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iSite — ICON Laboratory Services Secure Website for Site Information

iSite is ICON Laboratory Services secure web portal for clinical research sites. When you register with iSite, you gain
access to site-specific solutions such as: Lab Report eDelivery, Kit and Supply Ordering, E-Requisitions, Queries,
Flagged Values, Specimen Collection and Shipping Videos.

Getting Started

To ensure security, only email addresses on file with ICON Laboratory Services are able to register with iSite.

NOTE: A shared email account must not be used, i.e. users must have their own iSite log in and never share log in
information

If you are unsure of the email address that we have for you, if you need a new email address added to ICON’s
system or you are in need of this document translated to another language, please contact LabSiteHelp@iconplc.com

1. Creating an Account in iSite
First time users of iSite need to go through a one-time registration process to create an account

Step 1. To register, visit https://isite.iconplc.com

Step 2. Click Create Account. The Registration screen displays

Step 3. Enter the Email Address that is on file with ICON Laboratory Services. Click Submit. Registration screen
will display automated message advising of email being sent to complete the registration process

Step 4. From your email account, open the message from iSite Support.
Click the link. The ‘Create a New Account’ screen will display

Step 5. Select your Name¥*, enter in a Password**, Confirm password and accept the Terms and conditions.
Click Register. The ‘Select Study’ screen displays

*NOTE: If more than one name displays, this indicates our database has the email address entered
associated to each contact listed. Choose the name you want associated with iSite.

**NOTE: Follow the instructions on the Registration screen of iSite for password requirements.

Registration
Log '
o

Please enter your user name (email address) and patsitrod

Please enter the email address previously provided to ICL as

sign in.
your contact information in the field below. An email will be
Email Address sent with alink to register with the Portal.
Password An email has been sent to the email address you provided for
further steps required to complete the registration process
with iSite.

Create Account
Log In Email Address | annsmith@acme.com|

Account Information
Email address annsmith@acme.com

From: iSite Support <no-reply @iconplc.com

Cc

Password FE&kkEEEE

Subject: iSite Support
Confirm password &k&kkkkkkk
Hello, \'\—'//\ accept the following Terms and
please click the link below to continue your registration with iSite SEEETTES ¥ ditions .

http://frg-portdev0l/ICOPartal.DEV/Account{Register/XDYDO9ZYNAFCRL21 LDTMTZ)
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iSite — ICON Laboratory Services Secure Website for Site Information

2. Log In (One time Registration must be done first — See Creating an Account in iSite)

Step 1. Go to https://isite.iconplc.com

Step 2. Enter Email Address used to create the account and Password.

Step 3. Click Log In. The ‘Select Study screen’ displays

IMPORTANT: After three unsuccessful attempts, your account will be locked.
You will need to click the Forgot password link to change your password.

Welcome to iSite Log In
iSite is ICON Laboratory Services’ secure web portal for clinical Please enter your user name (email address) and password to sign
research sites. When you register with iSite, you gain access to in.

site-specific solutions such as:
Email Address | onnsmith@acme.com

e Lab Report E-Delivery Password

« Kit and Supply Ordering

A Groaie Accoun

[ Login oy

« Specimen Collection and Shipping Videos

2.1 Selecting a Study

Step 1. From the Home screen, in the To Start section, select the applicable Study from the drop down list.

NOTE: Only active studies that you are participating in are listed in the drop down menu.
If you are only participating in one study, it will automatically be selected for you.

Selecting the desired iSite feature

Step 1. Select Lab Reports, New Lab Reports, Supplies and Kit Ordering or Instructional Videos from the menu
bar.

IMPORTANT: If you are participating in multiple studies, you must first select a study.
Otherwise, you will get the error pictured below or may be unable to select the desired feature.

HOME I

LAB REPORTS | NEW LAB REPORTS | INSTRUCTIONAL YIDEDS | CONTACT US

Select Study Study Lab Reports
Error - When
To Start ' Study is not
selected
Please follow the instructions below to get started: I /

1. Select a study from the drop down list below. Please select a study in order to view reports.
2. Select ane of the options from the menu bar abave.

Study: | Select study j

5515RCDy [
B3
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3. Viewing LAB REPORTS
Step 1. From the menu bar, click LAB REPORTS

Step 2. Select from the list of folders on the left to find the Site, Subject and Visit/Collection Date. Folders open
when the plus (+) sign is clicked displaying the information.

Step 3. Click on the applicable report. The PDF report will open in a new window

B 5 SITE A View Report
o 101
& [d 603101001/RSM/24-Mar-1974

Please select from the list of folders on the left to find the Site, Subject,

and Visit/Collection Date; then dick on a reportin order to view the lab
E @ SCREENING/13-Mov-2007

report. This list can be filtered by dicking “Report Filter”, selecting your

=| C106480 PACS Safety

criteria, and dicking Filter. The list will display based on your selections.

=| C106480 PACS Microbiology

=| C106480 PACS Safety The PDF report will open in a new window. Please ensure pop-up blocking is

=| C106480 PACS Microbiology disabled for this site. Adobe Reader version 7.0 or higher is necessary in
=| C106480 PACS Safety order to view reports. Please dick here to download Adobe Reader, if
=| C106480 PACS Safaty necessary.

