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About

The purpose of this document is to provide you with the information you need to support
Investigator sites in the transition to the LTMS Portal. Due to the Investigator and Site Coordinator-
specific features of the LTMS Portal, CRAs are not granted access to the LTMS Portal, they will
continue to navigate using Clinical Analytics** to monitor their respective trials. For LTMS Studies,
CRAs are not granted access to the LTMS Portal** but will access the Customer Portal for access to
their specific study data through Microsoft Power Bl Dashboards. IQVIA Laboratories is providing
this document to you as a tool to help you understand the functionality of the LTMS Portal and to
assist your sites in their transition to web-based activities.

**Functionality may differ based on the LIMS platform for your protocol.

If your site has questions that you or this document cannot help in answering, please have the site
contact the Investigator Site Support at investigatorsitesupport@iqvia.com.
You should also reach out to your IQVIA Laboratories representative if you need more information.

Existing user can also navigate to the Contact Us (1) section next to your username (also available at
the login page). Select the applicable country for support number information (2). Operating hours
are displayed on the “Support Operating Hour” section (3).

IQVIA LTMS Portal (3]
= m My Preferences
My Tasks w I T ] I
& eicome UtOﬂa S . Study Profile
Patient Manager
1QVIA Laboratories welcomes you to the Site Portal. The Site Portal can be used to  Access tutorials & other how-to materials to I Lli Contact U 1f
a view lab reports, respond to queries, order lab supplies and view study the IQVIA Laboratories tools at your disposal. | ontact s
Lab Supplies documentation/communications. On this page there is a training tutorial which must grow & improve over time, from brief how-to v 8.
R
be completed upon regisiration. e Resources »
Document Center LTMS Portal: Site Overview 2
E | G Change Password
Tutorials LTMS Portal E-Requisition )
" . Log Out

© 2024_ All rights reserved. IUVIA® 15 a registered trademark of IUVIA Inc. in the United States, the European Union, and vanous other countries.  System Version# LTMS Portal 3.2 1 Release. Artifact Build #3 9 1-beta00012
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My Tasks.
Support Operating Hours 3
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Pttt Manager Sites in Europe/North America and Africa are supported:
Manday — Fiday 0200 - 20.00 EST

Lo Suppies Globally sites can email com for any on the LTMS Parial Satntay 09001700 EST

B Sites in Asia Pacific are supported:

B International Support Numbers Monday — Fiday 0830 1800 SGT

Tutorsts 2 Sites in Latin America are supported:
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Monday — Friday 0500 - 1700 ART
United States

(1) 800 676 8452
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Site Portal Web Address:_https://Itms.qg2labsolutions.com

=|QVIA
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Log in to view LTMS Portal

Email

Password
@

Forgot Password?

Or

[ OneHome Sign In J

Not registered yet? Register here

=HIQVIA Terms and Conditions Help and Training © 2024 IQVIA Inc
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Account Provisioning

For site users to receive access to the LTMS Portal, the IQVIA Laboratories Project Services team
needs to submit the site staff’s information to the relevant department for account provisioning.
**Each site staff member will then receive an automated welcome email with a username (the
user’s email address), the web address for LTMS Portal and instructions for self-registration (please
see self-registration instructions below).

**Functionality may differ based on the LIMS platform for your protocol.

New Users

If site user is a first-time user on LTMS Portal, please follow the steps below:

1. Go to https://Itms.qg2labsolutions.com. Click on “Register here” (1) for Registration.

2. Enter your authorized Email address (2). “Authorized Email” here, refers to email ID that has been
submitted to IQVIA Laboratories PM Team for access provisioning. If this was not submitted, the self-
registration will not proceed.

3. Click Send Verification Code (3) to get the verification code in your email.

4. Enter your verification code to set your password.

5. Enter the New Password (4).

6. Enter the Confirm New Password (5).

7. Select the check box next to Agree to the Terms and Conditions (6).

=IQVIA
—- LABORATORIES
= QVIA
LABORATORIES

Sign Up for Registration

Log in to view LTMS Portal Email 2
Email
password New Password
® o 4 .

Conﬂrm pesw
@

Forgot Password? § .
6-— Agree to the Terms and Conditions

Or

‘ Cancel

[ OneHome Sign In ]

1 Already Registered? Back to login
I Not registered yet? Register herel
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Existing Portal Users

If a user already has access to LTMS Portal and receives access to a new protocol, he/she will not
receive a Welcome Email. Each person has only one username and password regardless of the
number of protocols in which he/she is participating.

