SterlingIRB

SAFEGUARDING YOUR RESEARCH

SilverLink User Guide



@

SilverLink User Guide IRB

SilverLink User Guide

This SilverLink User Guide provides a reference for SilverLink’s features and functionality. Comments
and/or questions may be directed to support@sterlingirb.com, where a member of Sterling’s Software
Department will respond to the request.

SilverLink is Sterling IRB’s secure web portal. It can be used by Sponsors, CROs and Investigative Sites
to submit forms and documents to the IRB, such as New Study submissions, Principal Investigator
applications, Continuing Review reports, safety reports, recruitment/study materials, and final reports. It is
also a means to instantly download documents issued by Sterling IRB like approval letters and
acknowledgements.
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*Supported web browsers include Firefox, Chrome, Safari, Edge, and Opera.
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DEFINITIONS

o A Master-site is the study-site for study-wide submissions which is viewable only to the Sponsor
or CRO. The Sponsor and CRO can view all PI study-sites for a study.

o A Study-site is the Principal Investigator’s site for a specific study and is viewable by the associated
research site personnel. This is where Principal Investigators and/or site personnel can submit site-
level xForms and where Sterling will issue site-level determination documents.

o “xForm” is the term for Sterling’s dynamic “smart” forms. All forms submitted via SilverLink are
dynamic smart forms.

o An Event is the submission, review, and approval process of items to Sterling IRB. Think of it as a
“folder” for each submission (New Study, Continuing Review, Safety Report, etc.) associated with
a particular study-site, containing the submitted forms, attachments, and approval documents. The
Event also tracks the completion dates for various steps in the submission and review process.
Clicking on an Event's name displays Event-specific information and steps for event completion.
Clicking on the number under the "Att" column will bring you to the applicable generated documents
and attachments for that event.
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LOGGING IN

SilverLink supports various user roles with various access levels:

Sponsors/CRO Contacts have access to all data and documents associated with any
study(ies) and study-site(s) over which they preside (once access to the study has been
requested in Silver Link). They can submit xForms and download existing documents but may
not delete documents or edit data. Each study can have an unlimited number of Sponsor/CRO
Contacts.
o The Sponsor/CRO App Reviewer role is a Sponsor or CRO contact designated via the
New Study Submission Application and will be notified to review PI Site Submission

Applications prior to submission to the IRB.

Principal Investigators automatically have access to all data and documents associated with
their specific study-site on any study(ies) in which they participate. They can submit site-specific
xForms and download existing site-specific documents, but do not have access to general
study-level documents.

Site Contacts have the same level of data and document access as the Principal Investigator
(PI), but only for the specific site(s) with which they are associated. Access is granted to these
users on a per-study basis, so they do not automatically have access to all the same
studies/study-sites as their PI.

Each user can have different roles on different studies and will only need one user account. All
accounts must have a unique username (an email address) and password and cannot be
shared by other users. User accounts will be granted the appropriate level of access to each
study and/or study-site as applicable. You will receive document notifications for your
associated studies unless requested otherwise.

You can access SilverLink from Sterling IRB’s website, www.sterlingirb.com,
or directly at: sterlingirb.my.irbmanager.com

-

IRB

Login

Email
Password
Client SterlingIRB
|Login| Forgot Password?

By clicking Login, you agree to SilverLink’s Terms of Use.

Don't have an account?

Click here to register. Privacy Policy | Terms of Use
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Registering / New Users

Contact persons may create a SilverLink user account and request study or study-site access through
several different methods, detailed below:

e Contact persons who do not yet have an account can register via SilverLink’s Login screen, by
clicking the “Click here to register” link, as seen below.

e Contacts can be added by including them on the New Study Submission Application Form or the
Submission Application for Investigator/Site Form.

e Contact persons who already have a user account can submit requests for access and/or removal
of Study or Study-site contacts via the SilverLink Access Request Form.

o Requests for access and/or removal may also be emailed directly to support@sterlingirb.com

SterlingIRB”

Login

Email |
Password
Client SterlingIRB

|Login| Forgot Password?

