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1.0 Introduction

ICOLabs™ is a web-based remote data access system that provides users near real
time remote access to reports and monitoring tools used to view clinical trial laboratory
test results, microbiology, specimen storage and kit data. The user has access to
protocol specific data for the purpose of viewing on screen, saving as a PDF, printing to
paper or exporting into a spreadsheet application. Data presented in ICOLabs are
downloaded from ICON Central Laboratories’ primary clinical database and, as such, are
not representative of final, cleaned data. Final, cleaned data for clinical analysis are
available upon request through the ICON Central Laboratories Global Data Services
Department.

ICOLabs provides the user with 24-hour/7-day per week access to their protocol-specific
data. Six major types of information are provided by ICOLabs. These are:

Laboratory Reports
Microbiology Reports

Site Visit Activity Statistics
Safety Data

Specimen Storage Status
Kit Inventory Data

YVVVYVYVYYVY

Data are exported on a near real time basis from the ICON Central Laboratories’ clinical
database to the ICOLabs web application.

ICOLabs has been designed to be user-friendly, straightforward, intuitive and reliable.
This has been accomplished via a completely web-based system with screen formats
that any user can utilize with minimal or no training. Data are presented in various
reports that the user can customize by selecting pertinent criteria. The report views
and/or custom searches can be saved so the user can access these reports over and
over again.

The ICOLabs homepage includes a unique feature called the ICONtrol Panel that
enables the user to customize the home page for a specific protocol. The user has the
ability to create custom searches and select up to five of these searches as Favorite
Reports. The Favorite Reports readily appear on the user’'s ICONtrol Panel and can be
generated by simply clicking on the appropriate icon. The user also has the ability to
select up to four Key Indicators for their protocol. Key Indicators provide study statistics
such as the total number of subjects screened, total number of subjects enrolled, total
number of active sites and total number of abnormal result flags.

The Standard Reports available in ICOLabs permit the user to review various types of
data in a number of different formats. The Standard Reports offer the ability to:

View a listing of all new and/or amended laboratory and microbiology reports;
View selected laboratory results;

Trend laboratory data by subject or study population;

Review enroliment and site status reports;

Track kit inventory and kit expiration status;

Track specimen storage status.

VVYVYYVYVY
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Each report has its own report filter page based on the content of the report. Filtering
allows the user to select specific criteria before the report is generated, so that the report
is customized based on the users needs.
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2.0 Definitions

Term

Definition

Abnormal Value

A value that is lower or higher than the established result
range for the test, taking into account the subject’s age, sex
and other attributes.

Accession Number

The unique order number assigned to tests accompanying
the same test requisition.

Alert Values

Values that have been designated to be worthy of
telephone notification to the clinical investigator because
they fall so significantly outside of the normal range that
special care of the study subject may be required.

Amended Report

A report that contains updated information (e.g. collection,
demographic or result information). To determine what
information has been updated, please refer to the
comments section of the lab report.

Analyte A single test value. Generally, this term is used to refer to a
single test value that is reported for a panel of tests.
CLw Acronym for “Central Laboratory Worksheet,” the

comprehensive document used to determine how the ftrial
sponsor wants every aspect of their protocol set up and
reported.

Clinical Trial Sponsor

A pharmaceutical or biotechnology company that is
conducting a clinical trial.

Collection Date

The date the study subject had their blood drawn and other
specimens taken at the investigator site.

Conventional Units

Non-SI units of measure (See Sl Units) used in the United
States and a few other countries, rather that fully adopting
the metric system/ Sl units. Although the US mainly uses
conventional units for reporting analytes they have adopted
S| Units for enzymes and other analyte testing.

Delta Value

A test result value that represents an absolute or
percentage level of change (higher or lower) than a
previous value for the same test on the same subject in the
study. Delta values are established by the clinical trial
sponsor to monitor changes in the clinical condition of a
single study subject.

Department

A grouping of individual tests that is formally recognized by
the laboratory. Panels may be established in recognition of
similar processing methods (e.g. a chemistry panel) or
because together the tests in the panel provide a
comprehensive clinical picture of a particular medical
condition (e.g. a thyroid panel).

Exclusions

Test values that are at a level (high or low) that would
prohibit a study subject from entering or continuing to
participate in the clinical trial.

Expiration Date

The date until which a collection kit may be used. Several
kit components have individual expiration dates. The
collection kit expiration date is determined by the earliest
expiration date of any individual kit component.
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Hover

The ability to “mouse over” a particular data field to view
additional information.

Investigator

Short for “Clinical Investigator.” Refers to the physician
contracted by the clinical trial sponsor to screen, enroll, and
manage a study subject as well as document the subject’s
clinical condition.

Kit

Refers to the box of specimen collection tubes and
materials prepared by ICON Central Laboratories and sent
to the site for use in collecting specimens at a subject’s
study visit.

Locked

When a subject visit is received with missing or discrepant
demographic or collection information, ICON Central
Laboratories “locks” the visit from reporting to the site and
inclusion in data transmissions to the client. A visit will also
be locked if a requested update is being made to any visit
or subject. All testing is performed per usual, unless the
missing information prevents the proper testing from being
performed. Likewise, all panics, exclusions, and other
client-defined abnormal values to be called to the sites are
triggered and called as per usual, without delay.

PACS

Short for “Protocol Administration Computer System.”
PACS is ICON Central Laboratories’ proprietary computer
system that provides for the custom setup and
management of clinical trials.

Panic Value

A test result that is recognized as being so abnormal that it
is cause for immediate notification of the clinical
investigator for rapid medical response to the study subject.

Protocol

The written document that provides the specific procedures
to be followed, clinical tasks to be performed and the time
intervals at which such activities should be completed. The
protocol defines the specific laboratory tests that should be
performed at each visit in the study.

Reference Range

The range of result values for a particular test that is
considered normal for a study subject in a certain age, sex
and, in some cases, race category.

Report Date

The date the ICON Central Laboratories result report was
generated.

Result

Short for “test result”. Synonymous with “lab value.” The
quantitative or qualitative outcome of a test performed by
the laboratory.

Screening

The initial study visit at which a potential study subject is
considered for participation in a particular clinical trial.

S| Units

An international system of rational and internally consistent
units of all types of scientific quantities. This international
system of units is known as Sl for its French name,
Systéme International d'Unités. These units are used for
many analytes regardless of study/ lab origin, but this
metric system has not been widely adopted by the United
States and a few other countries for measuring all analytes’
units.
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Site

Short for “Clinical Investigator Site.” The location at which
the physician participating in the clinical trial works and
sees study subjects.

Site ID

The number assigned to a specific site to distinguish it from
another site location in the study.

Sponsor

Short for “Clinical Trial Sponsor,” this term refers to the
specific pharmaceutical or biotechnology company
responsible for the clinical development of the new drug.

Study

Short for “Clinical Study.” Refers to all of the activities that
occur as the clinical protocol is conducted.

Subject

Short for “Study Subject.” The term given to individuals
who participate in clinical trials. This term is preferable to
“patient” when the individual is participating in a clinical trial.

Subject ID

The unique identifier assigned by the trial sponsor to a
study subject. This identifier typically has the same format
for all study participants and may be numeric or
alphanumeric. Clinical trials do not permit the use of study
subject names, so the Patient ID is critical in appropriate
tracking of study data.

Test

The diagnostic activity performed by the laboratory that
renders a clinical result for diagnosis or clinical monitoring
purposes.

Unscheduled Visit

A visit completed by the study subject that was not a
standard visit anticipated in the clinical protocol.
Unscheduled visits are usually conducted if there is reason
to be concerned about the subject’s clinical condition,
thereby justifying the need for additional testing and
monitoring.

Visit Name

Refers to the formal label given to a specific study visit in a
clinical protocol to better describe that visit. For example,
“enrollment visit” or “dosing visit.” The visit name may also
represent a particular time point in the study such as “Week
o

Visit Number

The sequence number applied to a visit in a clinical
protocol, such as Visit 1, Visit 2, etc. These represent the
chronological order in which the study visits occur.
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3.0 System Requirements

ICOLabs has been designed so that an approved user can access ICOLabs via any web
browser, without additional applications being installed on the client’s PC. The following
requirements are recommended for best performance:

Windows

A PC with a Processor: 1 gigahertz (GHz) or faster.
Microsoft XP or Later windows Operating system
RAM: 1 gigabyte (GB) (32-bit) or 2 GB (64-bit)
Free hard disk space: 1 GB or more.

Internet access.

VVVYYVY

Browser

» Internet Explorer 8 or later.
» Microsoft Edge
» Google Chrome 3.2 and later

NOTE: Pop-Up blocker software must be configured to allow Pop-Ups from the ICOLabs
website. Failure to do so will result in reports being blocked from view.

For the best experience and the least chance of losing your work, don't use your
browser's Back button. Instead use the navigation buttons and links we've built into our
webpages, which include auto-saves as part of their functionality.

ICON Central Laboratories ICOLabs User Manual Page 8 of 56
Version 2.0



4.0 Getting Started

Access to the ICOLabs system is granted once the ICON Laboratories Project Manager
requests access on your behalf.

NOTE: Please contact your ICON Central Laboratories Project Manager for any questions
regarding the setup of studies or users in the ICOLabs system.

A link will be sent to the new user by email to complete the registration process.

The link will expire within 7 days. If the user fails to login before the time frame, the link
will be expired and a new registration link will need to be sent. (Please contact ICOLABS
support in this case)

After completing the registration process the user must log in and run a report on any
protocol to prevent his/her access from being retired.

If the user is working on behalf of a company that uses the ICON SSO (Single Sign On)
method you will be directed to a separate login page. On that page you have the option
to select your organization

Note: This E-Mail/Organization selection will only be required one time per Device. All
subsequent logins will be automatically redirected to ICON ADFS login page.

Icon Account

n @

The user is prompted for the organization’s credentials = enter the user’s ICON
Windows User ID and Windows password for ICON authentication

If authentication is successful, the user will be directed to the ICOLabs Home page for
protocol selection

ICON Central Laboratories ICOLabs User Manual Page 9 of 56
Version 2.0



e
B 19 - 0600

Sshodar Peddireddy | Account# peds:001

ICONtrol Panel

Favorite Reports

Key Indicators Standard Reports

If you are not working on behalf of an organization that is not using the ICON
SSO (Single Sign on) then you will see the following screen. If you are not sure
just use the link (https://rda.ICOLabs.com/iconstudyreporter/) and the system
will redirect you automatically based on your login.

Logging Into the ICOLabs System

First Time ICOLabs Users:

= Fergai Liner Marme = Forged Passwase

Contac! ICOLASS Suspof

Figure A — User Login Screen
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1.

2.

3.

The system will prompt you to enter and confirm a new password.

Password Change

USER NAME:

LoGIN ID: |

Pleaze enter a password with a minimum of & alphanumeric characters.

MNew Password:

Confirm New Password:

Update Password

Your password has expired or change password was reguested
Please enter a new password

NOTE: The password must be at least 8 alphanumeric characters. Passwords may not

be reused and are required to change every 120 days.

Upon successful change of password, the Terms and Conditions screen will

appear.

To accept the Terms and Conditions, click on Accept. Failure to accept the

Terms and Conditions will prohibit the use of ICOLabs.

4. Once accepted, the ICOLabs home page, ICONTtrol Panel, will appear.

Returning ICOLabs Users:

1.

Log into ICOLabs using the following URL.:

https://rda.icolabs.com/ICONStudyReporter At the User Login prompt, enter

your username and password.

NOTE: Three unsuccessful login attempts will lock the user account. Please contact the

ICON RDAS Department to unlock your account and reset your password.

2. Upon successful login, the ICOLabs home page, ICONtrol Panel, will appear.

ICON Central Laboratories ICOLabs User Manual
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5.0 ICOLabs Homepage Navigation

When you have successfully logged into the ICOLabs application, the homepage will
display. To activate the ICONtrol Panel (Figure B), and/or to view reports for your
protocol, you must select the protocol that you would like to work with from the Please
Select Protocol dropdown bar. If only one protocol is assigned, the ICONtrol Panel will
default to the assigned protocol. Once a protocol is selected, the ICONtrol Panel will
activate with your Favorite Reports, Key Indicators and the Standard Reports listings.
The Standard Reports dropdown bar will populate with standard reports. The Custom
Searches dropdown bar will populate with any custom searches that you have created
for the selected protocol. (Please refer to Custom Searches in Section 8.0 for
instructions on setting up custom searches.)

