

B v Frances Marie Diroche

15|Page




Steps

1. Principal Investigator is auto populated.

2. Add CCC personnel using internal username

3. Add external personnel via external address book

On the Personnel Tab: Review the Following for Each
Individual

Steps:

1. Under each personnel entry, verify the protocol role.

2. Update the contact information as needed.

3. In the Attachments section, upload each file individually (e.g., CV, CITI
certificates, medical licenses). Ensure that file names do not contain special

characters.

4. After uploading each document separately, click “Add”.

5. Once all documents have been uploaded for each personnel, make sure to
click “Save”.

Biochemistry Professor @

Contact information is already

Fan —
in the system but can be
Secasdury s updated.
Ascreas Lne 3
cry
e
Coustry =
Updasea By * Amachment Type * Description * File Name Actions
= 4 T e o e oo =
m *  Attach each file individually
S * No special characters in the file name

= Description: file name + parsonnel name and last name
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Questionnaire Tab
Steps:
1. Complete both questionnaires and provide notes and attachments as requested.

2. After completing both questionnaires click “Save”.

E w E v Q ManMenu Idenlity # Reporting

I Bookmarks
" Document Number : 7510 Document Status : Pendingin Progress
Initial IRB Protocol Document o InftiatorLast Updated : 991GHOCTe@CEouDrong : 1051 AM 0129202 SubMIssion Status ©
# Bookmark this document N
Protocol # : 2501001476 Expiration Date :
.
Protocol o
m +  Document was successiull saved + Indicates required field
Personnel

p—r—

Notes & Attachments Complete all required questions for submission of new protocol. When completed, press  coninue to the Notes &

Protocel Actions Questions (T3

Permissions

Streams Select the type of protocol. Note to investigators: Please only enter NEW Protocols into the system at this time. ors ket
Is the protocol type reciprocity? [H—

O Yes O No

BE=EE

Special Review Tab
Steps:

1. Include any additional reviews associated with your IRB protocol, such as
biosafety, IACUC, biohazard materials, etc. (excluding human subjects).

2. After entering the required information, click “Add”, then click “Save” to
ensure all changes are recorded.

Protocol o

(¥ &) + Document was successtully saved ———
Personnel

 Special
Questionnaire REECR R
Special Review O

otes & Attachments Protocol Number Asplication Date Appaoval Date Expiration Date Exsmotion “Actions
Protocol Actions Add: H H & [ oo J e ]

Comment
Permissions %
Streams
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Notes and AHachments

In this section, include all documentation related to the protocol.
Steps:
1. Select attachment type (e.g.. Consent Form, Protocol Narrative)..

2. Set the Status to Completed

3. Upload each document individually. Avoid using special characters in file
names (e.g.. %. &, #, @), as they are not recognized by the system and may
cause upload errors.

4. Provide a concise description of the document in the Description field to
facilitate review and identification. Once all required fields are completed,
upload the document.

5. After uploading. each document will be listed in the following format:
Title - Description - Uploaded By - Date/Time of Upload

6. For each uploaded document, you will have three available actions:
a. View: Click the icon to download the document to your computer.

b. Replace: Update the document while retaining its original metadata
(Attachment Type, Status, and Description).

c. Delete: Permanently remove the document from the protocol.

7. After uploading all documents, click “Save” to finalize.

Protocol ‘ ,
m . T * Indicates required field

Personnel

Questionnaire ¥ Protocol Attachments (0)

Inciude all documentation you understand is pertinent to this research, and add the description in the comment section. After upioading all documentation, press save and continue to Protocol Actions.

Add Protocol Attachment O

Special Review

Notes & Attachments
* Attachment Type

Protocol Actions.
v Contact Name
Permissions

Complete these 3 Poie:
Streams * Description : oo
required fields
* File Name : [[Chooss Fi ] No s chosen
select e =
Adverse Event — ©
Advertisement ﬂ m m

Children’s Assent Form
HIPAA Research Authorization Form
HIPAA Waiver of Research Authorization Form Attached tems ()

Informed Consent Document Show: [seied =l

™ Son 8y: [Altachment Type [V]

Investigator Brochure
m Informed Consent Document - Descrpton of atiachment - Professor, Bochematry (072672018 07:40 AM)

Other

S0 Other - My bogrsply - Professor, Sochemsiry (07/20/2018 09:29 AM)

Protocol Deviation

Protocol Narrative

Safety Letters
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Permissions Tab > Users

This section displays all personnel involved in the protocol.