=| C108480 PACS Safety

=) C106480 PACS Safety

=| C108480 PACS Safety

=| C106480 PACS Safety

5| C106480 PACS Safety

[ 603101002/RSM/24-Mar-1974 v

Folders Defined

B <% SITE

B i SITE
= 101
W , B Subject #
3| [ 603101 00/RSM/24-War A 603101001/RSM/24-Mar-1974 Subject Initials
= ﬂ SCREENING,"I}ND\’-EUU? = | SUKEEMING) 13-MOV-ZUU S SUBjECt DoB
=] C106480 PACS Safety =| C106480 PACS Safaty
B gy SITE
E- ¥ SITE 2 @ 101
=B Q101 o [ 603101001/RSM/24 Mar-1974
& @ 603101001/RSM/24-Mar-1074 | Vict N & @ SCREENING/13-Nov-2007
1S ame = Report
ﬁ SCREENING/13-Mov-2007 Collection Date =] C106480 PACS Safety (Click t[:: open)
=| C106480 PACS Safety

IMPORTANT — AMENDED LAB REPORTS: When Lab Reports have been amended; you may see more than
one version. Make sure to look for the most recent report in the folder.
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iSite — ICON Laboratory Services Secure Website for Site Information

3.1 Viewing NEW LAB REPORTS

Viewing NEW LAB REPORTS in iSite is the same as viewing LAB REPORTS. In addition, NEW LAB REPORTS has a
notification feature. When New Lab reports are available, a notification is sent to the email account registered with
iSite from ICOLIMS reporting.

Step 1.

Step 2.
Step 3.

Step 4.

From the email notification, click on the link to navigate to iSite. The ’iSite Log in’ screen displays
NOTE: If you are already logged into iSite you will be brought to the Home screen

From the menu bar, click NEW LAB REPORTS

Select from the list of folders on the left to find the Site, Subject and Visit/Collection Date. Folders open
when the plus (+) sign is clicked displaying the information

Click on the applicable report. The PDF report will open in a new window

IMPORTANT: Once a New Report is opened, it is no longer considered new.
Previously viewed reports are located under LAB REPORTS.

NOTE: New Lab Reports can be found under both LAB REPORTS and NEW LAB REPORTS in the menu

bar. Opening the New Lab Report in either location will remove the report from the NEW LAB REPORTS
view.

3.2 Using the Report Filter (For LAB REPORTS or NEW LAB REPORTS)

Step 1.
Step 2.
Step 3.
Step 4.

Step 5.

Version 5

From the menu bar, click LAB REPORTS or New LAB REPORTS
Click Report Filter. The filter selections appear
Select the Site. The Site must be selected for the filter to function

Select Subject and or Collection Date From, Collection Date To from the drop down menus, click Filter.
The list will display based on your selections

Click on the applicable report. The PDF report will open in a new window

Report Filter (Click here to View Filter) d——
View Report @

Please select from the list of folders on the left to find the Site, Subject,

and Visit/Collection Date; then dick on a report in order to view the lab
report. This list can be filtered by dicking “Report Filter”, selecting your

criteria, and dicking Filter. The list will display based on your selections.

The POF report will open in a new window. Please ensure pop-up blocking is
disabled for this site. Adobe Reader version 7.0 or higher is necessary in

order to view reports. Please dick here to download Adobe Reader, if

necessary.

Report Filter (Clickfiere to View Filter
Step2fd e f | / l/
Site Subject Collection Date From Collection Date To

T" ‘ | | 03-Mzr-2000 | |29-Iv1a‘;-2012 |

NOTE: To reset the filter criteria selected, click Reset Filter.
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4. Supplies and Kit Ordering

Step 1. Select Supplies and Kit Ordering from the menu bar.
Step 2.

If you are a Sponsor or CRO, select the required site number. Only one site may be selected at a time.

IMPORTANT: If you are a site end-user, your site number will automatically be selected by default.

HOME | LABREPORTS = NEW LAB REPORTS

SUPPLIES AND KIT ORDERING

INSTRI

Select Study
To Start % H
Please folow the instructions below to get started i

1. Select & study from the drop diown kst Delow

2. Select one of the options from the menu bar
above.

Study.  B03 =

4.1 Requesting New Supplies

Supplies and Kit Ordering

Select 2 ste from the drop down list below,

Select one of the options Delow,
iew Dirder Hi

Site: 777

=

Wi
Yiew EI e Amvenkory
View FAQS

A lia | i i it o e

Place New Order enables you to request new kits and/or supplies for a study site.

Step 1. Select Place New order from the Supply and Kit Ordering home page.

The New Order page displays.

Select a sife from the drop down 1ist below:

Investigator Name: Dhanisa Bhaskar_USA

Supplies and Kit Ordering New Order VO;J:E::?:{;;T;E:H
permitted time frames per
Site; 77T

country (based on expected
transit times)

Due Date: .12vDac-2013
Approval is Required

< |

Site; | 777 =

Select one of the options below Kits

Kit Name Quantity
Place New Order

ndicates it approvals,
such as import

approval, isrequired

for the shipment

Bulk Supplies

Supply Name

Quantity
At 0.01 mi Clear EDTA Moncject Becton Dickson
View Qrder HiSlory VIt 1 il Interna Thread o A
Wiew Site Inventary ViRt 2 0 0.01 miL Red{Gray S5T Polyethelene Fisher Conical 0 Case
iew FADIE Bottom Flat Bottom
5 o Total: 0
Wigw Lan Cenieles Airbil - FedEx Domestic (Amblent) 1] Each
Total O
Submit Order
Version 5
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iSite — ICON Laboratory Services Secure Website for Site Information

Step 2. Enter quantity of each kit required. Note that any kit names appearing as hyperlinks are multi-visits. In order
to see which visits these kits can be used for, click on the hyperlink.