The toolbar located beneath the Protocol Selection, Standard Reports and Custom
Searches bar is the User Account toolbar. This toolbar displays the User’s full name and
Account #. The Manage Profile link opens the User Maintenance screen. (Please refer
to Manage Profile in Section 9.0.) The Manage Custom Searches link opens the
Manage Custom Searches screen.

Located in the top right and the bottom center of the screen are links to Help, Logout
and Home. Clicking on the Help link will generate the User Manual. When clicking on
the Logout link, the system will log you out of the system. A warning message will
redisplay, requesting that all active windows must be closed out. The Logout function will
log the user out of the main ICOLabs page or Filter page. Clicking on the Home link will
generate the ICOLabs home page and will maintain the protocol that you have
previously selected.

Help, Logout and
Home Links

Manage Custom
Search Link

Favorite Reports

ssssss

Key Indicators Standard Reports

& Management Status

‘esuits Trend

Figure B — The ICONtrol Panel
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6.0 Global System Behavior

The user can accomplish the following tasks from the ICONtrol Panel or Filter page:

VVVVYYVY

>

Change protocols

Select Standard Reports

Select Custom Searches.

Access the homepage and the ICONtrol Panel by clicking on Home

Log out of the system by clicking on the Logout link. Please note that it is the
responsibility of the user to close all open report windows prior to logging out
of the system.

Access the online user manual by clicking on Help

The user can accomplish the following tasks from the Report output pages:

>
>

Save or Print reports by clicking on the Print link.
Export reports to a tab-limited or a .csv Microsoft Excel® file by clicking on the
Export link.

Please note the following potential data access restrictions when viewing reports:

>

If the subject visit is locked, the word “LOCKED?” will appear in place of Test
Result. The Units, Result Flags, and any associated comments will be blank.
When the visit becomes unlocked, the result data will become available to
view online.

If the user is blinded to specific test(s), the word “BLINDED” will appear in
place of the Test Result, Result Flags, and any associated comment.

If a test has results that are pending, the system will display “PEND” as the
lab result for that test.

Reports can only be run for one protocol at a time. The User cannot merge
data across two or more protocols. The user can however, execute multiple
reports to view different reports against each other.

Please note that the system is designed to timeout after a period of inactivity. When this
occurs, all report windows will become inactive and a message will appear stating that the
session has timed out. Clicking the Return to Login button will generate the ICOLabs
Login web page. An attempt to access the inactive report page will display a “Session not
Active” message; clicking OK will close the report page.
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7.0 Standard Reports

ICOLabs includes an extensive suite of standard reports that can be used to access
General Laboratory and Microbiology reports, view selected lab results, view and graph
trends, view subject status and enrollment reports, view specimen storage data and kit
inventory reports.

To generate a standard report, select the report from the Standard Report dropdown
menu or choose the report from the ICONtrol Panel.

Once the report has been selected, the filter screen for that report will generate. Filtering
allows the user to view specific information within a report. Each report has its own
filtering capability, based on the report content and the protocol-specific parameters that
were established at the time of the study’s setup. (See Figures E and F)

7.1 New/Amended Laboratory Report

= New/Amended Laboratory Report Filter Page

» Site Criteria — Investigator(s)
By default, all Investigators are listed alphabetically by last name then
by first name and credentials. To sort by Investigator Number, click on
List by Number. The default sort is ascending. To sort in descending
order, click on Sort Desc. If a specific selection is not made, the
report will default to include all Investigators. To view specific
Investigator(s), highlight the Investigator(s) and then click on the down
arrow to select the highlighted Investigator(s). Once the
Investigator(s) populate in the Selected box, the Site(s) box will
populate with the corresponding Site Numbers associated with the
selected Investigator(s).

» Site Criteria — Site(s)
The default sort for sites is in ascending alphanumeric order. To sort
in descending order, click on Sort Desc. If a specific selection is not
made, the report will default to include all Sites. To view a specific
Site(s), highlight the Site(s), and then click on the down arrow to
select the highlighted Site(s). Once the Site(s) populate in the
Selected box, the Investigator(s) box will populate with the
corresponding Investigator Numbers associated with the selected
Site(s).

» Test Criteria — Units of Measure
By default, Conventional Units are the units of measure that will
display on the screen and on reports. To change the units of measure
to Standard International (Sl) units, click on the Sl Units button.

» Sort By
The Sort By filter option allows the user to select how the report will
be sorted. By default, the report is sorted in ascending order by
Investigator, then by Subject ID and chronologically by Visit Name.
To change the sort order, click on the down arrow and select the field
to sort by. Click the appropriate Ascending or Descending button to
sort the selected field.
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Once the filter selections have been made, click on the Show Report
button to generate the report. Clicking on Show Report without making
any filter selections will result in generating all new and/or amended
laboratory reports.

To make any changes to the filter selections that were chosen, use the
Reset button to reset all of the filter choices that were previously selected.
To deselect specific filter choices, use the up arrows to remove the
selections, uncheck checked selections, or use the “Ctrl” key and click on
the values that you want to deselect.

= New/Amended Laboratory Report Description
The New/Amended Laboratory Report (Figure D) displays a summary listing
of all new/amended General Laboratory and/or Microbiology reports that the
user has not reviewed or has not marked as reviewed. The user has the
ability to view the General Lab and/or Micro reports by using the built in drill
down capability. The user can choose to mark reports as reviewed so that the
reports will be cleared from the report queue, or if the user chooses not to
mark the reports as reviewed, the reports will remain in the queue.

The following will trigger an amended report:
» Pending results that have been released
» Modified test results (with the exception of a deleted test
result)
» Additional test results
» Added, modified, and/or deleted test specific comments

Please note that any visits that are locked will be excluded from the
New/Amended Laboratory Reports.

This report includes the following fields, as displayed in Figure C:
Investigator Name

Site #

Subject ID

Subiject Initials

Collection Date

Visit Name

General Lab Accession #

Micro Accession #

Flagged Results

VVVVVVVYY

This report will list all subjects that have a new and/or amended general
laboratory and/or microbiology report. The Flagged Results column will
display a ‘Y’ or ‘N’. If 'Y’ is displayed then one or more of that subject’s results
for the subject visit was out of normal range. If ‘N’ is displayed then all results
for that subject visit are within normal range.

To sort the report, click on the Ascending or Descending button and then
click a column in the report.
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To view a different page on the report, click on the appropriate page number.
Page numbers are located at the bottom of the report.

Hovering Capability
This report has hover capabilities on the following fields:
» Investigator Name - Displays the investigator name, the investigator
address and telephone number
» Site # - Displays the shipping address
» Subject ID - Displays the subject ID, subject screen ID, subject initials,
gender, date of birth and the race code (If applicable)

Drill Down Capability

This report has drill down capabilities when clicking on the General Lab
Accession # or the Micro Accession #. Clicking on one of these fields will
generate the General Laboratory or Microbiology Report. (Please refer to the
General Laboratory and Microbiology Sections in 7.9 and 7.10 for report
descriptions.)

Marking Reports as Reviewed

To mark a report as reviewed, click the box in the Clear Lab Report(s)
column, next to the report reviewed. When all reports that have been
reviewed have been marked (Figure C), click on Clear Selected Reports to
remove the reports from the queue.

NOTE: Clicking on the Clear button removes a report from the queue, regardless of
whether the General Laboratory and/or Microbiology report was reviewed. If the row
contains both General Lab and Micro reports, both will be cleared from the queue and
marked as reviewed.

Clearing All Reports

To clear all reports for all visits that are listed on the New/Amended
Laboratory Report that was generated, you must simply click on the link
“Clear All Reports.”

Clearing All Reports on a Page

To clear the reports for only the visits that are listed on the displayed page is
a two step process. You must first check the box labeled “Select All Reports
on Page” by doing this a check mark will be placed in each one of the check
boxes that are listed on the page in the “Clear Lab Report” column next to the
visit. Once this is done, you must then click on the “Clear selected Reports”
link. By doing this, you will clear only the reports that are listed on the
displayed page.
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Vour Filter Criteria
Protocol:ICODEMO fo
All Sites
A1l Investigators |

New / Amended Laboratory Reports

[Iselect Al Reports on Page

Page 1 of 32 @ Ascending O Descending

Clear Selected Reports

Clear
Lab
Report
(s}

General Micro
Site Lab Flagged

Investigator Hame 5 Subject ID Subject Initials Collection Date Visit Hame Aceession

Accession Results
n =

[ Bella, Nicale WD 5342 BO0S A5 25-FEB-2004 SCREEMIRG 342845 B342343 ¥

Bella, Micole WD 5842 6009 i=A) 16-MAR-2004 BASELINE B352158 £

O
O

Biella, Ricolz WD 5342 G009 u=t) 23-MAR-2004 Day 7 B356045 L]

Click in Box to Mark Report Reviewed

Bella, Micale WD 5342 BO0S fik=t) 14-APR-2004 WWEEK 4 B364375 ¥

Figure C — Marking the New/Amended Laboratory Reports as Reviewed

General Laboratory and/or Microbiology reports can also be marked as
reviewed when reviewing the report, itself. Please refer to General Laboratory
and Microbiology Reports in section 7.9 & 7.10 for report description.

Refresh

Clicking on Refresh will refresh the screen and update the queue and the
report to reflect any reports that were marked as reviewed. Upon marking a
report as viewed through the General and/or Microbiology Report and
returning to the report page, clicking Refresh will remove these reports from
the report page.

Print

Clicking on Print will generate the Print Preview page of the report. From this
screen, clicking on the Printer icon will generate the Print dialog box. The
report can also be saved as a PDF document from this screen by clicking on
the Save icon.

Export

Clicking on Export will open the File Download dialog box. The file can be
opened or saved as a Microsoft Excel® comma separated file. If Open is
chosen, without saving the report, Microsoft Excel® " auto format the report
text. To keep the format the same, choose to Save the report as a .csv file
and then import the .csv file into any spreadsheet application.

Your Filter Criteria
The box entitled Your Filter Criteria contains the filter criteria that were
selected when the report generated.
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Your Filter Criteria
Protocol:ICODEMO  #
A1l Sites

A1l Investigators

New /! Amended Laboratory Reports

[Jselect All Reports on Page
Clear Selected Reports

Clear

(Ll Investigator Hame

O Biella, Nicole MD
Bella, Micole MO
Bella, Micole MD
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Bella, Micole MO
Bella, Micole MD
Bella, Micole MO
Bella, Micole MO
Bella, Micole MD
Bella, Micole MO
Bella, Micole MD

Bella, Micole MO

M & 3 @ @ @ @ 3 @ 5 @

Bella, Micole MO

Site

5642

5542

5642

SE42

5542

5642

5542

5542

5642

5542

5642

5642

5542

Page 1 of 32 @ Ascending ) Descending

General )
Lab L L Flagged

Subjectld  Subjectinitials  Collection Date  Visit ame ) Accession
Accession 4 Results

BONS 5 25-FEB-2004 SCREEMING B342548 B342845 b4
009 i) 1E-MAR-2004 BASELINE B352158 Y
BONS 5 23-MAR-2004 DAY T B356045 N
G003 J3) 14-4PR-2004 WEEK 4 B364370 A4
009 i) 10-MAY-2004 WWEEK & B373284 Y
BONS 5 08-JUN-2004 WEEK 12 B353472 b4
009 i) 02-JUL-2004 WEEK 16 B391950 ]
009 i) 02-A1G-2004 WWEEK 20 B400748 ]
BONS 5 G1-AUG-2004 WEEK 24 B403555 b4
009 i) 28-SEP-2004 WEEK 28 B418000 ]
BONS 5 27-0CT-2004 WEEK 32 B427232 N
BONS 5 29-NOY-2004 WEEK 36 B436638 b4
009 i) 21-DEC-2004 WEEK 40 Ba44587 ]

Figure D — New and Amended Laboratory Reports

7.2 Selected Laboratory Results

= Selected Laboratory Results Filter Page (Figure E & F)

>

Site Criteria — Investigator(s)

By default, all Investigators are listed alphabetically by last name then
by first name and credentials. To sort by Investigator Number, click on
List by Number. The default sort is ascending. To sort in descending
order, click on Sort Desc. If a specific selection is not made, the
report will default to include all Investigators. To view specific
Investigator(s), highlight the Investigator(s) and then click on the down
arrow to select the highlighted Investigator(s). Once the
Investigator(s) populate in the selected box, the Site(s) box will
populate with the corresponding Site Numbers associated with the
selected Investigator(s).