By clicking Login, you agree to SilverLink's Terms of Use.

Don't have an account?

Click herengo register. Privacy Policy | Terms of Use
R
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Clicking the self-registration link on the Login page will bring you to the following screen:

S

Stc*li_ﬂglRB_

Register

EMail |

Confirm EMail

Next|

If the email address is already registered, the system will inform you that a user with that email address
already exists and suggest recovering your password using the “Forgot Password?” link. (Read more
information on this in the next section.) If the email address is not already associated with a user account,
you will be provided the registration page, as seen below:

Sto’liﬂglRBs

Register

EMail username@example.com

Prefix
First Name
Last Name
Degree(s)
Company
Address Line 1
Address Line 2
City
State/Province v
Zip/Postal

Country | United States ~

Phone

Register |
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After completing the required fields and clicking the “Register” button, the system will create a new user
account. After a few moments, the system will automatically send a notification to the email address with
which you registered. This will not grant access to any studies or study-sites at this time.

SterlingIRB

Registration Complete

We have created your account and emailed you your password
information. It should arrive shortly.

Your user name is your email address, you will have to change your
password when you first login.

Return fo login

The email will provide a one-time-use password reset link that will be active for 24 hours. Be sure to check
your spam folder if you do not receive an email with the password reset link after a few moments. After
setting your password, you can access SilverLink. If you have any difficulty resetting your password,
contact our support team at support@sterlingirb.com.
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LogIn

All users, regardless of permissions level, will log in to the same portal.

The “EMail” is the email address associated with your account. Each user must have their own
account and cannot share access with other users.

o The “Password” is the password you set.

SterlingIR

SAFEGUARDING YOUR RESEARCH
Login
Email username@example.com
Password sssssses
Client SterlingIRB
Lon Forgat Password?
By clickitg Login, you agree to SilverLink's Terms of Use.
Den't have an account?
Click here to register. Privacy Policy | Terms of Use
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Forgot Password

Any user can reset their password by clicking “Forgot Password?” on the log in page.

SterlingIRBs

SAFEGUARDING YOUR RESEARCH

Login
Email ®
Password *
Client SterlingIRB

Forgot Pgssword?
By clicking Login, you agree to SilverLink's Terms of Use.

Don't have an account?
Click here to register. Privacy Policy | Terms of Use

After entering the email address associated with the account and entering the randomized letter/number
code displayed on the Forgot Password screen, an automated email will be sent with a link to reset your
password. Users may also email support@sterlingirb.com for assistance.

SterlingIRB

SAFEGUARDING YOUR RESEARCH

Forgot Password

Forgot your password?
Please enter the email address associated with your user account below.

EMail
Client  SterlingIRB

Type the code frorﬁ Ehe image above:
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Updating Email Addresses for Existing Users

If an email address has changed but the user still need access to the studies they are currently
associated with in Silver Link under an old email address, you may use a SilverLink Access Request
form, and select the “Update someone’s name and/or email address” option.

Which type(s) of access change are you requesting with this submission? (selectall that apply} (Reguired)

[| Grant me (the submitter) portal access to this study

[ Grant someone else portal access to this study

| Remove my (the submitter's) existing portal access to this study
Remove someone else's existing portal access to this study
Update someone's name and/or email address

B Ol

Alternatively, you may email support@sterlingirb.com with your request including your current or
outdated email address, along with the new email address you are now using. This may apply in the
event a user’'s name changes or the domain name associated with an organization changes for all its

current users. The Support team will be able to update the email which will then serve as the new
username when logging in to Silver Link.
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NAVIGATION

Sections of the Dashboard/Home Screen

From the Dashboard/Home screen, users will have appropriate access to all applicable Studies, Study-
Sites, and Events.