Step 3. Enter quantity of each bulk supply required. To view an image of the supply, click on the hyperlink.

Step 4. Review the pre-populated due date and ensure that all supplies will be provided in advance of the date
supplies are required for subject visit use

Step 5. Click Submit Order

Step 6. Click Ok on the notification confirming placement of your order

Kits _ Bulk Supplies @
Kit Name Quantity
Supply Name CQuantity Packaging
V1 Kit Ngme 0
7 @ /Va 1 L Green Magnesiymn Plastic Testdog 0 Each
& 1 mL Blue @- 0 Each
SERLTERET 0 5.0 L Blue Sodium Chloride Polypropylene Becton 0 Each
v 0 Dickson Conical Bottom
Total: 0 Airbill - FedEx Domestic (Frozen) 0 Each

Submit Order 415

Due Date: | 16-Dec- 2013 | .H H
Approval is Required \. B
F Ik you for placing your order. For your reference, your aorder number is:

Thank

Click Ok to return to the Supplies and Kit Ordering main page

)

4.2 Viewing Order History

View Order History permits you to review all orders that have been placed by and for a specific site, including
hyperlinks to the specific components of each order (e.g.: Kit name, bulk supply and courier tracking information, for
shipments which have been shipped). This information is available on the Supplies and Kit Ordering homepage for the
last five orders placed for a specific site.

Step 1. Click on View Order History to view all orders placed for your site, or click directly on the recent work order
you wish to view

Step 2. Click on the hyperlink to view the contents of an individual order

Last Five Orders Placed

Salect a site from the drop down kst balow: e Date Shipped

Sita: 101

Salect one of the options below

Phace New Order

View Order History

View s@wmm —
View FAQs

Vigw Lab Certificates

"yl
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iSite — ICON Laboratory Services Secure Website for Site Information

4.3 Editing Orders

For orders that are in a status of Processing, and do not have an approval step at any stage, you have the ability to edit
or cancel the requested quantities of kits or supplies. If your order is not in a status that permits editing, a notation will
appear at the top of the order indicating this.

Step 1. Select Edit Order or Cancel Order as required

Step 2. If Edit Order was selected, amend the quantities of the items you wish to edit

Order Details Radio buttons that
permit you to edit

Site 7 Due Date 14-Feb-2013 Drca”;'?' e
Investigator Name: Bhaskar_USA, Dhanisa Status.  Processing SIRE HE Caie o

Clg : suitable status
This order is not in a status that can be edited

i Back % Cancel Order

Kits Bulk Supplies
Quaniity Packaging
EE 0.01 miL Jea EDTA Mono@ect Becton Dickson | ¢
st e s . L Each
e Internal Thrasd B
1 L Graeny Magnesiurn Plastic Tast9a9 Rﬁ | Each

4.4 Viewing Site Inventory

View Site Inventory provides a listing of all kits and supplies that have been ordered and shipped to your site, along
with information on the expiration of kits expected to be on hand at your site. By clicking on any of the hyperlinks
within the bulk supplies, you will see an image of the particular item.

Site Inventory

The number of kits
expected to be at your
site that expire in the
next 30 or 60 days

Site: 444
Investigator Name: Bhaskar_USA, Dhanisa

Kits

Kit Expiring Quantity

Cluantity At Quantity il Cuantity ¢
Kit Name Shippedto | SU3Nty eceived at | Avalable Al | Quantity On
Expired
Date
Visit 1 47 0 1 46 168 0 0
Visit 2 58 0 1 57 74 0 0
Bulk Supplies

Supply Name Shipped To Date

n Plastic Testd39 4
yethelene Becton Dickson External Thread 10

1L Green Magne\,__

Airbill - FedEx Domestic (Ambient) 60
Component override field 5
Flask 1 L Gold Magnesium Plastic Abbott 25
Gold MGA 4
Testing Override Description 10
Vaccutainer 3 mL Lavender EDTA Plastic Becton Dickson 25
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iSite — ICON Laboratory Services Secure Website for Site Information

4.5 Viewing FAQs

View FAQs is a page dedicated to answering a number of questions that you may have during your experience in
placing an online order via iSite.

Step 1. Select View FAQs from Supplies and Kit Ordering homepage

Step 2. Click a particular topic from the list of Frequently Asked Questions to bring you directly to that section.
Alternatively, scroll down to view all Frequently Asked Questions.

Site: 777

Select one of the options below:

Place New Order

View Order History

View Site Inverm

View FAQg
View Lab ificates

4.6 Viewing Lab Certificates

Frequently Asked Questions

Placing Orders
Order Status

Delivery Timelines

Notifications

Site Inventory
General

G

View Lab Certificates is a direct link to the ICON Investigator Site Resource page, listing all certifications, licenses and
accreditations held by ICL. These can be downloaded and printed as necessary for your study files.