To prevent potential delays in account creation, please have the site staff add the following e-mail
addresses to the “Safe Sender” list of their respective e-mail accounts:

o investigatorsitesupport@iqvia.com
o sitealert@quintiles.com

Existing Portal User Requesting Access for Protocols

If you have site staff members who need access to a protocol within the LTMS Portal, send the
following information to the IQVIA Laboratories Project Services team.
e Protocol (Please provide the full study protocol name)
e Site Number
e  First and Last Name
e Role (i.e., Principal Investigator, Site Coordinator)
e Email Address (NOTE: if a user has an existing LTMS Portal account, please provide the email
address corresponding with the existing account username).
(NO SHARED EMAIL ADDRESSES ARE PERMITTED)

**When the site users receive access to LTMS Portal, they will each receive an email from
investigatorsitesupport@iqgvia.com with the subject “Q Squared Solutions LTMS Portal Account
Information - please read”. Sites should check both the inbox as well as their spam/junk folder to
locate the email.

The emails will contain the individual user’s information:

Your login details are provided below:
Username: john.doe@site.com

Once the site users have received the welcome email, they can log into LTMS Portal by clicking on
the web link: https://Itms.q2labsolutions.com. The users should follow the Self Registration
instructions.

**Functionality may differ based on the LIMS platform for your protocol.
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Forgot Password

In the event where site users forgot their password, to obtain a new password, the user can click on
Forgot Password (1). This will navigate the user to a screen to request for a new verification code

(2).

=QVIA

LABORATORIES

Log in to view LTMS Portal -
= |QVIA

LABORATORIES

Email

Password

- Forgot your password?

Email
1 I Forgot Password? I
Send Verification Code
Or

[ OneHome Sign In ] {

Cancel }

Not registered yet? Register here

Upon receipt of the verification code, site staff should key in the verification code and click on
“Verify code” (3). After that type in your new password and confirm it (4), check the “Agree to
Terms and Conditions” (5) and click on “Reset Password” (6).

Continue to log into the LTMS Portal with the newly set password.

LABORATORIES LABORATORIES
Forgot your password? Forgot your password?
Verification code has been sent to the given email ID. New Password
i PR 4 -

0
o
=1
=
=
3
o
JaY)
wn
w
2
S
°
a

Verification Code

Verify Code
fy Reset Password

Send New Code [

Cancel }

Cancel

Contact Us
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Tutorial

Interactive tutorial is available mandatory for site users to be able to access the IQVIA Laboratories
LTMS Portal. Tutorial is available at the Tutorial Module (1) and is the default module at the user’s
initial login to the LTMS Portal.

Upon provisioning of LTMS Portal access, Site user to navigate to Tutorial (1) Page and complete the
required trainings. Once trainings are completed, completion will be captured with a green tick
“Completed”. You may revisit the training at any time by clicking on the box again.

**Functionality may differ based on the LIMS platform for your protocol.

v LTMS Postal a8
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. Tutorials
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L TMS Portal Functional Overview

Welcome Page

Upon successful login, site users will land on the Welcome Page and Tutorials. From here, site users
can access tutorials & other how-to materials to learn how to better take advantage of the IQVIA
Laboratories tools at their disposal. They can also navigate to “My Tasks” to view their dashboard.

1QviA LTMS Portal e
p My Preterences
My Tasks .
Study Profi
- |Welcome Tutorials ® surmose
Patient hanager ) ) ) B contactus
1QVIA Laboratories welcomes you to the Site Portal. The Site Portal can be used o view lab reports, respondto  Access Lulorials & other how-to materials to learn how to better take advantage of th
i queries, order lab supplies and view study documentation/communications. On this page there s a training tutorial - your disposal. The lst of available course will only grow & improve over time, from b s —
L0 Suppees which must be completed upon registration. interactive learning courses. -
B E Change Password
Docurment Certer LTMS Portal: Site Overview
B wgou
LTMS Portal E-Requisition
Tutonals

© 2028 A righs rezerved VA o 3 regisered sademur of IDVUA . i the Unies Semes the Esrapea Lsion, and vaines sher coumies. Syzsem Versisn LTWS Perts 1.4 1 Release Arsfart Buid 23 1 0 bend0018

My Tasks

IQVIA LTMS Portal

My Tas)

= MyTasks Monday
z JU December 2Uz2
Lab Suppies Patient Safety 1 o

Document Canter

B High o
Torials

©2024. All ighis reserved. IQVIA® is a registered rademark of KOVIA Inc. in the United Stales, the European Union., and variows ofher countries. ~ System Version# LTMS Fortal 3.2 1 Rielease. Artifact Build #3.9.1-
betad0012

“My Tasks” page is where site users will land after completing the mandatory tutorial. This
dashboard shows all your IQVIA Laboratories pending actions, new documents, and
announcements. Everything is organized into one of three categories below:

e Patient Safety (1) shows tasks and notifications that is related to patient safety, medical
reports (for LTMS studies this includes Lab Reports and Alerts).
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e Todo (2)is for tasks that require an action from you, either within LTMS Portal, or at your
site. Examples include providing response to open queries and acknowledgment of expired
kits.

e Communication (3) is notifications sent to site user for informational purpose, such as study
memos, Laboratory Manual, Study Specific Flowcharts, and general communications.