-
s Find Study (Ctrl+Q)
i My Studies Help Site Contact's Settings Sign off

SterlingIRB v P 95 519

SAFEGUARDING YOUR RESEARCH Studies (4 A |'ve) rNot_ .
Actions © You are associated with 4 active Studies and 10 total Studies. /—\
Start xForm - & You are the Primary Study-site Contact for 1 active and 3 total Studies. o
Show Protocol Numbers ! o You are the Site Contact w/ notifications for 0 active and 2 total Studies. M M
View My Emails o ‘You are the Site Contact w/o notifications for 3 active and & total Studies. I V e I n
Recent Items xForms (20 Active)
0000-CShrader
0000-CLShrader o You have 9 unsubmitted xForms.
0000-PInvestigator & You have 11 xForms being processed at a later stage.
0000-TestPKSite
0000-PIBell Events (4 Open)
0000-5iteName Only show events where I am: | ~|

0000-DXNorris
0000-RXHamilton
0000-PXColeman

|:| You have 1 Continuing Review Submission events.

. You have 2 Modifications & Amendments events.

. You have 1 Reportable Events events.

Useful Links ‘You have 4 Total Open events

*Sterling IRB Help Guides
and Resources

Change of Address - 1572
Guidance

Downloading Site
Documents - PI/Site

Downloading Study
Documents -
Sponsor/CRO

Events Reportable to the
IRB

Impartial Witness
Signature Form

IRS Reporting Update

Short Forms and
Certificates

Statement of Compliance

Sterling IRE Handbook

.

v34.3 My Studies (4 Active)
Sterling IRE Protocol Protocol
Guidelines Study ~ site ° PI * Title * Expires * status * Attachment(s) * condition(s) *
Sterling IRBE Rosters
0000- Crystal  Investigator, This is the 03/10/2027 Approved 0000.Recruitment Material(s) - APPROVED.pdf Contact lens
My Docs & xForms CShrader  Shrader Principal MD Sterling IRB 0000.Study Material(s) - APPROVED.pdf wear comfort,
2 Attachments Testing Study. Approved ICF Sedation
24 xForms All ICF.docx Practices
information Investigator's Brochure
contained Study Materials
within this Study Protocol
study is for
testing
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From any page in the system, the “Home” button (below) will always be available in the blue bar at the top
of the screen and will bring you back to the Dashboard/Home screen.

L
Ste_rl'ﬂ_ g_JII'\’B*s mes

Studies (16 Active)

Actions )
You are associated

Start xForm r o You are the Priman

At the top center portion of the Dashboard is the “Studies” section. There you will see a summary of
information regarding the number of studies you are associated with, both Active and Total (includes non-
active/Closed studies). Prospective sites will not be labeled as “Active,” but will be accessible under “Total
Studies.” You will also see a breakdown of your associated studies by your Role for the study.

My Studies

Studies (16 Active)

o You are associated with 16 active Studies and 37 total Studies.
o You are the Primary Study Contact for 2 active and 7 total Studies.
o You are the Primary Study-site Contact for 1 active and 1 total Studies.

o You are the Sponsor w/ notifications for 14 active and 30 total Studies.

o There are 1 studies expiring in the next 90 days.
o The next study to expire is 8105-*MASTER.

The next portion of the screen is the “xForms” section.. Here you will see the number of “unsubmitted”
xForms you have started, and the number of submitted xForms being processed by Sterling IRB for
ongoing events.

xForms (0 Active)

You have 0 unsubmitted xForms.
You have 0 xForms being processed at a later stage.

The next portion of the screen is the “Events” section.. This section will show you active/open events on
all Studies/Study-Sites on which you are listed.

Events (4 Open)

Only show events where I am: e
You have 2 Continuing Review Submission events.
. You have 1 Modifications & Amendments events.

You have 4 Total Open events
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The last center portion of the screen is the “My Studies” section. This is a list of all active Studies and
Study-Sites with which you are associated.