Step 1. Select View Lab Certificates from Supplies and Kit Ordering homepage

Step 2. Select the location, Curriculum Vitae or certificate you wish to view or download

Site: 777 -

Select one of the options below:

Place New Order

View Order History

View Site Inventory
View FAQs

View Lab Cenmcat?c e

Version 5

Clinical Study Investigators

Investigator Site Resource
Centre

FAQs
Lab Certificates
Packaging Instructions
Track Shipments

Site Training

Holiday Schedule

Lab Subjects Newsletter

iSite

Reqister

Transparency - Loi Bertrand
Legislation

Lab Certificates

Certifications, Licenses & Accreditations »
Australia »

China »

India »

Ireland »

Japan »

Singapore »

South Africa »

United States »

Please choose a location in the lefthand me
the appropriate licences, certificates andlor |

Dr. Era Khurana
Medical Director, ICON Central Laboratories|
Farmingdale, NY, and Dublin, Ireland

Curriculum Vitae =

Dr. Vma@?ﬂnaltanya

Medical Director, ICON Central Laboratories
India and China

Curriculum Vitae »
Dr. Aw Tar-Choon

Medical Director, ICON Central Laboratories|
Singapore
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5. E — Requisitions

E-Requisitions (also referred to as E-Req’s) will allow you to electronically receive laboratory visits into the ICON
database instead of using paper requisitions. You are also able to edit Subject Demographic or Visit information as
needed to automatically update information to ICON.

Note: Please ensure all data is entered into E-requisitions is correct as this data impacts testing performed, e.g.
optional tests, and the content of lab reports generated

5.1 Creating a New Subject

Before an E-Requisition can be created; the Subject’s information must be added.
Step 1. From the Menu bar, Select E-Requisition
Step 2. Click your SITE number on the right of the screen. The Site Summary screen will display.
Step 3. Click the New Subject button. The Add New Subject screen will display.

Step 4. Enter the Subject # and all other required information in the mandatory formats. Click Save.
Subject successfully added will display on the screen.

IMPORTANT: All bolded field names are mandatory fields. Red warnings will display next to mandatory fields that
are left blank.

NOTE: You must enter the information into the fields in the correct format. Use either the drop down menu when
available or hover over the field with your mouse to see the fields required format (see Step 4 picture for example).

Home Lab Reports New Lab Reports Supplies and Kit Ordering E-Requisition
E-Requisition
Select Study
Tree Filter (Click here to

To Start ’ H[Tae]
The E-Requisition module 15 usg

Please follow the instructions below to get started Qf[_)_gg e (B A o A
1. Select a study from the drop down list below @ minimizing the number of querig
2. Select one of the options from the menu bar

above. To get started, click on your site
Study. ISITE_TEST_1 - you can add a new visit to the s

Trea Filtar (Click hera 1o View Filtar) ' Save ' Cancel
Add New Subject
Site Summary Subject #: | 100000015 ‘

Total Subjects: 12

Subject DOB: | DD-MMM-YYYY | Subject DOB is Required

In Progress Accessions; 3

Gender: | Fernale dd-MMM-yyyy |
Submitted Accessions: 13 Race: | == |
Received Accessions: 0
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5.2 Editing a Subject

In the case of an error, Subject information can be updated or deleted as needed. Updates made will be live in ICON
systems typically within 20 minutes of you saving the changes.

Step 1. From the E-Requisition screen, expand the Site folder in the tree to display all Subjects created for the Site.
Folders open when the plus (+) sign is clicked displaying the information. Click the applicable Subject
number in the tree. The Subject Demographics screen displays.

Step 2. Click Edit Subject. Update the needed fields or select Subject Terminated to delete Subject information.

IMPORTANT: Terminating a subject will prevent future visits from being submitted.

Step 3. Enter Change Comment and click Save. Subject successfully saved will display on the screen.

= VWISITE

4.000000015/—(14-Jun-1985 |

+)

&

&

4 000000016/-—/14-Feb-1992

&

A1100000004/—H7-Aug-1960

&

A100000005/—H8-Aug-1960

&

/100000006/-—9-Aug-1960

&=

/100000007/-—/20-Aug-1960

=

/100000008/-—/21-Aug-1960

52

1100000010/—/22-Aug-1960

Subject Demographics
Subject #: 000000015

Subject DOB:

Gender:
Race:

Subject Terminated

14-JUN-1985
Female
Asian

Subject Demographics

E———
% Eeit Subject
S __F

Subject #: | 000000015

Subject DOB: [ 143un-1985

Gender: | Fermak

Race: | A

Subject Terminated

oy

000000015

Edit Subject

Subject #:
Subject DOB: 14-1UIN-1985

Gender: Benale

Race: Hspani or Latno
Subject Terminated o

Reason for Change:

hange Comment:

5.3 Tree Filter

Once you've selected your Site number and clicked E-Requisitions, the Tree Filter is available to use to search existing
Subjects and Visits. You are able to search for a specific Kit Number, Subject and Collection Date range From and To.

Step 1. Click the Tree Filter. The Tree Filter displays
Step 2. Select your Site Number. Search by entering in applicable search fields (Kit Number) or use the drop down
menus to select your search criteria (Subject, Collection Dates). Click Filter to display search results.

IMPORTANT: You must click Reset Filter to clear search fields and display all Site Subject information. Click Tree
Filter again to close the View Filter.

« TreeFiter (Click here to View Fiter) >
Number Site Subject Collection Date From  Collection Date To
' [002 [] |100000004/—/17-Aug-1960  [v] [dd-MMM-yyyy I [ dd-MMM-yyyy ]
Version 5 Page 11 of 22
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5.4 Adding a New Visit

Adding a new visit is the process to create an E-Requisition (electronic requisition).