Site Criteria — Site(s)

The default sort for sites is in ascending alphanumeric order. To sort
in descending order, click on Sort Desc. If a specific selection is not
made, the report will default to include all Sites. To view a specific
Site(s), highlight the Site(s), and then click on the down arrow to
select the highlighted Site(s). Once the Site(s) populate in the
Selected box, the Investigator(s) box will populate with the
corresponding Investigator Numbers associated with the selected
Site(s).

Subject Criteria — Subject ID(s)

By default, all Subject IDs are listed alphabetically by Subject Initials —
Subject ID. To sort by Subject ID, click on List by Number. The
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default sort is ascending. To sort in descending order, click on Sort
Desc. If a selection is not made, the report will default to include all
Investigators. To view specific Subject(s), highlight the Subject ID(s),
and then click on the down arrow.

» Subject Criteria — Birth Date
Enter a range of Birth Dates in DD-MMM-YYYY format in the FROM
and TO fields.

» Subject Criteria — Gender (If applicable)
By default, both Male and Female are selected. To view only Male
subjects, uncheck the Female checkbox. To view only Female
subjects, uncheck the Male checkbox.

» Subject Criteria — Race Code(s) (If applicable)
By default, all race codes are selected. To view specific race code(s),
select the Race Code(s) by clicking on the appropriate Race Code.

Click to Change to
Filter Selected Laboratory Results Ascending or

SITE CRITERIA SUBJECT CRITERIA

|
-----

Use Arrows to Make
Selections or to
Deselect Selections

Use Double Arrows
to Select or Deselect

Figure E — Selecting Subject Criteria from the Filter Page

» Visit Criteria — Visit(s)
By default all visits are selected. To view specific Visit(s), select the
Visit(s) by clicking on the appropriate visit(s).

» Visit Criteria — Collection Date
Enter a range of Collection Dates in DD-MMM-YYYY format in the
FROM and TO fields.

» Test Criteria — Department(s)
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By default, all Departments are selected. To view specific
Department(s), select the Department(s) by clicking on the
appropriate Department. Once the Department(s) has been selected,
the Test Name(s) criteria box will populate with the associated Test
Names of the chosen Department(s).

» Test Criteria — Test Name(s)
By default, all Test Name(s) are selected. If ta Department(s) was
selected then the Test Name(s) for that department will populate. To
select specific Test(s), click on the associated Test Name(s).
Test Criteria — Result Flag
By default, all Result Flag(s) are selected (although they are not
checked off). To view specific Result Flag(s), check off the
appropriate Result Flag(s).

» Test Criteria — Exclusion(s) (If applicable)
By default, Exclusion(s) are selected (although not highlighted). To
view only results that are flagged as Exclusion, click on the Exclusion
value.

» Test Criteria — Toxicity Grade(s) (If applicable)
By default, all Toxicity Grade(s) are selected (although not
highlighted). To view only specific Toxicity Grade(s), click on the
appropriate Toxicity Grade.

» Test Criteria — Delta Flag(s) (If applicable)
By default, all Delta Flag(s) are selected (although not highlighted). To
view only specific Delta Flag(s), click on the appropriate Delta Flag.

» Test Criteria — Units of Measure
By default, Conventional Units are the units of measure that will
display on the screen and on reports. To change the units of measure
to Standard International (Sl) units, click on the Sl Units button.

» Sort By
The Sort By filter option allows the user to select how the report will
be sorted. By default, the report is sorted in ascending order by
Investigator, then by Subject ID and chronologically by Visit Name.
To change the sort order, click on the down arrow and select the field
to sort by. Click the appropriate Ascending or Descending button to
sort the selected field.

» Items to Show
All — By default All is selected. Selecting All will result in viewing all
results, reviewed and not reviewed.
Reviewed — Selecting Reviewed will result in viewing data that has
been marked as reviewed.
Not Reviewed — Selecting Not Reviewed will result in viewing data
that has not been marked as reviewed.
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Figure F — Selecting Visit, Test and Sort Order on the Filter Page

Once the filter selections have been made, click on the Show Report button
to generate the report. Clicking on Show Report without making any filter
selections will result in generating all laboratory results.

To make any changes to the filter selections that were chosen, use the Reset
button to reset all of the filter choices that were previously selected. To
deselect specific filter choices, use the up arrows to remove the selections,
uncheck checked selections, or use the “Ctrl” key and click on the values that
you want to deselect.

NOTE: If the report output contains over 65,000 rows of data, a message will generate
indicating that only the first 65,000 rows of data will generate on the report. To continue
to display the report, click OK, otherwise, use the filters to minimize the output of the
report.
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Selected Laboratory Results Report Description

The Selected Laboratory Results report allows the user to view a specifically
defined set of laboratory results. With the use of the filtering capability, the
generated report is customized based on the selected criteria. This report
also has drill down capabilities to view the General Lab and/or the
Microbiology Lab Report.

This report includes the following fields, as displayed in Figure G:
Investigator Name
Site #

Subject ID
Subiject Initials
Collection Date
Visit Name
Accession #
Department

Test Name

Test Results

Units

Flag

VVVVVVVVVVYVYY

Please note the following about the Selected Laboratory Results report:

o If the subject visit is locked, the word “LOCKED” will appear in place
of Test Result, Result Flags, and any associated comment. When the
visit becomes unlocked, the result data will become available to view
online.

o If the user is blinded to specific test(s), the word “BLINDED” will
appear in place of the Test Result, Result Flags, and any associated
comment.

To sort the report, click on the Ascending or Descending button and then
click a column in the report.

To view a different page on the report, click on the appropriate page number.
Page numbers are located at the bottom of the report.
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Investigator Hame Site # SubjectID Subject Initials  Collection Date  Wisit Hame Accession# Department Test Hame Test Results  Units Flag
Stevens, Paul MD 30402 BOS1 ALT 28-APR-2004 SCREENING  B363473 CHEMISTRY LOH 234 L il
Stevens, Paul MD 30402 BOS1 ALT 28-APR-2004 SCREEMNIMG  B36247S CHEMISTRY BICARBOMATE 26 mEgL il
Stevens, Paul MD 30402 BOS1 ALT 28-APR-2004 SCREENING  B363473 CHEMISTRY BLHALINE 94 L il
' PHOSPHATASE
Stevens, Paul MD 30402 BOS1 ALT 26-APR-2004 SCREEMIMG  B363475 CHEMISTRY TOTAL PROTEIM 8.3 afdl H
Stevens, Paul MD 30402 BOS1 ALC 28-APR-2004 SCREEMING  B3E8475 CHEMISTRY SO0 140 mEgiL M
Stevens, Paul MD 30402 G031 ALT 28-APR-2004 SCREEMIMG  B363475 CHEMISTRY CHLORIDE 104 mEgL il
Stevens, Paul MD 30402 BOS1 AL 28-APR-2004 SCREEMING  B369475 CHEMISTRY CALCILM 91 el il
Stewens, Paul MD 30402 6OS1 ALC 26-APR-2004 SCREEMIMG  B363473 CHEMISTRY LOLCHDLC 319 RATIC H
Stevens, Paul MD 30402 BOS1 AL 28-APR-2004 SCREEMING  B369475 CHEMISTRY ALT 17 L il
Stevens, Paul MD 30402 G091 ALT 26-APR-2004 SCREEMIMG  B363473 CHEMISTRY AMYLASE 108 L H
Stevens, Paul MD 30402 BOS1 ALT 28-APR-2004 SCREEMING  B3E2475 CHEMISTRY ?g?:ESTEROL' 162 el il
Stevens, Paul MD 30402 BOS1 ALT 28-APR-2004 SCREEMIMG  B363473 CHEMISTRY TRIGLYCERIDES 179 moicl H
Stevens, Paul MD 30402 BOS1 ALT 28-APR-2004 SCREEMIMG  B369475 CHEMISTRY UREA (BUR) 15 el il
Stevens, Paul MD 30402 BOS1 ALT 28-APR-2004 SCREENING  B363473 CHEMISTRY POTASZILM 4.3 mEaL il
Stevens, Paul MD 30402 BOS1 ALT 28-APR-2004 SCREEMIMG  B3E2475 CHEMISTRY AST 25 L I
Stevens, Paul MD 30402 BOS1 ALT 28-APR-2004 SCREENING  B363473 CHEMISTRY EEI(_)I:ESTEROL 32 gl L
Stevens, Paul MD 30402 BOS1 ALC 28-APR-2004 SCREEMIMG  B3E247S CHEMISTRY M GHNESIM 15 mEgL il
Stevens, Paul MD 30402 BOS1 ALC 28-APR-2004 SCREEMING  B3E8475 CHEMISTRY CREATIMIME o8 il M
Stevens, Paul MD 30402 8031 ALT 28-APR-2004 SCREEMIMG  B3E247S CHEMISTRY ;E-I:?ALII_EI\N 0.3 el il
Stevens, Paul MD 30402 BOS1 AL 28-APR-2004 SCREEMING  B369475 CHEMISTRY PHOSPHATE 37 el il
Stevens, Paul MD 30402 G091 ALT 26-APR-2004 SCREEMIMG  B363473 CHEMISTRY URIC ACID 8.3 micll Rl
Stevens, Paul MD 30402 BOS1 ALT 28-APR-2004 SCREEMING  B3E2475 CHEMISTRY I(_ZE::E)-LESTEROL 102 el H
GLUCOSE,
Stevens, Paul MD 30402 BOS1 ALT 28-APR-2004 SCREENING  B363473 CHEMISTRY FASTING, Fi miicll il
SERLIM

Stevens, Paul MD 30402 BOS1 ALC 28-APR-2004 SCREEMIMG  B3E247S CHEMISTRY ALBUMIN 4.3 afdl il

Figure G — Selected Laboratory Results

Hovering Capability
This report has hover capabilities on the following fields:

» Investigator Name — Displays the investigator name, the investigator
address and telephone number.

» Site # - Displays the shipping address.

» Subject ID — Displays the subject ID, subject screen ID, subject
initials, gender, date of birth and the race code (If applicable).

» Test Result — If the test result is underlined, there is a test-specific
comment associated with the test result. Hovering over the test result
will display the test comment.

» Flag — Hovering over the result flag will display the reference range
for that specific test.
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Drill Down Capability

This report has drill down capabilities when clicking on the Accession #.
Clicking on this filed will generate the General Laboratory and/or Microbiology
Report (Please refer to the General Laboratory and Microbiology sections in
7.9 & 7.10 for report description.) If both a General Laboratory and
Microbiology Report exist for the Accession #, then both reports will generate.

Print

Clicking on Print will generate the Print Preview page of the report. From this
screen, clicking on the Printer icon will generate the Print dialog box. The
report can also be saved as a PDF document from this screen by clicking on
the Save icon.

Export

Clicking on Export will open the File Download dialog box. The file can be
opened or saved as a Microsoft Excel® comma separated file. If Open is
chosen, without saving the report, Microsoft Excel®“" auto format the report
text. To keep the format the same, choose to Save the report as a .csv file
and then import the .csv file into any spreadsheet application.

Your Filter Criteria
The box entitled Your Filter Criteria contains the filter criteria that were
selected when the report generated.

7.3 Subject Results Trend

» Subject Results Trend Filter Page

» Subject Criteria — Subject ID(s)
By default, all Subject IDs are listed alphabetically by Subject Initials —
Subject ID. To sort by Subject ID, click on List by Number. The
default sort is ascending. To sort in descending order, click on Sort
Desc. This report requires the user to select one Subject ID. Highlight
the Subject ID and click on the down arrow to select the highlighted
Subject ID.

» Test Criteria — Department(s)
By default, all Departments are selected. To view specific
Department(s), select the Department(s) by clicking on the
appropriate Department. Once the Department(s) has been selected,
the Test Name(s) criteria box will populate with the associated Test
Names of the chosen Department(s).