If you are the Principal Investigator (Pl), you may assign roles to other team
members as follows:

e Viewer: Can view the protocol but cannot make edits.
e Aggregator: Can edit and manage protocol content.

/\ Recommendation: To minimize the risk of simultaneous edits, it is advised that
only the Pl or the designated Coordinator hold the role of Aggregator. All other
personnel should remain as Viewers.

Permissions Tab> Users

B W B o Q Mamuew ey Repoting a -

Initial IRB Protocol Document ©
+ Bookman mis cocument

nnn

Protocol Actions. Acvons
E— =
streams. e
[ oo J e f o |
unassigned v
Only the Principal Investigator (Pl) or the IRB pr—
administration can assign roles to the Study Viewer
personnel. Protocol Deleter

Protocol Actions Tab> Data Validation
Steps:

1. In the Data Validation section, click the “Turn on Validation” button to
enable the system to check for any errors or incomplete fields.

2. If an error is detected, the system will display a notification and indicate the
affected section under “Validation Errors.”

3. Click the “Fix” button. The system will automatically redirect you to the
section that requires correction or completion.
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o

Protocol

Document was successfully saved * Indicates required field
Persannel

Questionnaire ¥ Request an Action

Speciat Review > Print

Notes & Attachments ¥ Summary & History

¥ Copy to New Document

Permissions

Streams. e

¥ Dala Validation
Data Validation O
i

Activate to determine any
= ¢ grrors orincomplete

information.

¥ Ad Hoc Recipients

E=eEIEIE

The system will indicate
where the error is located.
Click the 'Fix' button, and it
will direct you to the
section containing the error

1 error(s) found on page.

Protocol Actions> Request an Action> Submit Protocol
for Review

This section allows you to submit your protocol to the IRB Committee.

Steps:

1. Submission Type:
From the dropdown menu, select the appropriate submission type:

 Initial Protocol Application for Approval

« Continuing Review / Continuation without Amendment
e Amendment

e Resubmission, etc.

2. Committee Selection:
Under the Committee section, select:

¢ IRB Committee Review

3. Submission Review Type:
From the dropdown menu, choose the applicable review type:

« Full
o Expedited

o Exempt, etc.
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4. Category Checklist (for Exempt and Expedited protocols):
If your protocol qualifies as Exempt or Expedited, a checklist of categories
will be displayed. Select the category that best corresponds to your study.

5. Schedule Date: Choose the next available date for the IRB Committee
meeting.

6. Submit Protocol: Once all required fields are completed, click the “Submit~
button. This action will notify the IRB Administrator that the protocol is
ready for review.

Note: If you are the study coordinator. when you submit the protocol, it will
automatically generate a nofification fo the Principal Investigator (Pl) requesting
final approval. Once the Pl provides approval, the protocol will be routed to the
IRB Administrator for further review.

Protocol Actions> Request an Action> Submit Protocol for Review

(e}

* Iieaies requited fiekd
Fersonnel

Special Review

pretocel

Notes & Attachments

Complete
these required * Submission Review Type : | Exernp
fields

If the protocolis
exemptor
expedited a
checklist will
display.

Protocol Tab > Status and Dates
Document Number : 32277 Document Status : Submitted to IRB
Initiator:Last Updated : irbadmin : 07:35 AM 07/18/2018 Submission Status : Pending
Protocol #: 1807002998 Expiration Date :
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Protocol Actions> Summary and History

In the section of Summary and History you can review all the information put on
the protocol tab and all the actions taken in the history of the protocol.

Initial IRB Protocol Document @

¥ Bookmark this ocument

Document Number : 7510
InitiatorLast Upaates

Document Status : Pandngin Progress

99ireche@eeoupr 0 - D13DPM 0117202 SuBAISSHoN S1atus.
5

Protocol # ; 2601001476 Expiration Date.

Protocol =}
m rmen * Incicates required field

Personnel

Questionnaire 2l ik

Special Review

Notes & Attachments

¥ Summary & History

‘Summary & History O
Fermissions = summary — key identifying information about the Protocol document including key dates, personnel, status, type, area of research,
Streams = History attachments, funding sources, participant types, organizations involved, and special review information.

Summary

Protocol submission, its reviewers, vote summary, check list items, and review comments.