Step 1. Select the applicable Subject Number in the tree. The Subject Demographics screen displays.

Step 2. Click New Visit. A window will display verifying the correct Subject was selected. Click OK. The Add new
Visit screen displays.

Step 3. Using the drop down menu, choose the Selected Visit and Enter Kit Number. Click Load Visit Info. The Add
New Visit tabs become active.

Step 4. Complete the five tabs as applicable to your Subjects visit. Click the Tab Name itself, or click the Next Tab or
Previous Tab button to move through the tabs or click the tab name to select that tabs information.

NOTE: You are able to click the Save button to save your changes to return to complete at another time.

Tab Information Needed

Subject Visit Complete all mandatory fields. Mandatory fields are displayed in bold. Examples of fields
needed could be collection date, collection time, etc.

Containers Only check boxes for any Transport Containers that were NOT COLLECTED during the visit. By

not checking a box you are letting us know that the transport container was collected.
Any containers not collected will impact any Optional Testing associated with those
containers. See Optional Testing for further details.

NOTE: Transport containers have a blue hyperlink that allows you to click the container name
to display a picture of the container selected.

Additional Info

Complete all mandatory fields. Mandatory fields are displayed in bold. Examples of additional
information could be fasting status or weight, etc.

Optional
Testing

Select the relevant tests that are to also be included in this visit. You are also able to select
additional tests not listed in this tab. Click Are there additional tests to be ordered and enter
in the test name in the open field section.

*IMPORTANT: Any test that is Optional linked to a container that was not drawn will appear
as a container not received in the Optional Testing Tab. If you are able to associate the test
with another container that was collected during the visit, fill out the Optional Testing tab as
indicated above.

Submit

After completing the needed information in the four previous tabs, click Submit.

IMPORTANT: Warnings will display in red if any tabs are missing mandatory information or for
other reasons. See Adding a New Visit - Visit Warnings for further instructions.

Step 5. After clicking Submit; the information is saved and the E-Requisition is generated. Please print and retain a
copy of the E- Requisition with your Subject visit records. After printing and closing the E-Requisition, the
Visit Summary screen will display. Visit submitted successfully will display on the screen.
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5.5 Adding a New Visit - Visit Warnings

If warnings are listed while entering your visit information or when you are ready to submit your visit information, you
will need to address them. Below is a guide on how to handle the warnings.

Warning Action Needed

Kit Belongs to a Verify the Kit number you entered is correct. If not correct, update the Subject Visit
Different Site or a tab with the correct Kit Number. If correct, you must enter comments in the
Different Visit or Submit tab as to why you are submitting the visit with the warnings. You will not be
both able to Submit the visit without comments.

Missing Information | Bold fields within all Tabs are required. Missing information may be needed to
move to the next tab or to submit the visit. Please follow the warnings as they
appear on the screen and select the relevant tab or field to edit or add information
as needed.

Visit Received Out of | You will need to confirm that a Visit was missed. See How to Confirm a Missed
Sequence / Visits Visit.
have been Skipped

Examples of errors:

Add New Visit 000000016/---/14-Feb-1992
Load Visit Inf

Subject Visit Containers Additional Info Optional Testing Submit

Selected Visit: WEEK 1
If warnings are listed, please select the relevant tab to review data and make any edits that may be necessary.

lEr'|ter Kit Number: | %329397 K ‘ Kit belongs to a different Site/ Kit belongs to a Se, enter a reason and click sub

different visit

Kit to a different Site.

Kit belongs to a different Visit.

Add New Visit 000000015/---/14-Jun-1985

Load Visit Info

Selected Visit: | WEEK 3
Enter Kit Number: | X329380 IZ;;DQE";&%TE\/E\IEEE icheduled visits have
Enter reason when submitting with warnings here
Comments go here as to why you are <
Subject Visit Containers Additional Info Optional Testing Submit ubmitting with errors.

Subject #: [ 000000015 \

Subject DOB: | 14-JUN-1985 |

Gender: | Fernale |

EEE | White or Caucasian |
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5.6 Editing a Visit

Step 1. Select the applicable Subject Number in the tree. Click the plus (+) sign to view the Visits associated with the
Subject. Click on the applicable visit in the tree for the information to be displayed.

Step 2. Click Edit Visit. The Edit Visit screen displays.

Step 3. Update the applicable information in the needed tab and enter a Change Comment and click Save. Visit
submitted successfully will display on the Visit Summary screen.

Visit Summary  000000015/--/14-Jun-1985 @
ITE
QiDOZ Saelactad Visit: SUREEN

Kit Number:
=8 000000015/ 4-Jun-198 umaer s
1| @ SCREEN/14.Jan 2015 - Submitted

v WEEK 1/14-Jan-2015 - Submitt;

@ WEEK 2/15-Jan-2015 - Submitted Subject Visit Containers Addiional info Optional Testing

% 8/000000016/—/14-Feb-1992

Fasting Status: Yes

&

1 100000004/—/17-Aug-1960

Weaght (K 110

Edit Visit 000000015/--/14-Jun-1985

Selected Visit: SCREEN

Kit Number: X329357

Reason for Change: Sie Overmride v
Change Comment: Added Subject Weight -

IMPORTANT: You will need to contact Lab Site Help at labsitehelp@iconplc.com if you need to update the Visit
Name, Site Number, Protocol ID, Kit Number and Subject ID.