» Test Criteria — Test Name(s)
By default, all Test Name(s) are selected. If a Department(s) was
selected then the Test Name(s) for that department will populate. To
select specific Test(s), click on the associated Test Name(s).

» Test Criteria — Units of Measure
By default, Conventional Units are the units of measure that the report
will generate with. To change the units of measure to S, click on the
S| Units button.

» Sort By
The Sort By filter option allows the user to select how the report will
be sorted. By default, the report is sorted in ascending order by
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Department Name, then by Test Name. To change the sort order,
click on the down arrow and select the field to sort by. Click the
appropriate Ascending or Descending button to sort the selected
field.

Once the filter selections have been made, click on the Show Report button
to generate the report.

To make any changes to the filter selections that were chosen, use the Reset
button to reset all of the filter choices that were previously selected. To
deselect specific filter choices, use the up arrows to remove the selections,
uncheck checked selections, or use the “Ctrl” key and click on the values that
you want to deselect.

Subject Results Trend Report Description

The Subject Results Trend report allows the user to view data that is
presented in a format that can be used to trend subject lab data. This report
also has a graphing capability, allowing the user to view trend data in a
graphical format.

This report includes the following fields, as displayed in Figure H:

Investigator Name

Site #

Subject ID

Subiject Initials

Test Name

Protocol-specific visits that the subject has received, excluding
unplanned visits

VVVYYVYYVY

To sort the report, click on the Ascending or Descending button and then
click a column in the report.

To view a different page on the report, click on the appropriate page number.
Page numbers are located at the bottom of the report.
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Figure H — Subject Lab Results Trend Report

Hovering Capability
This report has hover capabilities on the following fields:
» Investigator Name — Displays the investigator name, the investigator
address and telephone number.
» Site # - Displays the shipping address.
» Subject ID — Displays the subject ID, subject screen ID, subject
initials, gender, date of birth and the race code (If applicable).
» Test Result — If the Test Result is underlined, there is a test-specific
comment associated with the test result. Hovering over the test result
will display the test comment.

Graph Capability

This report has the ability to graph trends for a specific study subject and test.
Clicking on the test name will generate the graph of the test results for that
subject (To view graphs for the entire or a selected study population, use the
Study Trend report). The graph will generate in Microsoft Excel® format
(Figure 1). The graph can only be displayed. It cannot be printed or exported
into a spreadsheet application.
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Figure I — A Graph Produced by Clicking on a Test Name in the Subject Trend Report

Print

Clicking on Print will generate the Print Preview page of the report. From this
screen, clicking on the Printer icon will generate the Print dialog box. The
report can also be saved as a PDF document from this screen by clicking on
the Save icon.

NOTE: If the report’s width exceeds the standard 8.5” x 11” landscape page size, the
report will generate the appropriate number of pages that is needed to display all data.

Export

Clicking on Export will open the File Download dialog box. The file can be
opened or saved as a Microsoft Excel® comma separated file. If Open is
chosen, without saving the report, Microsoft Excel® " auto format the report
text. To keep the format the same, choose to Save the report as a .csv file
and then import the .csv file into any spreadsheet application.

Your Filter Criteria
The box entitled Your Filter Criteria contains the filter criteria that were
selected when the report generated.

7.4 Study Trend Report

Study Trend Report Filter Page
» Site Criteria — Investigator(s)
By default, all Investigators are listed alphabetically by last name then
by first name and credentials. To sort by Investigator Number, click on
List by Number. The default sort is ascending. To sort in descending
order, click on Sort Desc. If a specific selection is not made, the
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report will default to include all Investigators. To view specific
Investigator(s), highlight the Investigator(s) and then click on the down
arrow to select the highlighted Investigator(s). Once the
Investigator(s) populate in the Selected box, the Site(s) box will
populate with the corresponding Site Numbers associated with the
selected Investigator(s).

» Site Criteria — Site(s)
The default sort for sites is in ascending alphanumeric order. To sort
in descending order, click on Sort Desc. If a specific selection is not
made, the report will default to include all Sites. To view a specific
Site(s), highlight the Site(s), and then click on the down arrow to
select the highlighted Site(s). Once the Site(s) populate in the
Selected box, the Investigator(s) box will populate with the
corresponding Investigator Numbers associated with the selected
Site(s)

» Subject Criteria — Birth Date
Enter a range of Birth Dates in DD-MMM-YYYY format in the FROM
and TO fields.

» Subject Criteria — Gender (If applicable)
By default, both Male and Female are selected. To view only Male
subjects, uncheck the Female checkbox. To view only Female
subjects, uncheck the Male checkbox.

» Subject Criteria — Race Code(s) (If applicable)
By default, all race codes are selected. To view specific race code(s),
select the Race Code(s) by clicking on the appropriate Race Code.

» Test Criteria — Department(s)
By default, Department is disabled for this report. This report allows
only one test to be selected.

» Test Criteria — Test Name(s)
Select the Test Name of the test by clicking on the Test Name. This
report allows only one test to be selected.

» Test Criteria — Units of Measure
By default, Conventional Units are the units of measure that will
display on the screen and on reports. To change the units of measure
to Standard International (Sl) units, click on the Sl Units button.

» Sort By
The Sort By filter option allows the user to select how the report will
be sorted. By default, the report is sorted in ascending order by
Investigator, then by Subject ID and chronologically by Visit Name.
To change the sort order, click on the down arrow and select the field
to sort by. Click the appropriate Ascending or Descending button to
sort the selected field.

Once the filter selections have been made, click on the Show Report button
to generate the report. Clicking on Show Report without making any filter
selections will result in generating all laboratory results.

To make any changes to the filter selections that were chosen, use the Reset
button to reset all of the filter choices that were previously selected. To
deselect specific filter choices, use the up arrows to remove the selections,
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uncheck checked selections, or use the “Ctrl” key and click on the values that
you want to deselect.

Study Trend Report Description

The Study Trend report allows the user to view laboratory result data for an
entire or selected study population. This report also has a graphing
capability, allowing the user to view trend data in a graphical format.

This report includes the following fields, as displayed in Figure J:

>
>
>
>
>
>

Investigator Name

Site #

Subject ID

Subiject Initials

Test Name

Protocol-specific visits, excluding any unplanned visits

To sort the report, click on the Ascending or Descending button and then
click a column in the report.

To view a different page on the report, click on the appropriate page number.
Page numbers are located at the bottom of the report.
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ICON Laboratories will use all reasonable efforts to ensure the accuracy of the data provided on the ICOLabs web portal. The information
provided in ICOLabs is not final ‘clean’ data and should not be used as such. The data provided on this site is presented solely for informational
purpeses and should not form any part of, or be used in support of, a submission to a regulatory authority. ICON Laboratories shall not be held
responsible for any action or inaction taken or any decision made that is based on the information presented in ICOLabs. All users of ICOLabs
agree that aceess and use of ICOLabs and the content presented therein is at the user’s own risk. Any information pested on ICOLabs for the
purpose of sharing is also covered by the same rule.

Figure J — A Study Trend Report for Albumin Test Results at a Specific Investigator’s Site

Hovering Capability
This report has hover capabilities on the following fields:
» Investigator Name — Displays the investigator name, the investigator
address and telephone number.
» Site # - Displays the shipping address.
» Subject ID — Displays the subject ID, subject screen ID, subject
initials, gender, date of birth and the race code (If applicable).
» Test Result — If the Test Result is underlined, there is a test-specific
comment associated with the test result. Hovering over the test result
will display the test comment.

Scatter Plot

Clicking on Scatter Plot will generate the scatter plot graph for the selected
population and test. (Figure K) The visit names will not appear along the X-
axis; however the visit name will appear when hovering over the point in the
graph.
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Figure K — A Scatter Plot of Albumin Results for a Selected Study Population

Print

Clicking on Print will generate the Print Preview page of the report. From this
screen, clicking on the Printer icon will generate the Print dialog box. The
report can also be saved as a PDF document from this screen by clicking on
the Save icon.

NOTE: If the report’s width exceeds the standard 8.5” x 11” landscape page size, the
report will generate the appropriate number of pages that is needed to display all data.

Export

Clicking on Export will open the File Download dialog box. The file can be
opened or saved as a Microsoft Excel® comma separated file. If Open is
chosen, without saving the report, Microsoft Excel® " auto format the report
text. To keep the format the same, choose to Save the report as a .csv file
and then import the .csv file into any spreadsheet application.

Your Filter Criteria
The box entitled Your Filter Criteria contains the filter criteria that were
selected when the report generated.
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7.5 Enroliment Report

= Enroliment Report Filter Page

» Site Criteria — Investigator(s)
By default, all Investigators are listed alphabetically by last name then
by first name and credentials. To sort by Investigator Number, click on
List by Number. The default sort is ascending. To sort in descending
order, click on Sort Desc. If a specific selection is not made, the
report will default to include all Investigators. To view specific
Investigator(s), highlight the Investigator(s) and then click on the down
arrow to select the highlighted Investigator(s). Once the
Investigator(s) populate in the Selected box, the Site(s) box will
populate with the corresponding Site Numbers associated with the
selected Investigator(s).

» Site Criteria — Site(s)
The default sort for sites is in ascending alphanumeric order. To sort
in descending order, click on Sort Desc. If a specific selection is not
made, the report will default to include all Sites. To view a specific
Site(s), highlight the Site(s), and then click on the down arrow to
select the highlighted Site(s). Once the Site(s) populate in the
Selected box, the Investigator(s) box will populate with the
corresponding Investigator Numbers associated with the selected
Site(s).

» Units of Measure -
By default, Conventional Units are the units of measure that will
display on the screen and on reports. To change the units of measure
to Standard International (Sl) units, click on the Sl Units button.

» Sort By
The Sort By filter option allows the user to select how the report will
be sorted. By default, the report is sorted in ascending order by
Investigator Name, then by Site Number. To change the sort order,
click on the down arrow and select the field to sort by. Click the
appropriate Ascending or Descending button to sort the selected
field.

Once the filter selections have been made, click on the Show Report button
to generate the report. Clicking on Show Report without making any filter
selections will result in generating all laboratory results.

To make any changes to the filter selections that were chosen, use the Reset
button to reset all of the filter choices that were previously selected. To
deselect specific filter choices, use the up arrows to remove the selections.

= Enroliment Report Description
The Enrollment report allows the user to view the number of subjects at a site
who have completed specific visits. It also provides the user with a grand total

ICON Central Laboratories ICOLabs User Manual Page 32 of 56
Version 2.0



of all subjects at specific visits for the entire study. This report also has a drill
down capability to the Site Activity report.

This report includes the following fields, as displayed in Figure L:

Investigator Name

Site #

Protocol-specific Visit Names

Total Visit Enroliment

Grand Total Enroliment at Specific Visits
Grand total for all visits

VVVYVYVYYVY

To sort the report, click on the Ascending or Descending button and then
click a column in the report.

To view a different page on the report, click on the appropriate page number.
Page numbers are located at the bottom of the report.

Your Filter Criteria

Protocol:ICODEMO |
(A1l Sites =l
A1l Investigators |

Enrollment

@® Ascending @] Descending

Investigator DAY WEEK WEEK WEEK WEEK WEEK WEEK WEEK WEEK WEEK WEEK WEEK WEEK WEEK WEEK WEEK WEEK WEEK WEEK WEEK WEEK WEEK

Hame Ste | SCREEIMNG, BASELME 70 60 g (12 16 20 24 |2 3 3% a0 | |4 s |js6 &0 68 &8 |12 48 38 |sp | NECEUERM Tom
POAGROEEL: 2376w 1 L T S S R S T T T T 15
MO
agVE”S'Pa“‘ 30402 12 & 5 6 5 & 5 & 5 & 5 & 5 5 3 3 7 102
Tuckey,
B stz 5 3 3 o ¥ & @& 3 @ & @ w2 2 2 2 4 1 1 2 50
Walgreen,
e s 4 4 4 4 4 4 4 2 4 4 3 3 3 3 2 2 1 1 58
Willams,
PV I ] 8 & & & & 7 7 7 7 7 8 & 4 3 1 4 1a
Total 20 137 % %8 o7 e e @5 94 83 92 &0 85 86 85 6 5 28 20 4 4 72 1567
Page 2of 2

12

ICON Laboratories will use all reasonable efforts to ensure the accuracy of the data provided on the ICOLabs web portal. The information
provided in ICOLabs is not final "clean’ data and should not be used as such. The data provided on this site is presented solely for informational
purposes and should not form any part of, or be used in support of, a submission to a regulatory authority. ICOH Laboratories shall not be held
esponsible for any action or inaction taken or any decision made that is based on the information presented in ICOLabs. All users of ICOLabs
gree that access and use of ICOLabs and the content presented therein is at the user's own risk. Any information posted on ICOLabs for the
purpose of sharing is also covered by the same rule.