My Studies (18 Active)

v B b oiocal " s e .
Study Site PI Title Expires Status © Attachment(s) Condition
0000- Master  CRO, This is the 03/10/2027 Approved 0000.Recruitment Material(s) - APPROVED.pdf Contact ler
*MASTER  Study-  Sponsor Sterling 0000.5tudy Material(s) - APPROVED. pdf wear comf
site and/or IRB Testing Approved ICF Sedation

Study. All ICF.docx Practices

information Investigator's Brochure

contained Study Materials

within this Study Protocol

study is for

testing

purposes

The columns in the “My Studies” table, from left to right, are: IRB ID (read more below about how to switch
between displaying Protocol Number and Sterling IRB ID),Site Name (the Sponsor’s Study-Site will read
“Master Study-site”), Principal Investigator’s name (for the Master Study-site it will read “CRO, Sponsor
and/or”), the Protocol Title, the Study-Site expiration date, and the site’s current status with Sterling IRB.

The left side of the screen contains the “Actions” column. The Actions available will change depending
upon the page you are currently viewing. The “Sterling xForms” section of this guide will further detail
which actions and xForms are available from the dashboard/home screen versus on a specific study/site
page.
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S
IRB™ ™

Actions

Start xForm
Show Protocol Mumbers
View My Emails

Recent Items
1234-*MASTER
2510-*MASTER
1234-PKalluru
1234-BDSmith
1234-RWShrader 1
5635-"MASTER C
1234-SiteMame

o [£,] -

Messages

Welcome to SilverLink at C
SterlingIRB

Useful Links
Downloading Site

Documents - PI/Site
Downloading Study

Documents -

Sponsor/CRO
Statement of Compliance | J
Sterling IRBE Handbook
Sterling IRB Rosters

1
1
My Docs & xForms L
0 Attachments
13 xForms

The “Start xForm” Action will provide a list of xForms you can complete from this page.

On the Dashboard/Home screen, the “Show Study Codes” Action will change the Protocol Number in the
“My Studies” section to display the Sterling IRB ID number instead or vice versa.

‘Recent Items” is a list of the most recent links you have clicked within the system. You can “Pin” and
“UnPin” as needed.

“Messages” will display notes from Sterling IRB
“Useful Links” are web links provided by Sterling IRB.
“‘My Documents & Forms” are links to “User Attachments” and “xForms”.

“User Attachments” are documents associated with your user account, uploaded to your profile, if
applicable. This is not a list of attachments for a Protocol or Event. These attachments are not linked to
any study or Event.

“xForms” are the dynamic smart forms associated with you as a user, across the entire system.
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Hover over the “Help” link for a drop-down of available options.

-Find Study (Ctrl+Q}) H

Help UserName's Settings Sign off

Local Hel

Contact
Administrator

About

The “Settings” link is where you can change your password, and update your profile including: name,
phone number, address, and more.

Find Study (Ctrl+Q)
Help UserMame's Settings Sign off

1)

Use the “Sign off” link to log out of the system. This link is available on every page in the system. For your
protection, the system will automatically log you out after fifteen minutes of inactivity.

EFind Study (Ctrl+Q} E

Help UserName's Settings Sign off
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STERLING xFORMS
Submitting xForms

An xForm is a dynamic smart form. Each Sterling IRB form is available for submission within SilverLink.

From the Home screen, click “Start xForm” under “Actions” on the left side of the screen to submit any of
the following xForms.

Start Form on User

Select xForm to start

Action  Form (Click to start) ~ D

& *New Study Submission Application T
p
s
o
H
N
L

& Application for Humanitarian Use Device (HUD) T
r

a8 Exemption or Non-Human Subjects Research Determination Request T
gl
v

L_:_;l Expanded Access Submission Application T
a

(=] SilverLink Access Request Form F

The New Study Submission Application is intended to be used by Sponsors and CROs or by Institutions
serving as the study’s primary point of contact, to submit an entirely new Protocol/Study for Sterling review
and approval.