To open and action a notification, click on the Priority banner (High/Medium) to view all the
notifications for tasks of that priority level in the Task Category. (Patient safety/To Do/
Communication. A notification card for that priority level opens. It contains a summary of all the
notifications for that Priority level.

The priority assigned to each task in LTMS Portal is based on a risk assessment which includes
factors such as patient safety. The priorities are defined as per below.

High Contains important actions and information Medical Report, Open Queries,
that may affect patient safety results. Study communication (Memos,
Reference documents)**
Medium Contains important actions and information Expired Kits, Q Squared Solutions
that may affect site operations. documents
Low Contains non-critical information that is Other reports
useful to the site and may not require
immediate attention.

**Functionality may differ based on the LIMS platform for your protocol.

Patient Safety

Medical and Non-Medical Reports
Through the LTMS Portal, sites can view and print reports online.

Medical Reports**

The Medical Reports section contains Lab reports/and or Abnormal Value reports. Medical reports
can be accessed through “My Tasks”.

*NOTE: Viewing a medical report within the portal does not satisfy a documented review by the
investigator per GCP requirements. Please print the final lab report for review and signature prior
to filing the report in the patient's source documentation.

**Terminology may differ based on the LIMS platform for your protocol.

Non-Medical Reports**

The Non-Medical Reports section contains reports such as Cancelled Test Reports and Frozen
Shipment Verifications. These non-medical reports do not need to be signed by the Investigator but
should still be printed for the site’s records.

**Functionality may differ based on the LIMS platform for your protocol.
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Medical Reports** via My Tasks:

To open a Lab Report, click on “My Tasks”, next click on (2)” High”. Select “(3) study protocol and
the Visit details will populate at the right-side panel (4). Select (5) “Lab reports” to check the
released reports. Then select (6) PDF icon to launch the document.

**Terminology may differ based on the LIMS platform for your protocol.

The “Version history” will contain information of previously released lab reports for this accession.
Once the Lab Report has been read, the notification will be removed.

IQVIA LTMS Portal

My Tasks

. My Tasks Vish Dl
- 4
a sunr R
e Patient Safety T Tl B Communication ] S o
B

Gender & Date of Birth Female | 1-Jul-1990

Document Certer
Visit SCREEN
B 2 High @ High . Visit Date & Time 10-5ep-2019, 00:40
Tutonals Conort
— Acoession # SPs305298
Requisition
1m

Sereening

Platelet count 5 ——
Portal Test_Neuro Lo e mx_seeToIA -safety - (@)

-1.23652898
3 401-3385 - Abnormal Values 1

7 l Version History 28-Jun-2023 113019 AM + I

QUERIES

SCREEN

Critical Alerts via My Tasks ** (LTMS Only)
*Functionality may differ based on the LIMS platform for your protocol.

Any Critical Alert Values will display under the Critical Alert Banner. To open a Critical Alert,

click on “My Tasks” (1), next click on (2)” Critical Alert”. Select “(3) study protocol and the Visit
details will populate at the right-side panel (4). Select (5) the Red Envelope under the alert value to
review the alert information.

LTMS Portal

PM Portal Study A

CH - Criscal Hgh Creatinine

3 CH - Critcal Hgh Potassium Report Format 8

Version Mastory
Lab Adert
No Lab Alerts Found
Cancelled Tests

CL Giucose No Cancelied Test Found
CL Guucose (Plasma)

Report Format A

PM Portal Study A s

Version History
130 Alert

CL Glucose (Plasma) = 0.3mmol/L 5
Screenng

L Ghcose CL Glucose =

CL Sodum Cancelled Tests
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this lab abert

GL Glucose = 0.3mmalL.

Reference Range = 4.1-5.9 mmolL.

Once acknowledged, the envelope color will change from Red to Green and the information will
disappear from the My Tasks page. The Critical Alert Value(s) can be reviewed via Patient Manager.
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Study Alerts via My Tasks** (LTMS Only):
*Functionality may differ based on the LIMS platform for your protocol.

Any Study Alert Values will display under the High Alert Banner. To open an Alert, click on “My
Tasks” (1), next click on (2)” High”. Select “(3) study protocol and the Visit details will populate at the
right-side panel (4). Select (5) the Red Envelope under the alert value to review the alert
information.