This section provides a comprehensive summary of the protocol, including key
details such as personnel, research area, attachments, funding sources, participant
types. affiliated organizations, special reviews, and more.

‘Summary & History O
=3 Summary
Summary O

Protocol Number:

Initial Approval Date:

2501001476
Generated on Approval

Sequence 1/1: Protocol Created 01/17/2025

Initial Submission Date:

Expiration Date:

Generated on Initial Submission

Generated on Approval

Last Approval Date: Generated on Renewal Approval Type: Full Board
PI: Frances Marie Diroche Acevedo Status: Pending/in Progress
Title: EXAMPLE
Personnel:
Name. Role Affiliation Unitis)

1 Frances Marie Diroche Acevedo Principal Investigator 3000 : Division of Clinical & Translational Cancer Research
Areas of Research:

1 000001 : All Research Areas
Attachments:

File Name & Attachment Type & Description 4 Last Updated & Last Updated By & Aetion
Funding Source:
Funding Type Funding Number Source Title

1 Sponsor 100008 American Cancer Society

Participant Types:
Description Count

1 Adults (21yr+) 20

Organization:
Organization 1D Organization Type Contact FWA Number
1 000001 @ Performing Organization Caraballo, Elba : Dr. Jose C Barbosa Drive, San Juan, PR 00936-3027 @
Comprehensive Cancer Center/UNIV/PR
Special Reviews:
Type Approval Status Protocol # Application Date Approval Date Expiration Date Exemption #

Additional Information:
FDA IND or IDE #:
Short Title:

Legacy ID:
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History

This section displays all actions associated with the protocol, including its creation,
submission to the IRB, and final approval.

Under the Approval Action section, you can access your official approval letter.
Simply click the “View” button to download the document directly to your
computer.

History Q
View Action Date Range: Beginning On & Ending On =] m m
Description Date Action Date Comments Updated By Update Time
Y Submitted to IRB 09/26/2024 10:16 AM 00/26/2024 Submitted to IRB 99idiroche@cccupr.org 09/26/2024 10:16 AM
m Questionnaires (2)
Protocol Created 09/24/2024 08:00 AM 0972412024 Protocol created 99fdiroche@cccupr.org 09/24/2024 08:00 AM
= Notifications (1)

=D 1024 selected node into Summary View, above

Protocol Actions> Print

In this section, you can print the entire protocol or choose specific sections to print
based on your preferences or requirements.

Print O
= Protocol Details

Protocol Summary

Document Overview Protocol Details Area of Research
References Organization Funding Source
Subjects Investigator Study Personnel
Training Correspondents Other Data

Special Review Protocol Roles: Notes

B Action History Review Comments B amendment & Renewal

Questionnaires

IRB Screening Questionnaire (Optional) IRB New Protocol
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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.

Protocel m o
- - = * INCICATES TEQUIrea field

Personnel

Questiannaire ¥ Request an Action

v -

Notes & Attachments. » Summary & History
¥ Copy to New Document

Permissions.
—
[ ]
Route Log

ProtacoiDocument
e Frances Mane DIbehe Aceveds; EXAMPLE

Type 1RB Prosacol Crested DB 41 AW O1MT2025
Initiator Dioche Acevedo, Frances Marie Last Modified 01:30 PM 0111712025
Route Status. SAVED Last Approved

Hodels) Intatea Finaizea

¥ Actions Taken

Action Taken By Time/Date: Annotation
SAVED Dirache Acevedo, Frances Maria 02:46 AM 0111772025

¥ Pending Action Requests

Action Requested O Time/Date Annotation
= IMACTION LIST Dirochs Acevedo, Frances Marie 0846 AM 011772025
COMPLETE

Streams Tab

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

Protocal
Personnel

Questionnaire

‘Special Review o 3
Notes & Attachments

Protocol Actions oa

Permissions 8 Prolocol 7581001476,

Protocel B 2501001476 Protocol Status : Pandngin Progress.
* Protocot Type : Full Board
* Tile: EXAMPLE
Approval Date : Last Approval Oate :
Inital Sbmssion Dato : Expiration Oata
Reforence No 1:
Reforence No :
Imvestigators Unies
Fionces Mars Direche Acaveds (Principal Invasgator) 3000 Owision of Chnical  Transsbonal Cancer Resaarch (Lead Unt)
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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.