Visit Status Definition

In Progress A visit was created in E-Requisitions. Information was saved but not Submitted to ICON.
Site can return later to complete data entry.

Submitted All data for a Visit was entered and submitted to ICON. Samples have not yet been
received at ICON.

Received Site submitted visit information via E-Requisition and the samples were received by ICON
Missin A visit was skipped. Data may be entered later or Site needs to confirm the visit as truly
g missed, i.e. will never occur. The visit must be confirmed as ‘Missed’ to avoid the Site
receiving a query for visit received out of sequence
Missed A visit was confirmed as missed by the Site.

Version 5 Page 14 of 22


mailto:labsitehelp@iconplc.com

iSite — ICON Laboratory Services Secure Website for Site Information

5.7 Confirming a Missed Visit

The system recognizes when a visit has been missed. You will need to confirm and provide comments as to why a visit
has been missed. If the visit has been missed in error, please see the Editing a Visit section of this guide.

Step 1. Select the applicable Subject Number in the tree. Click the plus (+) sign to view the Visits associated with the
Subject. Double click on the Missing visit you want to confirm. The Confirm Visit Missing window displays.

Step 2. Click Confirm Missed Visit box. A check will display in the box.

Step 3. Enter the reason for the visit being missed in the Change Comment field. Click the Confirm Button. The
visit is now confirmed missed will display on the screen and the visit will show as Missed in the tree.

NOTE: In case of an error (the visit wasn’t missed or the wrong visit was listed as missed), the Missed Visit can be
edited by clicking the Confirmed Missed Visit box (the check will no longer display) and clicking the Confirm
button (visit status in the tree will return to Missing). A Missing visit can be submitted (if it was found that it
really wasn’t missing and needs to be entered) by selecting the Missing visit and then clicking the Create

Visit button.
SITE * Confirm visit as missed. If the visitis already confirmed, and you wish to reinstate the visit, please
G % 1 2 Pz click the to remove the ion and select Create Visit.
=l | StEP 1 a 001A.C11 Sap1990
= 0001/A-C/ 5 Wy - Missed
2 Bvs - Missed
a V3 - Missed Bys ~Missing| Reason for Change: Sie Override v
Change Comment: Confirming VS as L
a V4 - Missed 5 Winchuded - V2 - Missed | missed, szn;ec-_ could
W e v s not attend appointment.
oy
o WsieruEnir san o
5 TESmE » This visitis now confirmed missed *—
2 Y Confirm visit 38 missed. If the visit is already confirmed, and you wish 1o reinatate the visit, pleass
! W 0001/A-CI01 Sep-1590 click the checkbox to remove the confirmation and select Create Visit.
5 W3- Mssed
o Wva . Missed
| Wys - missed|
2 Wincluded - V2 - Missed
2 Wincluded - V3 - Missing 1
9 Wincloded - V4 - Missing
5 Wyi5-Sep-2014
% WUNSCHEDI1T-Sep 201
5 WUNSCHEDI6.0ct-201.
i |
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6. Queries and Flagged Values

Queries and Flagged Values will allow you to electronically receive and respond to query and flagged value(s) in the
ICON database instead of using email or phone call. When new queries or flagged values are available, a notification is
sent to the designated email account registered with ICON.

Note: Only designated email accounts of site personnel are allowed to view and acknowledge the receipt of flagged
value(s) in iSite. Site Monitors/Clinical Research Associates are not allowed to view and acknowledge the receipt of
flagged value(s) in iSite on behalf of site personnel.

In the summary screen of Queries and Flagged Values, you will be able to see the number of queries, escalated queries,
flagged values and unread lab reports. You can click on the number in each box and it will bring you to the respective
function screen.

Queries and Flagged Values Select here to view Flag Legend
&/ - My ToDO
% 00003 Select link to view
@ 2778 Site ID No. of No. Escalated | No.ofFlagged | No.of Unread
Queries | 1o ICON values Lab Reports
00003 0 0 3 4
2775 101 I5] 9 5

6.1 Viewing and Resolving Queries

You can click on the number in “No. of Queries” to view all the queries associated to your site.

Select link to view

: MNo. of
Site 1D Oueries
oooo3 0

2773

iSite will bring you to the following screen. A query description will be indicated on the website when a query is
highlighted.

Open Queries (101) Escalated to ICON (6) Flagged Values (9)

Drag a column header here fo group by that column

e D bje be ollection Date

2811508 SCREEN BA40397 241 Edit
2811500 SCREEN BA40397 241 Edit
2811510 SCREEN BA40397 241 Edit
2811511 SCREEN BA40397 241 Edit
2811512 SCREEN BA40397 241 Edit
2811513 SCREEN BA40397 241 Edit
Page 1 0f 17 (101 items) M 2345567 . 15 16 17 B3

Query:

Subject ID is missing. Please provide at your earliest convenience i_

subjectid: [T Escalate to ICON " Submit I Cancel ]
Initials Correct Information

Comments Subject ID | s |
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Step 1. Click on the “Edit” button of the respective query. “Escalate to ICON”, “Submit” and “Cancel” button will
change from grey to green.

Step 2. Enter the correct information.

Step 3. Click the “Submit” button.