ﬂ My Tasks _ .
; Patient Safety s

1 resresseeee
z s m
Gender & Date of Birth Sy 1982

vasit Sereening

-] J Visi Date & Time: 010t 2026, 0800
Docurmaet Corte Cobet
Acsession ¥ FRoasan
N
T igh Fequistion B

Report Format B

Version History -

Lab Alert
No Lab Alerts Found

Canceles Tesls
Mo Cancelled Test Found

Report Format A
Versian History -
Speint 74 - PM Lut Feger —
0001111 CL Glucose (Plasma) = 0.3mmolll. 5
-
Thyroid Testing Cancelied Tests

Na Cancelled Test Found
PM Portal Study A L Bt

The Acknowledgment box will appear with more details on the specific value:

Acknowledgement

By acknowledging you confirm that you have received and seen this lab alert
CL Glucose = 0.3mmol'L

Reference Range = 4.1-5.9 mmol 'L

Once acknowledged, the envelope color will change from Red to Green and the information will
disappear from the My Tasks page. The Alert Value(s) can be reviewed via Patient Manager.
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To-Do- Queries

Sites staff should monitor and respond to queries via LTMS Portal so it can be sent to IQVIA
Laboratories for us to resolve the queries and expedite delivery of the lab reports. It allows users to
view all open queries in one location when viewing or clarifying queries over phone calls with
Investigator Site Support Team.

Site staff can respond to data queries by selecting (1) “My Tasks” and then click on “To-Do” (2),
select the protocol, refer to subject and visit information populated at (3). Users can further
navigate to Queries (4), to view and respond to a query associated with the visit. To access Lab
reports, select (5).

= 3

Wy Tosks

ry My Tasks Vst Dt
Fationt Manager 2 Sty Fortal Test_Nowro
Subject 10 024001
i sae ™
Lt Suppies Patient Safety [ ] To Do B Communication 8 Goror & Date of Brm Fomale | 1.Ju-1962
ver SCREEN QUANTIFERONTB
B Vi Dute & Time 32023 1000
Accession® LP23s8228
B Portal Test_Neuro Cpen e

402-0001

5 - Dpen Quenes e

LTMS Portal

iy Ta
- My Tasks Vit Oeta
Patent Manager Sty PortatTest_tsro
suect 0 w2000
i ° - a8 ste w
Lib Suppies Patient Safety ToDo Communication = Genser & Date ot Bm Femaie | 1-4u-1902
B var SCREEN GUANTIFERON T8
Vi Dato 8 Time. 2023, 1000
e _ Canart
Accsssion' reseeen
Ttoias —
402-0001
SCREEN QUNMTIERON T8 D
3 - Open Queries. o
Query Question

Please provide information for Has patient fasted for @ hours? |~

in the space below

Please provide mformalion for Was urine pregnancy posiive

atsita? in the space below

Click on the query. The query will expand below.
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- ‘) My Tasks Visit Detal

Patent Manager Sty

Portat Test_Neuro

Subiect i 220001
- 2 =] a st 02
Lok Suppon Patient Safety To Do Communication = Gander & D of Bty Fomale | 1-41982

vist SCREEN QUANTIFERON TB

B Vit Oate 8 Time w2023, 1000
Document Canter High . High . ik

Accession # P2350928

-} Portal Test_Neuro s Qe =
Tutariais Requiston ,
402-0001

Query Omsﬁono
Please provide information for Has patient fasted for 9 hours? in _
the space below

Query Response

NO

YES

the text area below

Site users can enter a response and click submit. Repeat if there is more than one query. When all
queries for a visit/accession have been answered, the notification will automatically disappear.

After the site submits a response, the High Priority banner from “To Do” will disappear. The
response is immediately sent to IQVIA Laboratories to review and resolve. If there is an issue with
the site response, an IQVIA Laboratories representative will contact the site or re-issue the query
back to the LTMS Portal.

If the site is experiencing delays in receiving reports, they should contact an IQVIA Laboratories
representative via the Toll-Free numbers indicated on the lab manual.
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To-Do- Cancelled Tests** (LTMS Only)

Under (1) “My Tasks”, Select Priority Banner (2) “High” and the notification card (3) will summarize
the “Cancelled Test” notification for your listed study protocol(s). Upon selection of (3), the the Visit
details will populate at the right-side panel (4). Select (5) the Red Envelope under the cancelled tests
to review the cancellation information.

**Functionality may differ based on the LIMS platform for your protocol.

My Tasks Vit Detail

1 Study PM Portal Study A

Subject m
Patient Safety 2

st 222

Gender & Date of Birth Male | 5-J80-1983

fisit 9
Critical Alert ® fsitDate & Time 2056p2024,0800

P Por A ession & FRO95909
High e ortal Stud Ooen
Requisition

Torats Screening

1 - Open Query

he Safety
Sprint 74 - PM e l} Version History e
5765 Lab Alert
Vist 1 HbA1c =
3 Hematology

Chemistry 1

ALT

Hematology 1

To-Do- Expired Kits

Under (1) “My Tasks”, Select Priority Banner (2) “Medium” and the notification card (3) will
summarize the “Kits Expired” notification for your listed study protocol(s) with number of kits
expired and the date of expiry. Also, upon selection of (3), the “Kits Expired” notification will
populate at the right panel (4), where the details are listed. Site user can read the notification and
select “Confirm” (5). The notification will then disappear.