The Exemption or Non-Human Subjects Research Determination Request is completed and submitted
to initiate the review of an exemption or NSHR

Application for Humanitarian Use Device (HUD) can be completed by a physician applicant to request
Sterling IRB’s review of a HUD

Expanded Access Submission Application can be completed to request individual patient expanded
access to a drug, biologic, or device.

SilverLink Access Request form can be completed by users of any permissions level (Sponsor/CRO or

Investigative Site contacts) to add or remove personnel for a study under Sterling review or update the
contact information for someone already associated with a site in SilverLink.
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To submit a study-level xForm for an existing study (i.e. submissions related to the study as a whole, not
to a specific Pl/study-site), Sponsor/CRO Contacts should navigate to the study’s MASTER-site and click
the “Start xForm” link under “Actions” on the left side of the screen.

Ctor ale IR B Study 0000-*MASTER (IRB) Help Sponsor's Settings Sign o
-
Actions Study: 0000 (Is Master) Sponsor(s): Sterling IRB (TEST Sponsor) (Primary)
Download Study Committee: TESTING ONLY Protocol Number: AbCd123
Attachments | Agent Types: Drug/Biologic = CRO: Sterling IRB (TEST CRO)
Download Study-Site I Health Economics and Outcomes Research
Attachments (HEOR] =
Start xForm  o=———T_ HUD
xForms (47) Protocol Title: This is the Sterling IRBE Testing Study. All Year: 2018
information contained within this study is for
Done testing purposes only and should not contain
real data.
Recent Items Study Closure Approved Spanish, Assyrian, Khmer, Macedonian,
0000-"MASTER Date: Translations for Portuguese - Brazil
0000-CShrader study:
NEJE;’EII_I'IE% Study- Conditions: Contact lens wear comfort » Sedation Practices
. Co nts:
NM Testing Study- = TESTING
ucisprg_df_r . b study Contacts (10)

This is where Sponsor/CRO Contacts will submit study-wide xForms to Sterling IRB, such as: changes in
research (Modifications and Amendments), safety reports (Reportable Events), and more.

To submit a site-level xForm for an existing study-site, Contacts should navigate to the appropriate PI's
study-site and click the “Start xForm” link under “Actions” on the left side of the screen.

This is where Contacts will submit site-specific xForms to Sterling IRB, such as: site initial review
(Submission Application for the Investigator/Site), changes in research (Modifications and Amendments),
safety reports (Reportable Events), site continuing review (Study Status Report) and closeout (Final
Report), and more.
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To submit an xForm on an existing Event, click on the Event’s Name from the “Events” section. This is
where Sponsor/CRO and Site Contacts will submit their Continuing Review forms ( “Study Status Report”).

w Events (19)

Event ¢ Att  Instance/UDF
Muedifications & Amendments 1  Testing Move 1
Modifications & Amendments 5  Protocol AMD v4.0, Ads x2, "Dear Investigator” Letter

Continuing Review Submission «~ 0  Submission - Received and in process

Modifications & Amendments 2 Recruitment Material

Inside the Event, click the “Start xForm” link under “Actions” on the left side of the screen to see a list of

available forms to submit.

qt[—.l ina |R Bs Event Details: Continuing Review Submission on 0000-CShrader

‘This is a child event of an event grouping containing 7 events.

Actions Study-site
Attachments (0}

Download Event Study: 0000-CShrader

Attachments § Protocol Title: This is the Sterling IRB Testing Study. All information contained within this study is for test{mare...)
Start xForm  — PI: Investigator, Prindpal MD
xForms (0)

Event

Done Type: Continuing Review Submission
Recent Items Instance: Submission - Received and in process
0000-*MASTER ‘Committee: Inherited from Study
0000-CShrader Review Type:
NN Testing Study-

*MASTER b Emails (2)
NN Testing Study-

g Sty Steps (14)

0000-CLShrader Step

0000-BBriseno § ) )
0000_BKSmith Notification of Pending Expiration

0000-DXTurner Receive CR Submission (Study-Site)