Protocel
- Document was successtully reloaded

Personnel
Questionnaire ¥ Request an Action

Special Review

MNotes & Attachments ¥ Summary & History
Protocol Actions Summary & History @
Permissions
= e
Sueams Submssion Detais
Reviews snd Atachments
= History
—_— History ©
View Action Date Range: Beginaing On & EnsingOn = EBEa
Description Daste Action Date Comments Updated By Update Time
() Aomnistrative Appioval 087372024 1016 AM osra0ze steamiymesoin 08732024 1016 AN
= Comespondences (1)
Description Date Created Final Actions
—e ACITISSIE AR 08722024 10:16 AN Yes (090232024 1016 AM g |
= Notifications (1)
() Submited to IRE 001772024 0826 AM oart7r2024 Submeted o IRE Jorodrigusz@cesinr org 0B/1772024 05,25 AW
= Questinnaies 2)
Protocol Created 081772024 0739 AM oart7rnza Protocal creates 9aOChERCECUp G 08172024 0739 A1

I oo ssscia o nto summary view, e

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
e Amendment in Progress

e Renewal in Progress
e Withdrawn
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Only protocols with these statuses can be deleted.

¥ Request an Action

m Delete Protocol, Amendment, or Renewal

Delete Reason : e

Result: The Protocol Status will be updated to 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.

Are you sure you want to recall this document to the action list?

* Please enter the reason below

Yes Return to Document
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Withdrawing Protocol

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

¥ Request an Action

m Withdraw Protocol

=3 Withdraw Protocol

Withdrawal Reason -0

Result The IRB Administrator will be notified that the protocol has been withdrawn.

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 Pl will receive an email notification informing them that the
protocol requires revisions.

Protocols may be returned due to:
e Errors
e Incomplete information

« Required modifications based on IRB feedback.
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« Q  Main Menu

Action List
32306 Streamiyne Specic minor revisiors  FINAL 12:26 PM
Research recuested. 02/10/2015
Notification
i 1904
From: adm
Recipients: pedsprofessor

Channal: K a
Producer Mot aton Systen
Type: FY

Priority: Normal

Send Date: 2015-02-16T17 07 24
Removal Date: non

Titde: Specific MNOr revsioNs requesied
Content

[mnnn protocol number 1502001123 has requested spacific minor revisions. view correspondence

32319 IRB Protocol

Accessing Review Comments

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

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

¥ Summary & History
m History

X Reviews and Attachments

Read through the comments to understand the kinds of changes that are required to the
resubmit the decument to the IRB.

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.

“ Summary & History

m History

History @

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.

Last Inftal
Approval Expiration  Approval Submission  Lead  Lead Unit

Protocol
Protocol Status Date Date Date Date Unit Name Summary/Keywords Active

Actions  Protocol # Type Investigator Title

3. Request Action:

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

In the 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.

If you do not select the sections to edit, they will remain in

and cannot be modified. After making your selections, click on the “ ”
button.

Create Amendment

* Summary:

"Amend:

Protocol References & Other Identifiers Special Review

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 ~ “ button to
enable editing for the selected sections.
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¥ Request an Action

m Modify Amendment Sections

* Amendment Summary : Description of amendment

*Amend:

%) General Info

Funding Source

O Protocol References & Other Identifiers
O Protocol Organizations

O Subjects

D Questionnaire

M Add/Modify Notes & Attachments
M areas of Research

D Special Review

O Protocol Personnel

M others

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.

m Create Renewal with Amendment

)  Create Renewal with Amendment

* Summary:

*Amend:

a General Info

O Funding Source

rotoco eferences & Other Identifiers
O protocol Ref &Oth f

D Protocol Organizations

O Subjects

a Questionnaire

O Add/Modify Notes & Attachments
O Areas of Research

O Special Review

O protocol Personnel

O Others
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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.

m Create Renewal without Amendment

m Create Renewal without Amendment

* Summary: 0

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:
e Amendment,
e Continuing Review,
¢ Resubmission

2. In the Committee section select IRB committee
3. Inthe Submission Review Type select:

a. Full Board

b. Expedited

c¢. Exempt

4. In the Schedule Date selecting the next IRB committee meeting
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¥ Request an Action

Submit for Review

X submitfor Review

* Submission Type : | Resubmission |v * Submission Review Type : I:un Board v

Type Qualifier: | selec

Committee : | Full Board IRB Committee |v Schedule Date : I 08-03-2018, [no location], 12:00 PM |»

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 COIl Reported
Self-report for Noncompliance
Other

3. Committee Selection:

Choose IRE Committee from the available options.