4
My Tasks
My Tasks ke Eled
Patient Manager Study ID: Portal Test_Neuro
4 Site: 186
Lan Supgtes Patient Safety L To Do B Communication e The following kits are expired. Use of
. Note: expired kits wil resultin test cancellations.
R P e sl expred i and ek
contents
B
Tuloriss 2
Rand, Wik2, Wi, Wko, Wk8
rtal Test_Neuro b= Lo ‘ -
sen 0Awm
W3
Accesson @ Exprasion Dae
sy 0Ae

T —

5
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Communication

In “Communication”, site user will view new study documents, such as memos and study reference
documents. Click on a specific category under communication, e.g., “High” (1) and then Study Memo
(2) to view the document details.

Wednesday

T My Tasks

=
Fasent Ma

Lt Supnlies

Dowrrenl Senles

Tuiorisls

Information about the document, such as the Protocol Number, Title, Effective Date, and Expiration
Dates [1], as well as a summary of the document [2] will be populated on the right-side panel. Click
the PDF icon (3) to open and if required print/save the communication. The document has now been
acknowledged, and the notification will be removed. You can also select previous document
versions from the dropdown (4), and select from different document languages, if available.

If full wording does not appear, hover the mouse over the text and full wording will appear in tooltip
format.

Study Communication
My Tasks e
1 = R

" Communcaton

’ Pabact Satety

To Do
S _
B —
e _ o - o
Baemm -
_ 8 L :
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Patient Manager

Medical reports can be accessed through “Patient Manager” and “Patient Manager- Search”

function.

Medical Reports** via Patient Manager

To open a Lab Report, click (1) “Patient Manager”. Next click on (2) “Study Protocol”. Next select the
“Site number” (3), followed by the correct patient card (4) and the accession number (5). The “Visit
details” (6) will be populated on the right-side panel. Select “Lab reports” (7) and the unread
medical report is denoted with a red PDF icon (8). Click on (8) to launch the document.

The “Version history” (9) will contain information of previously released lab reports for this

accession. Once the Lab Report has been read, the notification will be removed.

IQVIA LTMS Portal

wTse

Patient Manager

Lab Supphes E2E SCENARIO 1_2

3 e 10

Dacument Center

Tutorials

4 N
sanern: 67148693 o) (o) sopecn: 401-1078 (9)
o UV U S Bt 2
D0B: 10-Aug-1906 DOE: 0B-Now-1947

e, e
- —
SCREEN O1-Ape2018, 1138 S5 |z

Search

Visit Detail

Suy
Sita Number

Subect ID:

Gender & Date of Bim

6

Ponal Test_Neurn
an

87148693

W 10-08-1606
SCREEN

01 Agr 2018, 11:38

SP2133088

The “Order By” allows you to sort the information by “ID”, “Open Query count” and “Unread

Notification Count”.

IQVIA LTMS Portal

Patient Manager
Lab Supokes E2E SCENARIO 1_2 PORTAL TEST_NEUNG D
i
Documert Centet Select Site: 401 - Onder B
B Unread Nofificaion Count
Tutonials
N
sapto: 401-3385 (9) (3 supare 401-9578 (1)
108 01-Juk-1980 — A=y DOa: 011890 !
Openuries [T — Opan Guaries
- — s

SCREEN Of-Ap 2019, 1138

Search
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Medical Reports** via Patient Manager “Search” function:

Medical Reports** can also be searched using the patient number via “Patient Manager”.
Select (1) Patient Manager. Next click on (2) the study protocol. Select the site number (3) and key in
the exact patient number at (4) Search bar. Please include any special characters if applicable (e.g:

999-999)

From the search results, select the patient card (5). The visit summary and accession numbers will

populate below. Select (6) Accession number. The accession visit details will populate (7) on the
right-side panel. Next, select Lab reports (8) and the PDF document icon (9) to launch the report.

The “Version history” (10) will contain information of previously released lab reports for this
accession. Once the Lab Report has been read, the notification will be removed.
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The site user still needs to print the Medical Report**(s) and have it signed by the Site Investigator.

Close the PDF viewer to return to the previous page.

**Terminology may differ based on the LIMS platform for your protocol.
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Non-Medical Reports

**Functionality may differ based on the LIMS platform for your protocol

The Non-Medical Reports section contains reports such as Cancelled Test Reports and Frozen
Shipment Verifications. These non-medical reports do not need to be signed by the Investigator but
should still be printed for the site’s records.

Navigate to Patient Manager (1) and select respective study (2). After selecting the study, click on
the blue button named “View Non-Med Reports” (3).
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Under “Non-Medical Reports” (1), user can view Frozen shipment verification report by clicking the
respective report on the left bar (2). Upon clicking the report, selected report will display on the
right side of the screen (3).
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Under “Non-Medical Reports” (1), user can view Test Cancellation notice by clicking the respective
report on the left bar (2). Upon clicking the report, selected report will display on the right side of
the screen (3).
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This information is being provided as prompt notification of any testing which we were unable
to perform on this visit. You need not contact Quintiles Laboratories unless you have specific

questions related to this report.
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Lab Supplies

The site can place a kit order within “Lab Supplies” tab. Click on “Lab Supplies” (1).