0000-IXAndersen

0000-EXRhobar IRB Staff Pre-Review (Study-Site)

0000-EXWinchester IRB Conducts Primary Review

Useful Links Post Review Staff Follow-up

*Sterling IRB Help Guides 2
T Reources | Generate/QC/Issue Documents (Study-Site)

Change of Address - 1572 |

Site: CShrader - Crystal Shrader
Committee: TESTING ONLY
Protocol Number

Started: 02/09/2026
Completed:

Planned Actual
02/09/2026
08/13/2026

Page 18 of 24 SIRB SilverLink User Guide



SilverLink User Guide | >'</n9R8

EGUARDING YOUR

Adding Collaborators to xForms

After starting an xForm, you have the ability to add “Collaborators” to the xForm. Adding a Collaborator to

an xForm invites that person to help you complete and/or submit the xForm. At the top of any page of the
xForm, see the “Collaborators” link.

s & Col\a%rators ‘ General Infarmation A ‘ Page 1 of 1 Next

SterlingIRB

Modifications and Amendments Submission Form -- General Information

Modifications and Amendments

This is an electronic smart form. You will be prompted to provide additional information based on how you answer questions throughout the form.
Instructions and help notes are also included to assist you in providing required information. If you require further assistance anytime during the
submission process, please contact us at 1-888-636-1062 to speak with a member of our Operations Department.

Study Information View Audit

IRBID #:
1234-SiteName

Principal Investigator:

Mame, Test

Protocol Title:

This is the Sterling IRB Testing Study. All information contained within this study is for testing purposes only and should not contain real data.

Protocol Number:
AbC-5678

Clicking this link will open an on-screen “Collaborators” pop-up window. Here, you can see any existing
Collaborators for this xForm and can enter the email address(es) of any person(s) you wish to add.
Collaborators must already be a user in SilverLink (refer to the New Users section for instructions).

On the next line, select the level of “Access” this user should have: “Edit”; “Edit and manage”; or “Edit,
manage and submit”. You can also add notes that will automatically be sent to the Collaborator(s). You

can chose to be CC’d on the Collaborator email. Clicking “Add” will send an email invitation with a direct
link to each new Collaborator.

EMail v

Access | cdit v |

Note for
|l Collaborator

dcc Me
[Add| @
Current Collaborators

Action Collaborator ~* Permission 4 BGR 4+

4 MName, UserMame Author
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ATTACHMENTS AND DETERMINATION LETTERS

Locating Issued Documents on Sites

For documents approved by Sterling IRB for study-wide use (such as study-wide Ads/Recruitment
Materials), you can find the most recently approved version on your study-site page, in the section titled
“Study Attachments”. Click on the name to open/download each approved document for this study.

s Find Study (Ctrl+Q) E
Cj i | — lRB Study 0000-CShrader (IRB) Help Sponsor's Settings Sign of
Sterling
APRGUARDN BSEAR - collapse
Actions Study: 0000 (Goto Master) Sponsor(s): Sterling IRE (TEST Sponsor) {Primary)
Download Study Committee: TESTING ONLY Protocol Number:
Attachments I Agent Types: Drug/Biologic » CRO: Sterling IRE (TEST CRO)
Download Study-Site L Health Economics and Outcomes Research (HEOR) «
Attachments HUD
Start XFOIT“\ Protocel Title: This is the Sterling IRB Testing Study. All information Year: 2018
xForms (13) contained within this study is for testing purposes only
and should not contain real data.
Done Study Closure Date: Approved Translations Spanish, Assyrian, Khmer, Macedonian, Portuguese -

Recent Items for study: Brazil

0000-*MASTER. Conditions: Contact lens wear comfort » Sedation Practices

0000-CShrader Comments: TESTING...