Step 1

Drag a column header here to group by that column

Issue ID Subject KitNumber | Collection Date e
2811508 SCREEN BA40397 241 Edit
2811509 SCREEN BA40397 241 Edit
2811510 SCREEN BA40397 241 Edit
2811511 SCREEN BA40397 241 Edit
2811512 SCREEN BA40397 241 Edit
2811513 SCREEN BA40397 241 Edit

Query:

Subject ID is missing. Please provide at your earliest convenience. Step 3

Subject ID: |:| Escalate to ICON w Cancel

Initials: Correct Information

Comments: Subject ID | F— |

Most queries that you respond to will be resolved immediately however there is a subset of queries that require
work to be performed by the Site Service Specialist after you submit your answer. There are also validation rules in
place for lots of queries which will help verify your answer or possibly ask you for additional information. One query
type we wanted to point out that may not be as straight forward at first glance are queries with multiple
demographic inconsistencies on one visit. This type of query may appear on multiple lines however you will see they
are all linked through the same kit number; simply review all demographic information, make any updates as
necessary, and submit the answer. Upon submission of the first query all the remaining demographic queries will
disappear as well since they were all addressed in the query response.

Note: If the required information could not be provided due to various reasons, please provide an explanation or
clarification into the comment box and click “Escalate to ICON” button. The query will be escalated to the Site
Services team who will investigate the issue and either resolve the query or contact you for further information.
Queries that have been escalated to the Site Services team through this method as well as queries that require
further work by a Site Services Specialist will appear under the “Escalated to ICON” tab.
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6.2 Viewing and Confirming Flagged Values

The designated flagged value recipient will have additional access to view and acknowledge the receipt of flagged value
in iSite. When new flagged values are available, a notification is sent to the designated email account registered with
ICON. Other members at your site will have access to flagged values as well. If you or anyone at your site confirms a
flagged value the value will be removed from the Flagged Value table.

Step 1. Click the “Flagged Values” tab to view all flagged values.
Step 2. Review and check the box of flagged values.

Step 3. Click the “Submit” button.

-
Open Queries (101) Escalated to ICON (G) Flagged Values (9)

Please check the box and use submit button to confirm flags. You can contact ICON Laboratory Site Services for any updates or questions
regarding flagged values on this table. To view historical flagged values for a visit, please click on Kit Number link.

Total call values selected: 4.

Drag a column header here to group by that column

Kit Collection Reference

Subject Number | Date Misit Result Range Comments | Issue ID
BA20465
BA20465
BA20465 )
ESSL?ES;’;NM' BA206ES 33‘1’2”‘ Week 24 LABPANIC | WBC 4225 2824161
SOSBEOMADT | Bagnges | 31 MAT | ek 24 LABPANIC | WBGC 4225 2824265 [
o om0 Bagnges | 31T week 24 LABPANIC | WBC 4225 2823600 [
?SSL?ES;’;NM' BA206ES ga}rgar- Week 24 LABPANIC | WBC 4225 2823601 O
SOSBEOMADT | Bagnges | 31 MAT | ek 24 LABPANIC | WBGC 4225 2824300 | [
o om0 Bagnses | 31T week 24 LABPANIC | WBC 4225 2828101 | [

Need to see a flagged value that you already confirmed? Navigate to the Lab Reports section of iSite, choose your visit
from the tree, and click on the link to retrieve the historical flagged value report.
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You can also view flag legend in iSite by clicking “Select here to view Flag Legend” as depicted below.

Queries and Flagged Values Select here to view Flag Legeng
—_———  ——
B 7 MY TODO
4 00003 Select link to view
AT No. of No.Escalated | No.ofFlagged | No.ofUnread
Queries o ICON Vvalues Lab Reports
00003 0 0 3 4
2775 a0 L] 9 5
A Bymbol of Excellence

Elags for Call values
Flags Descriptions
(R High FPanic
e Low Fanic
H High
L
E l—KLlll Sl=1a)
~
[ETTes D' anitiver clositon fr Frrarvicrian winit
Op- MNegative delt-‘b l'rcn'h Drevnous wisit
Do+ FPositive delta from baseune
=1 Megative delta from bas Lal
Dpbe "o l-IvQ delta from previous and

LS
Dk ~ v ddeslta frorm previous and

(=Y
Dp+sDb Lol - delzn from previous and

e wer cderlta from baseline
O Db Flepative e Provious and

positive delta from baseline
T, G or TG Toxicity grade prefisx

7. Instructional Videos

See your laboratory manual come to life with easy-to-follow animations of our most common specimen collections and
shipping instructions. This section of iSite can be accessed without selecting a specific study or site number.

Step 1. Select required specimen type or packaging/shipping tab
Step 2. Select the specific instructional video to be viewed. This video will play automatically once it has been

selected.
Instructional videos
organised by specimen
type and
kapi hippi
atch videos pat.agmg‘(ﬁ SR
instructions

Listing of available
videos within each
catepory

on - Serum | Blood Sample Collection - Whole Blood | Urine Sample Colledctions her Sample Collec...

F

C-Peptide
C-Peptide

CH50
CH50

Gold Top 55T Tube
Gold Top 55T Tube
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8. Changing Your Password

If you need to change your password, you may do so directly from iSite.
Step 1. From the menu bar, click MY ACCOUNT. The ‘My Account’ screen displays
Step 2. Click Change Password. The ‘Change Password’ screen displays

Step 3. Enter your Current password, New Password and Confirm new password. Click Change Password.
When entered correctly, “Congratulations! Your password has been changed successfully” will display.