Figure L — An Enroliment Report Displaying Number of Visits Completed at All Study Sites

Hovering Capability
This report has hover capabilities on the following fields:
» Investigator Name — Displays the investigator name, the investigator
address and telephone number.
» Site # - Displays the shipping address.

Drill Down Capability

This report has a drill down capability to view the Site Status report. Clicking
on a clickable cell that contains a numeric value will drill down to the Site
Status report for the specific cell. For Example, clicking on the cell for Site #
002 and Screening, will generate the Site Activity Report for all Site # 002

ICON Central Laboratories ICOLabs User Manual Page 33 of 56
Version 2.0



Screening visits. If the numeric value for that cell is 5, then the report will
generate with the 5 subjects that have a Screening visit at Site # 002.

Print

Clicking on Print will generate the Print Preview page of the report. From this
screen, clicking on the Printer icon will generate the Print dialog box. The
report can also be saved as a PDF document from this screen by clicking on
the Save icon.

NOTE: If the report’s width exceeds the standard 8.5” x 11” landscape page size, the
report will generate the appropriate number of pages that is needed to display all data.

Export

Clicking on Export will open the File Download dialog box. The file can be
opened or saved as a Microsoft Excel® comma separated file. If Open is
chosen, without saving the report, Microsoft Excel®“!" auto format the report
text. To keep the format the same, choose to Save the report as a .csv file
and then import the .csv file into any spreadsheet application.

Your Filter Criteria
The box entitled Your Filter Criteria contains the filter criteria that were
selected when the report generated.

7.6 Site Activity Report

= Site Activity Report Filter Page

» Site Criteria — Investigator(s)
By default, all Investigators are listed alphabetically by last name then
by first name and credentials. To sort by Investigator Number, click on
List by Number. The default sort is ascending. To sort in descending
order, click on Sort Desc. If a specific selection is not made, the
report will default to include all Investigators. To view specific
Investigator(s), highlight the Investigator(s) and then click on the down
arrow to select the highlighted Investigator(s). Once the
Investigator(s) populate in the Selected box, the Site(s) box will
populate with the corresponding Site Numbers associated with the
selected Investigator(s).

» Site Criteria — Site(s)
The default sort for sites is in ascending alphanumeric order. To sort
in descending order, click on Sort Desc. If a specific selection is not
made, the report will default to include all Sites. To view a specific
Site(s), highlight the Site(s), and then click on the down arrow to
select the highlighted Site(s). Once the Site(s) populate in the
Selected box, the Investigator(s) box will populate with the
corresponding Investigator Numbers associated with the selected
Site(s).

» Subject Criteria — Subject ID(s)
By default, all Subject IDs are listed alphabetically by Subject Initials —
Subject ID. To sort by Subject ID, click on List by Number. The
default sort is ascending. To sort in descending order, click on Sort
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Desc. If a selection is not made, the report will default to include all
Investigators. To view specific Subject(s), highlight the Subject ID(s),
and then click on the down arrow.

» Visit Criteria — Visit(s)
By default all visits are selected. To view specific Visit(s), select the
Visit(s) by clicking on the appropriate visit(s).

» Visit Criteria — Collection Date
Enter a range of Collection Dates in DD-MMM-YYYY format in the
FROM and TO fields.

» Sort By
The Sort By filter option allows the user to select how the report will
be sorted. By default, the report is sorted in ascending order by
Investigator, then by Subject ID and chronologically by Visit Name.
To change the sort order, click on the down arrow and select the field
to sort by. Click the appropriate Ascending or Descending button to
sort the selected field.

Once the filter selections have been made, click on the Show Report button
to generate the report. Clicking on Show Report without making any filter
selections will result in generating all laboratory results.

To make any changes to the filter selections that were chosen, use the Reset
button to reset all of the filter choices that were previously selected. To
deselect specific filter choices, use the up arrows to remove the selections,
uncheck checked selections, or use the “Ctrl” key and click on the values that
you want to deselect.

= Site Activity Report Description
The Site Activity report generates a summary of the site activity for specific or
all sites. When used with filtering, this report allows the user to view activity
for specific sites, subjects, visits and/or a range of collection dates. This
report will also display if a visit is missed (not received), by displaying Visit
Not Received in place of the visit name.

This report includes the following fields, as displayed in Figure M:
Site #

Investigator Name

Subject ID

Screen ID

Subiject Initials]

Accession #

Visit Name

Collection Date

VVVVVVYY

To sort the report, click on the Ascending or Descending button and then
click a column in the report.

To view a different page on the report, click on the appropriate page number.
Page numbers are located at the bottom of the report.
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| Pratocol: ICODEMOD | Tests User | _
Your Filter Criteria
Protocol:ICODEMOD 4|
A1l Sites =
411 Subjects
Site Activity
@ Ascending O Descending
Sitex Investigator Hame Subject ID Screen D Subject Initials Accession 2 Visit Hame Collection Date
5542 Bella, hicole MD G009 10014 JE) B342645 SCREEMIMNG 23-FEB-2004
5542 Bella, hicole MO G009 10014 JE B352158 BASELINE 16-MAR-2004
a542 Bella, hicole MO G003 10014 JE B356045 Dy T 23-MAR-2004
5642 Bela, Micole MO G009 10014 fii=A) B364575 WWEEK 4 14-APR-2004
a642 Bella, Micole MO G009 10014 JS B375264 WWEEK & 10-pAY-2004
5642 Bela, Micole MO G009 10014 J5 B365472 WWEEK 12 O5-JUM-2004
5842 Bella, Micole MD BO09 10M4 Jz B391850 WWEEK 16 02-JUL-2004
5842 Bella, Micole MD Bo09 1004 J=l Ba0074E WWEEK 20 02-AUG-2004
5542 Bella, Micole MD EO09 10014 Js) B409555 WWEEK 24 31-AUG-2004
5542 Bella, Micole MD EO09 10014 Js) Ba418000 WWEEK 28 28-SEP-2004
5542 Bella, Micole MD E009 10014 Js) B427232 WWEEK 32 27-0CT-2004
5542 Bella, Micols MO EO09 10014 JSd B436638 WWEEH 36 29-hON-2004
5542 Bella, Micols MD E009 10014 JS) B444587 WWEEH 40 21-DEC-2004
5542 Bella, Micols MD EO09 10014 JS) B453002 WWEEH 44 24-JAM-2005
4042 Bella, hicols MO G009 10014 JS B4G2556 WWEEH 48 22-FEB-2003
a042 Bzlla, hicols MO G003 10014 JSl B471405 WWEEH 52 22-MAR-2005
5542 Bella, hicole MD G009 10014 JE) Bd51645 WWEEH 56 26-APR-2003
5542 Bella, hicole MO G009 10014 JE B457025 WWEEH B0 A2-MY 2005
a542 Bella, hicole MO G003 10014 JE B495256 WWEEH B4 0-JUN-2003
5642 Bela, Micole MO G009 10014 fii=A) B4G6545 UNSCETERRM 19-MAY-2005
a642 Bella, Micole MO BO17 1000 CLH B3413580 SCREEMING Z3-FEB-2004
5842 Bela, Micole MD BO1T 10mM0 CLH B355307 BAZELIME 23-MAR-2004
5842 Bella, Micole MD BO1T 10mo CLH B358772 DAY T 30-MAR-2004
5842 Bella, Micole MD BO1T 10mo CLH B366991 WWEEK 4 21-APR-2004
5542 Bella, Micole MD BT 10010 CLH B376528 WWEEK & A8-hY-2004
5542 Bella, Micole MD BT 10010 CLH B386454 WWEEK 12 A6-JUN-2004
5542 Bella, Micole MD BT 10010 CLH B3094832 WWEEK 16 A3-JUL-2004
5542 Bella, Micols MO BT 10010 CLH B403334 WWEEH 20 A0-AUG-2004

Figure M — A Site Activity Report

Hovering Capability
This report has hover capabilities on the following fields:
» Investigator Name — Displays the investigator name, the investigator
address and telephone number.
» Site # - Displays the shipping address.
» Subject ID — Displays the subject ID, subject screen ID, subject
initials, gender, date of birth and the race code (If applicable).

Drill Down Capability

This report has a drill down capability when clicking on the Accession #.
Clicking on this field will generate the General Lab and/or Micro Report
associated with the Accession #. (Please refer to the General Lab and Micro
Report in Sections 7.9 and 7.10 for report description.)
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Print

Clicking on Print will generate the Print Preview page of the report. From this
screen, clicking on the Printer icon will generate the Print dialog box. The
report can also be saved as a PDF document from this screen by clicking on
the Save icon.

Export

Clicking on Export will open the File Download dialog box. The file can be
opened or saved as a Microsoft Excel® comma separated file. If Open is
chosen, without saving the report, Microsoft Excel® %" auto format the report
text. To keep the format the same, choose to Save the report as a .csv file
and then import the .csv file into any spreadsheet application.

Your Filter Criteria
The box entitled Your Filter Criteria contains the filter criteria that were
selected when the report generated.

7.7 Specimen Storage Management Status Report

= Specimen Storage Management Status Report Filter Page

» Site Criteria — Investigator(s)
By default, all Investigators are listed alphabetically by last name then
by first name and credentials. To sort by Investigator Number, click on
List by Number. The default sort is ascending. To sort in descending
order, click on Sort Desc. If a specific selection is not made, the
report will default to include all Investigators. To view specific
Investigator(s), highlight the Investigator(s) and then click on the down
arrow to select the highlighted Investigator(s). Once the
Investigator(s) populate in the Selected box, the Site(s) box will
populate with the corresponding Site Numbers associated with the
selected Investigator(s).

» Site Criteria — Site(s)
The default sort for sites is in ascending alphanumeric order. To sort
in descending order, click on Sort Desc. If a specific selection is not
made, the report will default to include all Sites. To view a specific
Site(s), highlight the Site(s), and then click on the down arrow to
select the highlighted Site(s). Once the Site(s) populate in the
Selected box, the Investigator(s) box will populate with the
corresponding Investigator Numbers associated with the selected
Site(s).

» Subject Criteria — Subject ID(s)
By default, all Subject IDs are listed alphabetically by Subject Initials —
Subject ID. To sort by Subject ID, click on List by Number. The
default sort is ascending. To sort in descending order, click on Sort
Desc. If a selection is not made, the report will default to include all
Investigators. To view specific Subject(s), highlight the Subject ID(s),
and then click on the down arrow.

» Visit Criteria — Visit(s)
By default all visits are selected. To view specific Visit(s), select the
Visit(s) by clicking on the appropriate visit(s).

» Storage Criteria — Container Names
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By default, all container names are selected. To select and view a
specific Container Name(s), click on the appropriate Container
Name.
» Storage Criteria — Status
By default, all statuses are selected. To view a specific Status, select
the Status by clicking on the appropriate status.
¢ In Storage — The sample is stored at ICON Laboratories.
e Shipped Out — The sample has been shipped out.
e Transferred Out — The sample has been transferred out, but
ICON expects to store the sample in again.
» Sort By
The Sort By filter option allows the user to select how the report will
be sorted. By default, the report is sorted in ascending order by
Investigator, then by Subject ID and chronologically by Visit Name. To
change the sort order, click on the down arrow and select the field to
sort by. Click the appropriate Ascending or Descending button to
sort the selected field.

Once the filter selections have been made, click on the Show Report button
to generate the report. Clicking on Show Report without making any filter
selections will result in generating all Specimen Storage samples.

To make any changes to the filter selections that were chosen, use the Reset
button to reset all of the filter choices that were previously selected. To
deselect specific filter choices, use the up arrows to remove the selections,
uncheck checked selections, or use the “Ctrl” key and click on the values that
you want to deselect.