Select the study protocol (2). Select the site number (3). Site staff can track resupply orders of the
last 10 orders previously placed in the last 6 months for their protocol (4). To Create a new order,
select the dropdown (5).

IQVIA LTMS Portal e
wETEam
- . Creats Order 5
easertraroge Lab Supplies 5 Search Order Q
i
PORTAL TEST NELRO
]
Document Cenler € Review recent orders before placing new orders.
] ) . .
Tuoras Select Site: 186 - 3 (Pick the site number)

VIEW ORDER STATUS 4

Newly created orders (D

ORDERED DATE (ORDERED BY ORDER # SHIP DATE IS DRY ICE ORDER

4-Feb-2025 Asnah Huttaf KN01005320

Placing a kit order:

Next, select “Add Materials” (6). Site can select the kits / ancillary materials that they wish order
from the picklist (7) and select “Add to Order”.

Create Order

11-Feb-2025

Material Name: Qty:

Total Kits:0

BMIT
DISCARD
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Search

Material Name

O Screen 7
[J Screen Quantiferon TB

[ Rand, Wk2, Wk4, Wk6, Wk8

O Wk1, Wk5, Wk7

0 Wk3

[ Unsch / Retest

[J (5 Pack) Ambient Diagnostic Protected Shipper
[0 Ambient Airbills to QLAB

[J Frozen Airwaybills to QLAB

[ Saturday Stickers

[ Sterile 90ml Urine Cups

ADD TO ORDER

Viewing Previous Orders.

To view a previously placed kit order, site can navigate to View Order Status (1). Select the order

number in hyperlink (2) to view details of that order. The Order Details section and tracking number
will populate on the right-hand side panel for shipment tracking purposes by site staff (3).

Create Order v
.
Lab Supplles Search Order Q
. a
Order Detail ®
E2E SCENARIO 1_2 PORTAL TEST_NEURO
Study: Portal Test_Neuro
Site Number: 186 3
) Ordered By:
Select Site: 186 - s ps—
Ship Date:
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Is Dry loe Order:
Newly created orders (2 o o
ORDERED DATE ORDERED BY ORDER # SHIP DATE IS DRY ICE ORDER Edit Order Cancel Order
11-Feb-2025 Asnah Huttaf 2 KNO1008520 [m]
| MATERIAL NAME
4-Feb-2025 Asnah Huttaf KNO1005320 =] s
llems perpage: 8 1-2072 < > nsch/Heteel

Editing/ Cancelling the Order that was placed.
**Functionality may differ based on the LIMS platform for your protocol

Site can edit or cancel the order that was placed _ If you

want to add/remove 1 type of material or quantity, please use the “Edit Order” function. “Cancel

Order” will cancel the entire order.

To edit an order that was placed, navigate to “View Order Status” (1) and select the order number

(2). Site can edit the order by clicking “Edit Order” in blue hyperlink (4).
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Create Order M
.
Lab Supplies somcnoner Q0
Order Detail ®"
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Screen
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Site can edit the quantity of the kit(s), Add/Remove Materials and click on “Submit” to save the

changes.

Edit Order

Material Name:

Screen

Unsch / Retest

Total Kits:3

DISCARD CHANGES

Site can click “Cancel Order” (5) to cancel the entire order. Proceed with selecting a mandatory
reason from the picklist (6) and click on “Cancel Order” (7). Order will be cancelled, and changes will

be recorded (8).
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Create Order

Study: Portal Test_Neuro

Site Number: 186
Ordered Date:
Ordered By:
Order #:
Ship Date:
Status: Pending
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Edit Order
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IQVIA LTMS Portal

Create Order v

Lab Supplies - a

Select Site: 401

ORDERED DATE ORDERED BY DRDER # SHIP DATE

23-Dec-2024 Ailing Ng

16-Dec-2024 Ailing Ng

11-Dec-2024 Q725405

11-Dec-2024 Gavin Hersha

9-0c1-2024 Ailing Ng

1-0ct-2024 Q730431

27-Sep-2024 Q783950

13-Aug-2024 Q790431

The View Order Status (1) shows a listing of the last 10 kit orders within the last 6 months that have
been placed for the site. **
**Functionality may differ based on the LIMS platform for your protocol

e Ordered Date: The date that the order has been placed for the site.

e Ordered By: Site can see if the order has been placed through portal or if there is a Q/U
XXXXXX number, the order has been placed by a IQVIA Laboratories employee.

e Order #: Kit order number reference that is unique.

e Ship Date: The order has been shipped on the date referenced.