NOTE: Follow the instructions on the Change Password screen for password requirements.

HOME | LAB REPORTS | NEW LAB REPORTS | MY ACCOUNT | AB Account Information

g

My Account Current password eseeescese
Steps 1 &2
MNew password geessesess

Confirm new esescscscs
You can manage your account settings here. password
, Change Password

9. Logging Out of iSite

Step 1. From any tabbed window, click Log Out. The window displays “You have successfully logged out”

Welcome  Ann Smith

Log Out

You have successfully logged out.

e Click here to log back in.

10. Trouble Shooting

Please see the below for trouble shooting iSite. For further assistance on any of the below questions/answers please
email: LabSiteHelp@iconplc.com. For toll-free access information to your local Site Services telephone number, please
go to: www.iconplc.com/labsitehelp.

Q. When I try to register with iSite or reset my password, | get a message that an email will be sent to the
email address | provided but it does not arrive.

A. Make sure that the email you entered is correct. If entered correctly it may be that we do not have the correct
email on file for you. To ensure security, only email addresses on file with ICON Laboratory Services are able to
register with iSite.

Please check your Spam/Junk email folders as the email from iSite may have been delivered there.

If you are trying to register and do not receive the email, please also try the “Forgot Password” link as your email
address may be already registered in iSite. You only need to register your email one time in iSite. Once an email is
registered, you will need to Log In. If you are sharing your email with others at your location, it may be that
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someone else has registered your group email. You will receive an email to reset your password if the email
address is already associated with an iSite account.

If you do not receive an email after trying the “Create Account” and “Forgot Password” links or are unsure of the
email address that we have for you or your site, please contact us as listed above.

o

| am trying to Log In to iSite but | am getting an error that my attempt was unsuccessful.

A. First, you need to be registered. If you have not registered as of yet, please see the Creating an Account in
iSite section of this guide. If you have already registered, please make sure that the user name and
password you have entered is correct. If you are not sure of what your Password is, click Forgot password.

jo

. When I try to login to iSite, | get an error message that my account is locked.

>

Accounts are locked after three unsuccessful attempts to login. Please reset your password using the “Forgot
Password” link. Resetting the password will unlock your account.

Q. The email account that you have for me on iSite, | am no longer using. What do | do?
A

Please contact Lab Site Help for assistance in changing the email that ICON Laboratory Services has on file for you.
Your old account will be deactivated and you will need to create new iSite account using the new email address
once your email address is updated in ICON database.

Lo

The email you have for me is correct but the name listed on iSite (Welcome Name) needs to be
changed. What do | do?

A. Please contact Lab Site Help for assistance in changing the name that ICON Laboratory Services has on file for you.

o

| am trying to create / change my password but | am getting errors.

A. Passwords are required to be a minimum of 8 characters in length and must contain at least one upper case
letter, one lower case letter, one number and one special character (see the iSite Change Password screen
for further information on special characters). Make sure that the Password and Confirm Password match.
Please also note that you are unable to use your last two previously used passwords.

Q. 1 had access to iSite in the past but my login does not seem to be working now.

A. Use the “forgot password link” to receive a new password for access. If you do not receive the password email
from us then please contact Site Services directly either through Labsitehelp@iconplc.com or through our call center.

11. Frequently Asked Questions

Please see the below for Frequently Asked Questions about iSite. For further assistance on any of the below
questions/answers please email: LabSiteHelp@iconplc.com For toll-free access information to your local Site
Services telephone number, please go to: www.iconplc.com/labsitehelp

Q. How long are my reports stored in iSite?

A. Reports for all of the active studies that you are participating in will be available to you as long as the Study is
active. If you need to keep reporting after the Study is no longer active, please make sure to print or save your
reports to another location prior to the Study closure.

Q. 1am looking for an amended lab report, where would I find it?

A. When Lab Reports are amended; you may see more than one version in the folder. Make sure to look for
the most recent report. Please see the Viewing Lab Reports section of this guide for further information.
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Q. 1am looking for a new lab report but it is not available under the “New Lab Reports” tab, where can |
find it?

A. It's possible that your site has over the allotted number of isite users we can setup per site. In cases like these you
may still have access to the lab report however it will be under the “Lab Reports” tab. Please contact Site Services if
you wish to check if there is an option to add you as a main site contact.

Q. 1 am participating in multiple Studies. Can | view reporting for each Study on one iSite
account or do | need multiple iSite accounts?

A. For all active Studies that you are participating in where ICON is the Central Laboratory, you are able to
view the reporting. Please see the Selecting a Study section of this guide for further information.

Q. Will my lab reports prior to me having iSite be available for view on iSite?

A. Site level users will have the ability to view all ICON Laboratory Services reports for their site provided that the
study is still active. CRA and Sponsor level users will have the ability to view only the laboratory reports that were
delivered after the user was setup as report recipient in ICON database. You will not need a different log in for each
study.

Q. 1see my visit but no lab report, is it missing?

A. It’s possible for your visit to appear but no associated lab report because your lab report is not ready yet.

Q. How long before I will be logged out of iSite due to inactivity?

A. For security purposes, your session will end after fifteen minutes of no activity.

jo

. Where can | find information on ordering and tracking supplies?

A. A separate FAQ page specifically for kits and supplies is located on the ’Kit Supplies and Ordering’ homepage.

NOTE: FAQ's for E-Requisitions can be found on the E-Requisition Tab in iSite.
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