= Specimen Storage Management Status Report Description
The Specimen Storage Management Status report allows the user to view the
specimens that are being stored at ICON Laboratories. The user can view all
samples that are stored, the type of samples and if or when the samples were
shipped. This report includes the following fields, as displayed in Figure N:

Investigator Name

Site #

Subject ID

Subiject Initials

Accession #

Visit Name

Bar Code

Container Name

Shipment #

Current Status

Ship To

Transaction Date

VVVVVVVVVVYY

To sort the report, click on the Ascending or Descending button and then
click a column in the report.

To view a different page on the report, click on the appropriate page number.
Page numbers are located at the bottom of the report.

ICON Central Laboratories ICOLabs User Manual Page 38 of 56
Version 2.0



Wour Filter Criteria

|Protocol: ICODEMO ~|
A1l sites |
|A11 Subkjects ~|

en Storage Management Status

@& ascending ' Descending

Accession

Sitez ] (11} ject Initials Visit Hame Bar Code Container Hame Shipment = Current Status  Ship To Transaction Date
Bells, Micole MD  S542 5009 K] B352158 BASELIME 044101400267 39 PoSTRA 1 Shipped Out 16-APR-2004
Bella, Micole MD 55842 s009 NEN] B352155 BASELINE 008201 40026739 PEMC = Shipped Out Zd-pa Y2004
Bella, Micols MO 5842 5009 Jsd B352158 BASELINE 006401400267 39 PLASH In Starace 19-MeR-2004
Bells, Micole WD 5542 s009 NEN] B352158 BASELINE 0064024002657 359 PLAShA In Storage 19-pAaR-Z004
Bella, Micole M 5842 5009 Jsd B556048 Doy 7 00640140026742 PLASMS In Storage 26-MeR-2004
Bells, Micole MD 5542 009 =N] BE5E045 Doy 7 00640240026742 PLASMS In Storage 26-M.eR-2004
Bella, Micole MD 5842 5009 NEN] B564578 WWEEK 4 008201 40026748 PEIMC 2 Shipped Out ZA-MEY-2004
Bella, Micole MD S542 5009 =N] B3643TS VWEEK 4 044401 40026745 P In Storage 16-APR-2004
Bella, Micole WD 55842 s009 NN B5645TS VWEEK 4 0064024002657 45 PLAShA In Storage 16-APR-200d
Bella, Micols MO 5842 5009 Jsd B36437S VWEEK 4 006401 40026748 PLASH I Starace 16-APR-2004
Bella, Micole WD 5842 s009 NN B5T3284 VWEEK & 008401 40121154 PLAShS In Storage 1Z-hay 2004
Bella, Micole MD 5842 5009 Ni=H] B573284 WWEEK 8 0040240121154 PLASM, In Storace 12-Mecr-2004
Bella, Micole MD S542 s009 =N] BEE34T2 VEEK 12 044101401 30552 PoSTRA s Shipped Out 15-JUr-2004
Bella, Micole MD 5842 5009 NEH] B383472 WEEK 12 005201401 50582 PEMC 7 Shipped Out 25-JUN-2004
Bells, Micole MD S542 so09 N BEE347T2 VWEEK 12 044401401 30552 Pl In Storage 10-JUR-2004
Bella, Micole MD 5542 S009 NN B383472 VWEEK 12 008402401 50552 PLAShS In Storage 1 0-JUR-Z004
Bella, Micols MO 5842 5009 Jsd B383472 VWEEK 12 006401401 30552 PLASH.S I Starace 1 0-dUM-2004
Bella, Micole MD 55842 s009 NEN] B381950 WWEEK 16 008401 401 45708 PLAShS In Storage OE-JUL-Z004
Bella, Micols MO 5842 5009 Jsd B391950 VWEEK 16 006402401 46706 PLASH In Starace O6-JUL-2004
Bella, Micole MD  S542 009 =N B400746 VWEEK 20 044401401 46707 P In Storage 04-81G-2004
Bella, Micole MD 5842 5009 s B4007 46 WEEK 20 006401401 46707 PLASKE In Storage 04-21G-2004
Bells, Micole MD 5542 009 =N] B400746 VWEEK 20 006402401 46707 PLASMS In Storage 04-211G-2004
Bella, Micole D 5542 S009 NEN] B409555 WWEEK 24 044101401 457085 P-STRA 7 Shipped Out 02-SEP-2004
Bella, Micols MO 5842 5009 Jsd B409555 VWEEK 24 005201401 46708 PEIMC 20 Shipped Out 20-SEP-2004
Bella, Micole WD 5542 s009 s B409555 VWEEK 24 008402401 45705 PLAShS In Storage 02-SEF-Z004
Bella, Micols MO 5842 5009 Jsd B409555 VWWEEK 24 006401401 46708 PLASHS I Storace 02-SEP-2004
Bella, Micole MD 5542 soo0g NN B41 5000 VUEEK 28 D001 40187230 PLoShL, In Storage 01-0cT-2004
Bella, Micole MD 5842 5009 N=H] B4 5000 VWEEK 28  00640240157250 PLASKE In Storage 01-0CT-2004
Bella, Micole MD 5542 s009 =N] Ba27232 VWEEK 32 00640140190459 PLASMS In Storage 29-0CT-2004
Bella, Micole WD 5542 S009 s Bd27252 WEEK 32 006402401 90459 PL&ShS In Storage 28-0cT-2004
Bella, Micols MO 5842 5009 dsd B436635 VWEEK 36 04410140190460 PoSTR1 23 Shipped Out 06-DEC-2004
Bella, Micole WD 5542 S009 NN B435555 WWEEK 36 005201401 90450 PEMC 54 Shipped Out 21 -1ARN-2005
Bella, Micols MO 5842 5009 Jsd B436638 VWEEK 36  00640140190460 PLASH.S In Starace 01 -DEC-2004
Bella, Micole MD 5542 so0g NEN] BazEEsS VUEEK 35 00B40240190480 PLoShL In Storage 01 -DEC-2004
Bella, Micole MD 5842 5009 Js B444587 WEEK 40 006401 40222358 PLASHE In Storage 25-DEC-2004

Figure N — A Specimen Storage Management Report

Hovering Capability
This report has hover capabilities on the following fields:
» Investigator Name — Displays the investigator name, the investigator
address and telephone number.
» Site # - Displays the shipping address.
» Subject ID — Displays the subject ID, subject screen ID, subject
initials, gender, date of birth and the race code (If applicable).

Print

Clicking on Print will generate the Print Preview page of the report. From this
screen, clicking on the Printer icon will generate the Print dialog box. The
report can also be saved as a PDF document from this screen by clicking on
the Save icon.
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Export

Clicking on Export will open the File Download dialog box. The file can be
opened or saved as a Microsoft Excel® comma separated file. If Open is
chosen, without saving the report, Microsoft Excel® " auto format the report
text. To keep the format the same, choose to Save the report as a .csv file
and then import the .csv file into any spreadsheet application.

Your Filter Criteria

The box entitled Your Filter Criteria contains the filter criteria that were
selected when the report generated.

7.8 Kit Inventory Report

= Kit Inventory Report Filter Page

» Site Criteria — Investigator(s)
By default, all Investigators are listed alphabetically by last name then
by first name and credentials. To sort by Investigator Number, click on
List by Number. The default sort is ascending. To sort in descending
order, click on Sort Desc. If a specific selection is not made, the
report will default to include all Investigators. To view specific
Investigator(s), highlight the Investigator(s) and then click on the down
arrow to select the highlighted Investigator(s). Once the
Investigator(s) populate in the Selected box, the Site(s) box will
populate with the corresponding Site Numbers associated with the
selected Investigator(s).

» Site Criteria — Site(s)
The default sort for sites is in ascending alphanumeric order. To sort
in descending order, click on Sort Desc. If a specific selection is not
made, the report will default to include all Sites. To view a specific
Site(s), highlight the Site(s), and then click on the down arrow to
select the highlighted Site(s). Once the Site(s) populate in the
Selected box, the Investigator(s) box will populate with the
corresponding Investigator Numbers associated with the selected
Site(s).

» Sort By
The Sort By filter option allows the user to select how the report will
be sorted. By default, the report is sorted in ascending order by
Investigator, then by Visit Type. To change the sort order, click on the
down arrow and select the field to sort by. Click the appropriate
Ascending or Descending button to sort the selected field.

Once the filter selections have been made, click on the Show Report button
to generate the report. Clicking on Show Report without making any filter
selections will result in generating an all-site kit inventory.

To make any changes to the filter selections that were chosen, use the Reset
button to reset all of the filter choices that were previously selected. To
deselect specific filter choices, use the up arrows to remove the selections.

= Kit Inventory Report Description
The Kit Inventory report allows the user to view the inventory of all kits for all
or specific sites. The user will be able to determine the number of visit-
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specific kits available at each investigator site. This report also has a drill
down capability to view the Kit Inventory Detail report that lists the kits and
their expiration date.

This report includes the following fields, as displayed in Figure O:
Investigator Name

Site #

Kit Type

Total Sent

Total Returned to ICON Central Laboratories

Total Expired

Total Expiring in 0 — 30 Days

Total Expiring in 31 to 60 days

Total Available

VVVVVVVYY

NOTE: Statistics provided on the Kit Inventory Report are based upon ICON Laboratories’
records of kits sent to and received from each investigator site. Please note that a number
of factors can affect the accuracy of the information provided on this report, including:

Use of kits by site personnel to obtain replacement supplies, thereby rendering the kit
unusable;

Site use of the wrong kit for a visit;

Site use of kits for testing outside the protocol;

Kits damaged or lost in shipping;

Kits destroyed/discarded on site for any reason;

If a protocol is configured to receive GenKits, the report will display Total Sent,
however, it will not calculate Total Returned, and therefore Total Available will not be
accurate. Please contact your ICON Project Manager for this information.

To sort the report, click on the Ascending or Descending button and then
click a column in the report.

To view a different page on the report, click on the appropriate page number.
Page numbers are located at the bottom of the report.
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Your Filter Criteria

[Protocol:IcopEMD 4|
All Sites =1l
!nJ_'L Investigators v|

Investigator Hame Site=
Smith, Rokbert MO 12376
Smith, Rokbert kD 12376
Smith, Robert WD 12376
Smith, Robert WD 12376
Smith, Rokbert MO 12376
Smith, Rokert kD 123768
Smith, Robert WD 12376
Smith, Robert WD 12376
Smith, Rokbert MO 12376
Smith, Rokbert kD 12376
Smith, Robert WD 12376
Smith, Robert WD 12376
Smith, Rokbert MO 12376
Smith, Rokert kD 123768
Smith, Robert WD 12376
Smith, Robert WD 12376
Smith, Rokbert MO 12376
Smith, Rokbert kD 12376
Smith, Robert WD 12376
Smith, Robert WD 12376
Site Total 12376
Correa, Gerald WD 13006
Correa, Gerald WD 13006
Correa, Gerald WD 13006
Correa, Gerald MO 13006
Correa, Gerald WD 13006

| Protocol: ICODEMO | Tests User | Account# L:

Kit Inventory Summary

Total
KitType Total Sent Returned to Total Expired
ICON Labs
SCREEMIMG £ 1 4
BASELIME 4 1 i)
D&Y 7 4 1 3
WEEK 4 4 1 3
WWEEK & 1 1 o]
WWEEK 12 1 1 o
WEEK 16 1 1 1}
WEEK 20 1 1 1}
WWEEK 24 1 1 o]
WWEEK 23 1 1 o
WEEK 32 1 1 1}
WEEK 36 1 1 1}
WWEEK 40 1 1 o]
WWEEK 44 1 1 o
WEEK 45 1 1 1}
WEEK 52 1 i} 1
WWEEK 56 1 o 1
WWEEK B0 1 o il
WEEK B4 1 1} 1
UMNSCETERM 5 1} 5
37 15 22
SCREEMIMG g 3 3
BASELINE i 3 4
D&y 7 B 3 3
WWEEK 4 B 3 3

WWEEK 8 B

Total Expiring in
0-30 days

Total Expiring in
31-60 days

@ Ascending O Descending

Total Available

Hovering Capability
This report has hover capabilities on the following fields:
Investigator Name — Displays the investigator name, the investigator

>

address and telephone number.