NN Testing Study- » Study Contacts (10) expand

NN@E&E‘L‘% St”t____' + Study Attachments — FOR REFERENCE ONLY - review the events at the bottom of this page for site-specific documents. (7) collapse

0000-CLShrader Name + Type + Date -~ By Ll

gggg'ggg‘i‘?;? ICF.docx *Informed Consent Form - English 06/26/2024 rick.shrader@sterlingirb.com
-BKSmi

0000-DXTurner 0000.Recruitment Material(s) - APPROVED.pdf *Ad/Recruitment Material 07/25/2023 gabriella.centeno@sterlingirb.com

gggg'gﬁ;‘hdﬁe" 0000.Study Material(s) - APPROVED.pdf *Study/Retention Material 07/25/2023 gabriella.centeno@sterlingirb.com
| obar

0000-EXWinchester Approved ICF *Informed Consent Form - English 02/18/2020 lindley.mckinley@steringirb.com

useful Links Study Materials Study/Retention Material 02/18/2020 lindley.mckinley@sterlingirb.com

‘St?jr\i;g IRB Help Guides + [nyestigator's Brochure Investigator's Brochure 02/18/2020 lindley.mckinley@sterlingirb.com

and Resources r
Change of Address - 1572 = Study Protocol Protocol 10/21/2019 crystal.shrader@steringirb.com
_(El.‘“d.ar":..e —_ b Nthos Citac F37Y exnand
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All Attachments

To see all study-site documents in one location, you may click “All Attachments,” on the left side under
“Actions.”

s D Hnd Study (Cr+4)
Crar na |R B Study 0000-CShrader (IRB) Help Site Contact's Settings Sic
-
Actions Study: D000 Sponsor(s): Sterling IRB (TEST Sponsor) (Primary)
/ Committee: TESTING ONLY Protocol Number: AbCd123
All Attachments L \ . .
) Agent Types: Drug/Biologic = CRO: Sterling IRB (TEST CRO)
Download Study-Site “ .
Attachments ) Health Economics and Outcomes Research
Start xForm ETJEDOR] *
xForms (11)
Protocol Title: This is the Sterling IRE Testing Study. All Year: 2018
Recent Items information contained within this study is for
0000-CShrader testing purposes only and should not contain
0000-CLShrader real data.
SIRB TEST QM/Reg- Study Closure Approved Spanish, Assyrian, Khmer, Macedonian,
CShrader Date: Translations for Portuguese - Brazil
0000-PInvestigator study:
0000-TestPKSite Conditions: Contact lens wear comfort « Sedation Practices
0000-PIBell Comments: TESTING...

This will bring you to a page containing all documents associated with your study-site. You can filter
results by clicking on “Name,” “Type,” “Event,” or “Start” (event start date) to more easily sort and locate
document(s).

The Export option under “Actions” can be used to generate an Excel listing of all documents associated
with the site.

Note: The attachment types “Generated Document” and “Approval Document” generally refer to the
same category of documents. Due to a change in how the system classifies these documents,
determination letters may appear under either type. We recommend reviewing both types when
searching for a determination letter.
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s Find Study (Ctri+Q)
C)T erlina I R B All Study-Site Attachments on 0000-CShrader Help Site Contact’'s Settings Sign off
S LE . Y : Filter:
- Study-Site
Ad"’"sl Stud hrad Site CShrad I Shrad
Export udy 0000-CShrader e CShrader - Crystal Shrader
Protocol Title This is the Sterling IRE Testing Study. All Committee TESTING ONLY

Done

information contained within this study is for

Recent Items

test(more...)