4. Submission Review Type:

Leave the review type as FY| (For Your Information).

5. Comments Section:

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

6. Documentation Attachment:
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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 “ ” button to ensure it is properly attached.

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

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

Select actions to be taken with the protocol

Available Actions Q

Comment

Add: Choase File | No file chosen

Other Available Actions:
. - PI (Principal Investigator) is requesting to close the study.
Typical Reason: Study completed or no longer active.
. - Temporarily halt study activities.
Typical Reasons:
* Noncompliance
* Serious adverse events
* Unfavorable risk-benefit ratio
. - Permanently end the study.
Typical Reasons:

* Safety or ethical concerns
* Noncompliance
* Lack of funding

. - Stop enrolling new participants.

Typical Reason: Pl determines enrollment is complete or no longer needed.
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Request to Re- open enrollment- Resume participant enroliment.

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 Pl or other designated administrators.

@LYNE :
Research Currently signed in as irbadmin~

E « Q MainMenu Identity

Action List Remesn | Fiver
Action Id Type Title Route Status Delegator Date Created Group Request Log
@D 1344 IRB Protocol IRB Protocol - New Expedited ENROUTE 09:06 PM 10/27/2014
@D 1349 IRB Protocol IRB Protocol - New Full Committee ENROUTE 10:11 PM 10/27/2014
4986 IRB Protocol IRB Protocol - Pl Lastname_New_Expedited SAVED 11:52 PM 11/04/2014
7481 IRB Protocol IRB Protocol - Test Run 01.23 SAVED 06:41 PM 01/28/2015
7957 IRB Protocol Review  IRB Protocol Review - Professor/Protocol# 1501000350 ENROUTE 04:24 PM 02/02/2015
7996 IRB Protocol IRB Protocol - Last Name_Review Type_Date ENROUTE 09:48 AM 02/03/2015
@D 5031 IRB Protocol IRB Protocol - Professor_New_Full Board ENROUTE 02:29 PM 02/03/2015
8083 IRB Protocol IRB Protocol - Pl Lastname_Review Type_Date ENROUTE 02:34 PM 02/03/2015
9511  Committee Document Committee Document - edit PROCESSED 12:24 PM 03/26/2015
@D 11364 IRB Protocol IRB Protocol - Demo_5 ENROUTE 02:27 PM 04/03/2015

59 items found, displaying 1 to 10.

2 3 4 5 6 = 3

2. lIdentify Documents for Approval

Look for documents marked with the Approval symbol in the Action

column.
L APP ] 434@“]
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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.

Protocol Actions

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 Investigacion y Desarrollo”
and click on the Streamlyne icon.

3. Click on the link labeled “Creacion 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

e Create or update a contact in the address book (note: this does
not grant system access)
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Streamlyne - Account creation request form g‘é

Dear UPRCCC Streamlyne user.

Please complete this form to request access to the UPR Comprehensive Cancer Center Streamlyne System. Access will
be provided to individuals identified as key personnel within a research grant or IRB protocol and validated by their
Principal Investigators. You can also request by this form the inclusion or modification of sponsors, organizations, or
contacts to the address book. Creating or including information into the system can take up to 5 business days. Please
request the creation or inclusion of information into the system in a timely manner so your research team does not get
behind within the schedule

Contact information:

First Name:
* must provide value

Last Nameqs):

* must provide value

Contact e-mail:

* must provide value

Contact phone:
* must provide value

Select the one that best describes your role within the UPRCCC : v

* must provide value

Please select the type of information you would like to include within the UPRCCC Streamlyne system.

Type of request: v

* must provide value

By submitting this form, you acknowledge that you will comply with all applicable federal, local. and institutional

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.
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Need Help-

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

Wanda 1. Figueroa Cosme, MD
IRB Chair / Associate Director GME
Institutional Board Review

7 787-772-8300 x.5205

@ wiigueroa@cccupr.org

Monica Y. Cruz Figueroa, MPA, DBAc
IRB and Graduate Medical Education Coordinator
Institutional Review Board
T87-772-8300 x.5909
£ mocruz@cccupr.org

Frances M. Diroche Acevedo

Streamlyne Data Entry

Shared Resources and Scientific Operations Division
&Y 787-772-8300 Ext. 1158

:f;-.h'; 99fdiroche@cecupr.org
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