» Site # - Displays the shipping address.

Drill Down Capability
This report has a drill down capability to view the Kit Inventory Detail report.
This report lists the Kit Type, Lab Code and Expiration Date. Clicking on a
clickable cell that contains a numeric value will generate the Kit Inventory
Detail report. For example, clicking on a cell for Site # 123, Visit 1, and Total
Expired cell will generate the Kit Inventory Detail report listing all expired Visit
1 kits for that specific site. (Figure M)

3 3 o 1]
Figure O - A Kit Inventory Report
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| Protocol: ICODEMO | Tests User | Accourt# Userl23 | col: ICODEMO | Tests User | Sccountk -
23 |
gwmes | G B | : Z  laglee CIra—
Smnh:RnbenMD 12376 VWEEK 52 1 o Cllck Uri a a
Smith, Robert MD 12376 WWEEK 56 1 o Cell to View o o a
Smith, Rotert MD 12376 VNEEK B0 1 o Details: o o o
Figure P — Clicking on a Cell Produces A Kit Inventory Detail Report
Print
Clicking on Print will generate the Print Preview page of the report. From this
screen, clicking on the Printer icon will generate the Print dialog box. The
report can also be saved as a PDF document from this screen by clicking on
the Save icon.
Export
Clicking on Export will open the File Download dialog box. The file can be
opened or saved as a Microsoft Excel® comma separated file. If Open is
chosen, without saving the report, Microsoft Excel®“!" auto format the report
text. To keep the format the same, choose to Save the report as a .csv file
and then import the .csv file into any spreadsheet application.
Your Filter Criteria
The box entitled Your Filter Criteria contains the filter criteria that were
selected when the report generated.
7.9 General Laboratory Report
The General Laboratory Report (Figure P) can be accessed through standard
reports containing the Accession # field (with the exception of the Specimen
Storage Management report). The General Lab Report contains data that are
formatted to resemble the actual Lab Report that is faxed to the sites from ICON
Central Laboratories. This report is not intended to replace the actual lab report,
but rather to display data in the same format as the Lab Report received by the
site.
Displaying and/or Printing General Laboratory Reports
When displaying or printing a General Laboratory Report that contains Test
comments, this information will appear under the associated test result. If a
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General Laboratory Report contains Additional Information (Visit and/or
Container specific), this information will appear after all of the Test Results under
the heading of “Additional Information”.

NOTE: Clicking on Accession # will generate the associated General and / or Microbiology
report(s) with the exception of the New/Amended Laboratory Report that has one column for
General Lab report and one for the Microbiology report.
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The following standard reports contain drill down capability to the General
Laboratory Report:

» New/Amended Laboratory Report
» Selected Laboratory Results

Site Activity

If the user chooses to, this report can be marked as reviewed by clicking on
Click Here to Mark Report as Reviewed. When clicked, a message will appear
indicating that the Accession # has been reviewed. To continue, click OK. This
action will close the report window and mark the report as “reviewed”. If the
report was previously marked as “reviewed,” the Click Here to Mark Report as
Reviewed option will not display.

122 Smith Street
Farmingdale, WY 11725

Tel: 831.777.8823

Fax: §31.777.8842

Click Here to Mark Report as Reviewed

South County Business Park
Lecpardstown., Dublin 18
Tel: 353.1.216.1100
Fax: 352.1.218.1201

PROTOCCL #

ICODEMO

BUBECT VIsT 2|

SCREENING

HTE® [ inves INV TEL= [ INW FAXE | COLLECTION DATETIME | FECEIVED DATE TIME [ REPOSRT DATETIME |
[ 30202 [30402 [ Gos) 5555621 [ zos) s55-3005 k | 28-APR-2004 10:45:00 [29-APR-2004 13:43:05 |04-MAY-2004 10:43:00
1 z S 08 JEGCT
N 2 INETIALS 2EX BIRTHDATE
v Stevens, Paul MD _ B 6081 alc [ m [ 21-0CT-1942
s }J?lv?_rmty [C])f Miami gi:_ht_mll%f Medlc;‘ne ACCESSION # LABORATORY & somEEN =
nrectious Iseases Inical esearc = =
x 200 NW 8th FL WW,Miami FL 33136 BGE A00S 36 10108
G LAaB LSE QOMLY
i Click to Mark Report as
o Revigwed
Comments
*AMENDED REPORT*CHG PT GENDER FROM FEMALE TO MALE PER SANDRA MERCADO AT SITE*
LABORATORY REPORT Page 1 of 3

TEST NAME RESULT FLAGS ABNORMAL UNITS REFERENCE RANGE
—CHEMISTR" ---
ALBUMIN a3 gfdL 37-489
ALKALINE PHOSPHATASE a4 L 40 - 135
ALT 17 wL 0-4a7
AMYLASE H 108 wL 28 - 100
AST 25 wL 0-37
BICARBONATE 26 mEaiL 20-31
CALCIUM 8.1 mgidL 8.4-102
CHLORIDE 104 mEg/L 35-113
CHOLESTEROL, TOTAL 152 mafdL 0-199
CREATININE 03 mgrdL 6-14
GLUCOSE, FASTING, SERUM T mgidlL 70 -112
HDL - CHOLESTEROL 32 mgidlL GREATER OR = 40
LDH 234 wL 110 - 250
LDOL-CHOLESTEROL H 0z mgidL LESS THAN 100
LDLC/HDLC H 319 RATIO LESS THAN 20
MAGNESIUM 15 mEg'L 14:-24
PHOSPHATE a7 malcL 24_a8
POTASSIUM 4.3 mCglL 36-52%
SODIUM 1440 mEgiL i34~ 146
TOTAL BILIRUEIN 03 mgidL 0-1.1
TOTAL PROTEIN H a3 a/dL 61-79
TRIGLYCERIDES H 173 mgidL LESS THAN 150
UREA {BUN) 15 mgidL 9-24
URIC ACID 83 G1 mgidL 31-88
—FLOW CYTOMETRY -
CD-2% 75 %% 58 -84
CD-2 ABS 1475 cellsful 594 - 1992
CD-24 % L 1 % 29 -59
CD-34 ABS L 10 cellsiul 356 - 1351
CD-3/8 % H 7 %% 19 - 48
CD-38 ABS H 1401 cellsiul 282 - 999
CD-4/8 RATIO L 0.0 RATIO 6-3
CD316+456 %% 12 %o 7-34
CDI16+56 ABS 239 cellsiul 102 - 511
CD31E % 16 ; T-23
CD3/19 ABS 309 cellsful 109 - 532
—HEMATOLOGY -
ABS BASOPHILS 0.08 x10MBIL 0-2

Figure P — Example General Laboratory Report
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7.10 Microbiology Laboratory Report

The Microbiology Laboratory Report (Figure Q) can be accessed through
standard reports containing the Accession # field. The Microbiology Report
contains data that are formatted to resemble the actual Microbiology Report that
is faxed to the sites from ICON Central Laboratories. This report is not intended
to replace the actual microbiology report, but rather to display data in the same
format as the Lab Report received by the site.

NOTE: Clicking on Accession # will generate the associated General and / or Microbiology
report(s) with the exception of the New/Amended Laboratory Report which has one column
for General Lab report and one for the Microbiology report.

The following standard reports contain drill down capability to the Microbiology
Report:

¢ New/Amended Laboratory Report

e Selected Laboratory Results

o Site Activity

If the user chooses to, this report can be marked as reviewed by clicking on
Click Here to Mark Report as Reviewed. When clicked, a message will appear
indicating that the Accession # has been reviewed. To continue, click OK. This
action will close the report window and mark the report as “reviewed”. If the
report was previously marked as “reviewed,” the Click Here to Mark Report as
Reviewed option will not display.

’’’’’ [iconEMmo
| sue==rvsmd scREENING

Click Here to Mark Repcrt as Revlewed
| T e I T s EolEETER I {-Tohs T oo | EEFEST DATETE
| 30302 |3c-m; | (305) 555-5621 (305) 555-3005 ﬁs APR-2003 E 45 on | S5-APR.2003 13:.43.05 | OS-AIAY-2003

Stevens, Paul MD

University Of Miami School Of Medicine

Infectious Diseases Clinical Research
200 NW 8th FL WW Miami FL 33136

CERERTN B £

2

Comments

MICRO REPORT Page 1 of 2

HIV GENOTYPE

SPECIMEN MNUMBER: 0403498 SPECIMEN SETUP: 04-May-2004 10:45:54
CULTURE SOURCE. PLASMA

REPORT STATUS. FINAL

Relevant RT Mutations
MO RELEVANT MUTATIONS DETECTED.

lopinavir/riton
atazanavir Insufficisnt Hvidsncs

COMMENT » TEUGmER IV Gl L8 SR RS S S e S ame
cover wia fax.
Test Method: Bayer Trufene HIT-1 Rasay
Rssults obtainsd with different assay mathods
should not be used interchangeably.

Figure Q —Example of a Microbiology Report
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7.11 Sample Inventory Management Reports (SIMS)

What is SIMS?

— SIMS is an interactive reporting module in ICOLabs for use by
Sponsors and study teams.

— SIMS provides near real-time, high-level traceability of all patient
samples in a clinical trial (utilizing ICON barcodes) as they move
from accessioning through disposition.

— SIMS provides detailed sample inventory reports and graph/table

based summaries of sample status and location with drill down
capabilities.

ICOLabs Website Link

https:/rda-fed.ICOLabs.com/iconstudyreporter/

1. Report Navigation

When logged into
ICOLabs, select
the protocol to

' 5 J'S!anﬂd Reports

| ¥|Enroliment
- WGt Inventory Summary

What are the benefits of SIMS?

- SIMS proprietary design enables rapid insight into specimen
status and location for all samples managed by ICON. This
includes a unique mechanism to provide visibility of specimens
assumed to be at sites and third party laboratories.

- SIMS data will help to locate samples more rapidly, in particular
at critical study junctures like interim analysis and database lock.

- SIMS provides valuable information for monitoring result status.
Use cases include monitoring samples required for enrolment
purposes and samples tested at third party laboratories.

Select the SIMS
Report from

{Blinding Profiles

New | Amended Laboratory Reperts
Protocol Users

the Standard

review from the

drop down list.

~

Selected Laboratory Results Reports menu.
Site Activily

Specimen Storage Management Status
Study Trend

Subject Lab Resulis Trend

SITE CRITERIA

Show Report Download Report
]

2. Report Features

1. Sample Inventory Log/Raw Data

Report Detail:

— Complete listing of all samples that exist/existed for the selected study, with chain of custody information on each sample, including the

current status and location.

— Data columns will populate where applicable for each sample. Users also have options to search and filter for specific values within each

category in the report.
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2. Five Summary Reports
A. Summary of Current Samples
B. Summary of Total Study
C. Summary by Sample Name
D. Summary by Site & Country
E. Summary for Receipt Status

Report Detail: The report detail for each summary report is located under the report heading. Please see example below for the Summary
of Current Samples Report.

SUMMARY OF CURRENT SAMPLES

» Report Detail: Quantity of samples currently available for the study e.g. samples in testing, in storage, assumed to be at site; Sorted by sample location.
» Please take study configuration into account when reviewing this report e.g some samples may appear counted in two categories if the sample has both
storage and testing services set up as part of your study.

3. Summary Reportis Details

Each Summary Report takes the data from the Sample Inventory Log and summarizes it in different ways. The data is then displayed as follows:

0 In the form of an interactive bar chart with hover-over
data point information and drill down capabilities.

2

@ In table form with drill down capabilities underneath

I ICON Farmingdale Pending Results From - Testing - Serum 02 '

Value: 10

12 Chart Data

Sample Location - Status # Of Samples # Of Samples on Hold 0

ICON Farmingdale Pending Results From -
Testing

/Assumed to be at Site 45 0

@ The legend is also interactive and allows users to remove a

specific sample type from the bar chart by clicking on the box @ [ DeselectAl |
beside that sample name e.g. ‘SC Arch SL8". @
Qty - Name
Users may also choose to Deselect All groups from the legend 27 [ SC ARCH SL8 13 [0 SCARCH SL2 34 [ 5C ARCH SLS 19 [ SC ARCH LIS
@ if they wish to build their own bar chart from scratch.