0000-CShrader PI Investigator, Principal MD

0000-CLShrader * Event Attachments (18)

SIRB TEST QM/Reg- -

CShrader Action Name * Type + Event + Start L]
0000-PInvestigator 0000-CShrader.ICF.SPAN.05.2021.docx *Informed Consent Form - Modifications & 09/23/2021
0000-TestPKSite Spanish Amendments
0000-P1Bell = 2
0000-SiteName Attachment2.docx Protocol Clarification Reportable Events 07/08/2021
0000-DXNorris Document
0000-RXHamilton Disease XYZ Study Ad.docx Ad/Recruitment Material Modifications & 06/01/2026
Messages Amendments
Welcome to SilverLink at Disease XYZ Study Welcome Letter. APPROVED.pdf *Study/Retention Material ~Modifications & 07/24/2023

Sterling IRB Amendments
Useful Links Disease XYZ Study Welcome Letter.docx Study/Retention Material  Modifications & 06/01/2026
*Sterling IRB Help Guides Amendments

and Recniirras

Locating Issued Documents on Events

To locate/download approval documents for a specific submission/Event, navigate to the study-site page.
At the bottom of the screen, find the “Events” section. In the “Att” (or ‘Attachments’) column, note the
number displayed for each Event. Clicking on the number will take you to the Attachments page for that
specific Event.

¥ Events (3) collapse

Event + ALt FE Instance/UDF 4+ Start ~ Complete # Last Mtg # Group %
New Study or PI/Site Submission 2 Received and In Process 09/17/2020 10/13/2020

New Study or PI/Site Submission| 0 Awaiting Sponsor Approval 09/17/2020 | 10/13/2020

Modifications & Amendments 09/16/2020 12/07/2020 Child

b

On the Attachments page, you can see two sections: Attachments and Generated Docs.

o “Attachments” may include documents attached to the submission form, copies of IRB-approved
consent forms, copies of IRB-approved site-site specific Ads/Recruitment Materials etc.

o “Generated docs” will include Approval documents and acknowledgements issued by Sterling IRB

Clicking “Attachments” or “Generated Docs” will display documents in that section for that Event.

S [ ——

Sterlin Attachments
SterlingIRB
SAFEGUARDING YOUIR RESEARCH
Actions Study-Site
Export PI Investigator, Principal MD
Done + Attachments on Modifications & Amendments Started 09/16/2020 on 1234-PInvestigator
Recent Items " |aachments () Ll Attached o Type
1234-PInvestigator GE“EfﬂtE%DDCS 0] " Mo records to display.

1234-SiteName

Click on a document’s name to open/download that document.
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LAl Find Study (Ctri+C

SterlinglRB™  Attachments Help Userna
SAFEGUARDING YOUR RESEARCH Filter:

‘Actions __________ Study-Site

Export PI Investigator, Principal MD

Done 4 Attachments on Event Modifications & Amendments Started 09/16/2020 on 1234-PInvestigator

Recent Items [ Atachments 0 o BT

1234-PInvestigator " Generated Docs (1) | 1234-PinvestigatorAbC 5678, Principal Investigator. MD.2021-4- 04/24/2021 1:29 PM ET Generated Document

1234-SiteName 24dac @

1234-*MASTER
1234-PKalluru

1974-NrFaanin

Accessing Documents after Study Closure

Documents can still be accessed after a study’s closure; the key difference is where you will find the
study from your dashboard. Since the status has changed from Approved to Closed, it will no longer be
listed among the Active studies or in the “My Studies” (Active) section. Instead, you must select Total
Studies, which can be found under My Studies at the top of your dashboard screen.

My Studies

Studies (18 Active)

& You are associated with 18 active Studies and 38 total Studies.
- & You are the Sponsor w/ notifications for 18 active and 38 total Studies.

4

Within Total Studies, you may use the “Study,” “Site,” “Protocol Title,” “Expires,” “Pl,” or “Status” columns
to more easily sort and locate your study.

My Studies Help Sponsor's Settings Sion off
Filter:
Studies (38 Total)
Study ¢ Site ¢ Protocol Title ¢ Expires ¢ PI ¢+ Status -
| 0000- Master Study-site This is the Sterling IRB Testing Study. All  03/10/2027 CRO, Sponsor Approved
© *MASTER information contained within this study is and/or

for testing purposes only and should not
contain real data.
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More detailed How-to videos can be found on our Introduction to SilverLink Web Page:
https://www.sterlingirb.com/irb-services/silverlink-web-portal/
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