Status (Order Details Section):

e New / Pending: Order has been placed and is not yet being worked on by the IQVIA
Laboratories kit building department.

e Under Construction: Order is being worked on by the IQVIA Laboratories kit building
department.

e Shipped: Order has dispatched from IQVIA Laboratories and is in transit. Once an order has
shipped, a Ship Date and Tracking Number will populate. The site can use the Tracking
Number to track the shipment on the courier’s website.

e Canceled: Order has been canceled.

Orders cannot be modified after they have been placed. Please reach out to a IQVIA Laboratories
representative should you need assistance.

Kit orders placed through the LTMS Portal will be shipped between 7 to 10 business days. If a site
requires kits to be delivered more urgently, they should contact a IQVIA Laboratories
representative after an order has been placed on LTMS Portal. The View Inventory Tab (1)** can be
used to view an estimate of the Kits that are available at Site based on our knowledge of Kits that
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have been Shipped, have not yet been returned to IQVIA Laboratories and are still within date of
expiry. There will also be an Expiry Flag (2) displayed to indicated whenever kits have expired or are

approaching expiry.

IQVIA
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Lab Supplies Search Order
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**Functionality may differ based on the LIMS platform for your protocol.

Create Order
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Document Center

All training material, including trial-specific Laboratory Manuals and Flowcharts as well as any Lab
memos generated for your site, can be accessed at any time by clicking on the Document Center
module.

As new training, documents or communication becomes available, a number will appear next to the
Alert Bell icon to indicate how many new items are available.
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General Communications mj;lm » Study Reference Documents w‘\;i;"n >
N Y
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Within Document Center, user can navigate to Document Center (1) to view all the documents that
are relevant to your protocols (2) including past version of each document. In the Document Center
you can see different Cards (3) such as General Communications, Study Reference documents, Study
Communications, IQVIA Laboratories General Guidelines & Other Reports that represents different

classes of document for the study. The Red number (4) shows the number of unread documents in
each document type.
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Frequently Asked Questions

Security and Connectivity

1) How secure is the system? Will it comply with my company’s IT and QA policies?
Yes. It is a very secure system managed through IQVIA Laboratories Global IT Security Authentication
(single sign on) and is 21 CFR Part 11 regulatory compliant.

2) What if the site’s internet connection is temporarily disabled and report is required urgently?
The user should contact LTMS Portal Support (investigatorsitesupport@Iqvia.com) or a IQVIA
Laboratories representative for assistance.

3) Does the investigator require any software to be loaded on his/her PC?
Any browser on any system will be able to view the LTMS Portal. To view PDF images (reports and
requisitions), the user will need Acrobat Reader software.

4) Can the system be accessed from any PC? Does the site need to have a specific browser?
Yes, any common browser on any common system will be able to access the LTMS Portal.

5) Can user access LTMS Portal and review reports from iPhone/Android/Windows Phone?
Yes, if the device has a PDF reader and a browser. Please note that LTMS Portal is more accessible
than Infosario Site Gateway on mobile devices, but it is not specifically optimized for mobile devices.

6) Will LTMS Portal be available in different languages?
LTMS Portal is standardized in English. Online help will only support English as well.

7) What if the site doesn’t have internet access?
Per IQVIA Global Access to Patients team, virtually all sites have internet connections. Having
internet access has become a site selection criterion. Please contact your Q? representative if this is
a concern.

8) Will anyone else be able to access the reports? How do | know it is secure?
No, users will sign on the system through IQVIA Global IT Security Authentication (single sign on),
which is 21 CFR Part 11 compliant.

9) Can more than one user have access to the LTMS Portal?
Yes, IQVIA Laboratories will use the Sponsor-supplied contact list to establish user accounts for all
studies. Each user will have a unique username and password.

Account Provisioning

10) I have access to Infosario Site Gateway for my current studies, how will | get access to LTMS
Portal?
All current users will be transitioned automatically at the backend. Please perform a self-registration
(instructions available within LTMS Portal Information Packet) on your first login to LTMS Portal.
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11) I am a new user how do I request for access? / How do | (CRA/Sponsor) request access for my
participating sites?
Please reach out to your respective Q? Project Manager for new site user account setup.

12) What is the turnaround time for access request for LTMS Portal?

No change in access request TAT. Please allow for a 5-10 Business Days TAT for account provisioning.
If urgent request, please reach out to Q*Project Services team.

13) How will sites obtain access and a password?

Once email addresses are provided for site contacts, users will receive an email containing a
URL/Username. Site users will be asked to complete self-service register and new password at initial
log in. Users will have ability to change passwords online.

**Functionality may differ based on the LIMS platform for your protocol.

14) Will the user’s account become inactive if the user does not log into the LTMS Portal after a
period?
If the site’s session is inactive for a period, there will not be account deactivation. Users must change
password minimally every 180 days.