4. Important Reminders/Tips

@ All Sponsors must sign our ICOLabs Set-up Worksheet if they wish to have access to SIMS at a study level. Subject demographics
are blinded by default in SIMS, but the Sponsor has the option to unblind this information at a user level if required within the ICCLabs
Set-up Worksheet.

For scenarios when no component of a visit is received at ICL, e.g. if the entire visit is shipped directly from site to Third Party Lab,
there is the option to set up visits with virtual accessioning for visibility purposes so that these samples are included in the SIMS
report.

Downloading vs Exporting Capabilities

— When a user clicks Download Report, all Sample Inventory Reports and graphs will download and export to Excel, based on the
selected filter criteria.
— When a user clicks Export, only the selected single report will export to Excel.

Please note that some assumptions are made with this data e.g. samples assumed to be at site. Also note scenarios where no
assumptions can be made e.g. if a visit is missed/skipped/not collected at all.
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8.0 Custom Searches

ICOLabs has the capability to save a standard report applying user’s filter selections.
Once a user selects a standard report and applies filter criteria to the report, the report
generates. Once the report has generated, the filter page for the report will enable the
“Save Filter as Custom Search” field (Figure R). To save the search criteria, enter the
desired name of the report and click on “Save Filter as Custom Search”. The custom
search will save and can be accessed in the Custom Search drop down bar.

Please note the following about Custom Searches:

» Custom Searches only save the filter criteria of a standard report, not the
actual report data.
There is no limit to the number of Custom Searches that can be saved.
Custom Searches must have a unique name. If a duplicate name is entered,
the user will be prompted to select a different name.
Custom Searches can be renamed or deleted from the Manage Custom
Searches screen.
Custom Search names can be added as part of the title name for those
reports that are generated from the saved custom searches.

YV ¥V VYV

Show Report ” Reset ]

: [ Save Filter as Custom Search ]

Enter Name of Custom
Search in Field

Figure R — Saving A Custom Search
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9.0 Manage Profile

Users have the ability to customize their ICONtrol Panel and change their password

through the Manage Profile screen (Figure S). To access this screen, click on the
Manage Profile link.

To change the password, click on the Change User Password button. If this is selected,
the Password Change screen will appear. Enter the new password twice and click on
Update Password.

To configure Favorite Reports;

1. In the Favorites section a custom search can be set as a favorite report by
choosing the custom search from the drop down bar.

2. Up to 5 custom searches can be set up as Favorite Reports. The number
located next to the Favorite Search represents the order of the reports appearing
on the ICONtrol Panel from left to right.

3. Once satisfied with the selection(s), click on Save Changes to update the
Favorite Reports.

To configure Key Indicators:
1. The user can set Key Indicators by selecting the Key Indicators from the drop
down bars.
2. Up to four Key Indicators can be selected. The number located next to the Key
Indicator represents the order in which the Key Indicators appear on the ICONtrol
Panel, from top to bottom.

3. Once satisfied with the selection(s), click on Save Changes to update the Key
Indicators.

Please select from the following ~ | Standard Reports ¥ | Customn Searches

Tests User

User Maintenance

User : Tests User Click to Change

ALT Trend Report

G3/G4 Toxicity Repart

PK Samples Shipped Out
EU Sites Enrollment Report

Subject 6081 Safety Results bt
I

Maintain Custom Searches

Use the DropDown to
Select Favorite
Reports

Total Number of Abnormal Values

Total MNumnber of Active Sites Use the DropDown to
Total Mumber of Subjects Screened Select Key Indicators

Total Mumber of Subjects Enrolled b

Figure S — Changing the User Profile
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10.0 Manage Custom Searches

The Manage Custom Searches screen (Figure T) allows the user to rename, delete
and/or change the order of their Custom Search listing. To access this screen,
select a protocol and click on the Manage Custom Searches link. The screen will
populate with the list of Custom Searches that the user has created for the
selected protocol.

To change the order of the Custom Search listing, click on Custom Search and
use the arrows to move the Custom Searches up or down.

To rename a Custom Search, click on specific Custom Search to be renamed, and
then type the new desired name of the Custom Report in the space above the
Save Rename button. Once satisfied with the Custom Search name, click on the
Save Rename button.

To delete a Custom Search, click on the specific Custom Search to be deleted and
then click on the Delete button.

Once all changes have been made, click on Close button to return to the Home

Page.

Please select from the following

Tests User

Help = Lagout = Home -

A Symbed of Exeslionce

VI Standard Reports tr’ I Custom Searches

Manage Custom Searches

Protocol Name:

Protocol Sponsor

Protocol Status

PROTOCOL INFORMATION

ICODEMO

Protocol Number: ||CODER]

Active

Cloze

CUSTOM SEARCHES
CLUS] Enra
G3/G4 Toxicity Report

Subject 6031 Safety Results
ALT Trend Report

EU Sites Enrollment Report
PK Samples Shipped Out

4 1)

‘cuslum for enroll |

Save Rename

Figure T — Modifying and Deleting Custom Searches
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11.0 ICONtrol Panel

The ICONtrol Panel (Figure B) is a customizable home page that allows the user to
have quick and easy access to the most pertinent study data for each assigned
protocol.

The ICONtrol Panel consists of five favorite reports, four key indicators, and the list
of standard reports.

11.1 Favorite Reports
Favorite Reports are Custom Searches that the user has defined through the
Manage Profile feature. To set up the Favorite Reports:

1. Choose the protocol from the protocol drop down bar.

2. Click on the Manage Profile link.

3. Inthe Favorites section a custom search can be set as a favorite
report by choosing the custom search from the drop down bar.

4. Up to 5 custom searches can be set up as Favorite Reports. The
number located next to the Favorite Search represents the order of
the reports appearing on the ICONtrol Panel from left to right.

5. Once selections have been made, click on Save Changes to update
the Favorite Reports and then click on Home to return to the ICONtrol
Panel.

11.2 Key Indicators
Key Indicators provide summary information for a specific protocol. The user
can choose up to four Key Indicators to display on the ICONtrol Panel. The
user can choose their Key Indicators from the Manage Profile page. The
following are the Key Indicators that are available:

= Total Number of Abnormal Results — This Key Indicator will display the
total number of Abnormal results for the entire study population.

= Total Number of Active Sites — This Key Indicator will display the total
number of active sites. A site is considered “active” when ICON Central
Laboratories has received specimens for at least one subject visit.

= Total Number of Delta Values — This Key Indicator will display the total
number of results that have a Delta Flag. (If applicable to protocol)

= Total Number of Exclusions — This Key Indicator will display the total
number of results that have been flagged as exclusions. (If applicable to
protocol)

= Total Number of New/Amended Laboratory Reports — This Key Indicator
will display the number of New/Amended Laboratory reports that are in the
queue awaiting review.

= Total Number of Newly Activated Sites in the Past 7 Days — This Key
Indicator will display the number of sites that have their first subject visit
within 7 days.

= Total Number of Panic Values — This Key Indicator will display the number
of results that have a panic result flag. (If applicable to protocol)
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= Total Number of Subjects Enrolled — This Key Indicator will display the
number of Subjects that have been enrolled. This number is based on the
number of subjects that have had the visit that is specified as the enroliment
visit as per the ICOLabs CLW. (If applicable to protocol)

= Total Number of Subjects Screened - This Key Indicator will display the
number of study subjects that have been screened. This number is based on
the number of subjects that have completed the visit that is specified as the
“screening visit,” per the ICOLabs CLW. (If applicable to protocol)

To select the Key Indicators:

1. Choose the protocol from the protocol drop down bar.

2. Click on the Manage Profile link.

3. Set the Key Indicators by selecting the specific Key Indicators from the
drop down bars.

4. Up to four Key Indicators can be selected. The number located next to
Indicator, represents the order of the Key Indicators appearing on the
ICONtrol Panel, from left to right.

5. Once selections have been made, click on “Save Changes” to update
the Key Indicators and then click on Home to return to the ICONtrol
Panel.
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12.0 Frequently Asked Questions

Q: How do | get an ICOLabs account?

A: Please contact your ICON Laboratories Project Manager to request access.

Q: Do | need to download any applications to my PC?

A: No. ICOLabs was designed to be completely web based. Consequently, the only
requirement is the ability to access the Internet. However, in order to export reports,
Microsoft Excel® must be installed since the export is in Microsoft Excel® format.

Q: How can | view subject results?

A: Subject results can be viewed in many different formats using the standard reports.
To generate one of the standard reports, choose the report from the Standard Report
drop down bar or from the ICONtrol Panel.

Q: | logged into ICOLabs, but everything is disabled. What's wrong?

A: If your account is assigned to more than one protocol, then you must select the
protocol to work with from the Select Protocol. Once a protocol has been selected, then
the ICONTtrol Panel will become enabled.

Q: How can | review new data?

A: New data can be reviewed by generating the New/Amended Laboratory Report
report, or by using the Selected Laboratory Results report and selecting “Not Reviewed”
on the report filter page.

Q: How can | change my Favorite Reports and Key Indicators?

A: Favorite Reports and Key Indicators can be changed in the Manage Profile screen.
To access this screen, click on the Manage Profile link.

Q: | created a custom search and would like other users on my team to use this
report. How can | do that?

A: Your ICON Central Laboratories RDAS Specialist can create a custom search that is
available to all users. Please contact the RDAS Specialist to discuss the report that you
would like created for team-wide access.

Q: How can | change my password?
A: Passwords can be changed from the Manage Profile screen. To access this screen,

click on the Manage Profile link and select “Change Password”. You will be prompted to
change your password.
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Q: What does LOCKED mean in my reports?

A: When a subject visit is received with missing or discrepant demographic or collection
information, ICON Central Laboratories "locks" the visit. This action prevents reporting
to the site and inclusion of the questionable data in data transmissions to the client until
there is resolution to the missing or discrepant information. All testing is performed as
usual, unless the missing information prevents the proper testing from being performed.
In addition, any panic, exclusion, and other client-defined abnormal values requiring site
notification are called to the site as usual and without delay. However, no lab report is
faxed or mailed to the site until the missing or discrepant information is resolved.

Q: How can | contact support?

A: ICOLabs Support can be contacted via email at
ICOLabsSupport.Support@iconplc.com or by phone Telephone: + (1) 919-674-5474

Q: | forgot my password and/or my account is locked, who do | contact to unlock
it?

A: Contact ICOLabs support via email at ICOLabsSupport.Support@iconplc.com or
by phone Telephone: + (1) 919-674-5474

Find a toll free number for your location:

Argentina 0-800-222-2602
Australia 1800881823
Austria 0800-295306
Belgium 0-800-74-152
Brazil 8008921061
Chile 1230-020-4346
China - North  10-800-713-1446
China - South  10-800-1301-406
Colombia 01-8005-1-81468
Denmark 808-87-278
Estonia 800-0111371
Finland 0800-9-18199
France 800915589
Germany 0-800-180-6766
Greece 0800-1809-203-9542
Hong Kong 800-93-0646
Hungary 06800 19035
India 000-800-100-3316
Ireland 1800-550-203
Israel 1-809-31-5679
Italy 800-87-4092
Japan 00531-13-1504
Latvia 800-2461
Malaysia 1-800-815-060
Mexico 001-8002814656
Netherlands  0800-0228527
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New Zealand

0800-444-711

Norway 80014910

Peru 80054424
Philippines 1-800-1-116-1007
Poland 00-800-111-3950
Portugal 800-863-313
Russia 8-10-8002-8993011
Slovakia 0800-001673
South Africa  0800-983-142
South Korea  00308-13-2368
Spain 900-941-335
Sweden 020-799-922
Switzerland 0800-562-591
Taiwan 00-8011-489-41
Thailand 001-800-13-203-9546

United Kingdom0808-101-3860

United States

1-877-797-4422

Trademark Information
ICOLabs™ is a trademark of ICON Central Laboratories, Inc.
Windows® is a registered trademark of Microsoft Corporation
Pentium®is a registered trademark of Intel Corporation
Internet Explorer®is a registered trademark of Microsoft Corporation
Macintosh® is a registered trademark of Apple Computer, Inc.

Excel®is a registered trademark of Microsoft Corporation
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