15) Will site contacts get multiple emails with log in information if they participate in multiple
studies?
Yes, site contacts will receive a new e-mail with the same log in information each time the account is
authorized to a new trial. If the site user has previously logged onto the LTMS Portal, the user will
see the new protocol at the next log in after self-registration.
**Functionality may differ based on the LIMS platform for your protocol.

16) Who is the sender? Also, what is the subject of the email that site users receive when they are
granted initial access?
The sender is investigatorsitesupport@igvia.com, and the subject is “Q Squared Solutions LTMS
Portal Account Information - please read ”. If site users say that they have not received the email,
provide them with this information and ask them to look in their SPAM folder. If users are expecting
to receive access, they should add investigatorsitesupport@igvia.com to the “Safe Senders” list
within their respective e-mail accounts.

17) Can CRAs/Sponsors obtain access to the LTMS Portal?
No. The features of the LTMS Portal are role-specific to Investigators and the site coordinators.
Everything that the sponsor needs to maintain oversight for their sites will be available via Clinical
Analytics and Customer Portal for LTMS Studies

Training

18) How will sites be trained on use of the system?
Training will be available within the LTMS Portal. Users must complete and acknowledge the
required training before they can access reports, queries, or other functions. Users will be able to
access training files and training records within the LTMS Portal.
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19) Is training required? If so, who will support site training?
Training is administered within LTMS Portal. Before a user can access any functionality within the

LTMS Portal, he/she must first complete and acknowledge training. Each user has a unique training
section within the LTMS Portal where he/she can access completed training.

20) Can CRA/Sponsor access LTMS Portal to train and guide the participating site?
No. The features of the LTMS Portal are role-specific to Investigators and the site coordinators.

IQVIA Laboratories’ representatives will share relevant supporting documents to support your site
training.

Support / Helpdesk

21) Will the site have helpdesk support?

Yes, LTMS Portal support can be contacted at investigatorsitesupport@igvia.com or through the
phone numbers provided on LTMS Portal. This is the same support staff that the site contacts for
other lab-related issues, such as query resolution or kit ordering. Note: Sites work with the call
centers on all studies and the call center has representatives fluent in key languages for each region.

Functionalities:

22) Is there a file size limit for loading documents into Document Center?
10 MB for documents.

23) Resupply — Air Waybill tracking and kit history if it is available?

Yes. This is available at the “Lab Supplies” module within LTMS Portal for the 10 latest kit orders
within the last 6 months. Please refer to LTMS Portal Information Packet for more details.
**Functionality may differ based on the LIMS platform for your protocol

24) Can | still retrieve Frozen Shipment Verifications via LTMS Portal?

Yes. This is available in “Patient Manager- Non-Medical reports”. Please refer to LTMS Portal
Information Packet for more details.

**Functionality may differ based on the LIMS platform for your protocol
General Troubleshooting Step

Perform a cache clearance and restart your browser, this should solve the issue. If issue persists,
contact IQVIA Laboratories support team with the screenshot of the error from site user.


mailto:investigatorsitesupport@q2labsolutions.com

IQVIA Laboratories LTMS Portal — Information Packet
Page 32 of 32

Change Log
Section / Version (s)
Page Reason(s) Revision(s)
number(s) Current Amended
updated
N/A Vo1l NA Initial NA
07-Nov-2022 Release
Throughout Vo1l V02 Aesthetic Screenshots updated
the 07-Nov-2022 updates and page number
document updated in line with the
updates.
Pg 4-5 Vo1 V02 New Login New Login page with
07-Nov-2022 Page Help and Training link.
Pg5 Vo1 V02 Added Added clarify for site
07-Nov-2022 clarity users receiving access
for a study.
Pg 6-7 Vo1 V02 Change in Remove the word
07-Nov-2022 Tutorial “mandatory” for
requirement | tutorial.
Pg7 Vo1 V02 Open Open queries task flag
07-Nov-2022 Queries Task | moved to “High” within
Flag Task Manager.
Pg 20 Vo1 V02 Aesthetic Pg 20, modify font
07-Nov-2022 updates colour from blue to red
to ensure consistency.
Pg 16 V01 V02 Hyperlink Pg 16, hyperlink to
07-Nov-2022 updates include the full email
address.
Throughout Vo1 V02 Page Page number on
the 07-Nov-2022 number headers updated to
document updates match the entire
document.
Throughout Vo1 V02 Updates on Modify “Site Portal” to
the 07-Nov-2022 platform “LTMS Portal” to match
document name branding updates.
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Throughout Vo1l V02 Email Email domain updates
the 07-Nov-2022 domain (as applicable)
document updates (as
applicable)
Throughout Vo1l V02 Updates on | Add LTMS platform
the 07-Nov-2022 functionality | specific functionalities.
document Add Resupply orders
Edit function (QLIMS
platform).
Add clarity in the
resupply order history
displayed
Throughout Vo1 V02 FAQ updates | Update FAQ- remove
the 07-Nov-2022 information on legacy
document platform.
Include basic

troubleshooting guide.




