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1. Introduction

This user guide describes how to upload a webLogger (USB temperature logger) to MonTe. The user guide is

relevant for Depot and Site users who are receiving shipments.

2. Upload weblogger

Before upload of a shipment logger, ensure that at least one storage logger is registered for the site (see the
User guide Storage Temperature Logger Registration on how to add a logger).

2.1 Shipment receipt
As soon as the shipment is received and the shipment logger is removed from the product, press and hold the
STOP button on the logger until the red light turns on (3 seconds).
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2.2 Upload loggers

To upload temperature data from a shipment logger, connect the logger to the computer USB port and wait
for a dialog box to open on the screen. (If the dialog box doesn’t open automatically, browse for “TSS_WLR2"”

in the file explorer).

- TSS_WLR2 (D%) - O x
T - > TSSWLRZ (D)) v O O Search TSS_WLR2 ...
= Windows () # ClickToUpload_CFA1652444498732 . Help
= T55_WLRZ (%) Chrome HTML Document Text Document
‘ 2.65 KB | 916 bytes

= Gemensam (P:)
- 103 WIRZ (D:)

|_j Network i

2items 1 item selected 2.65 KB

Double click on the “ClickToUpload” file. This will open your web browser, where you need to login to the

MonTe system.

Drag and drop the file from the shipment logger or click Browse to locate the file.

For further support please contact the MonTe Help Desk
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<« C & cmdemoissse/tss/logger-receiver/upload/type/pending/6

TSS Uploa lipment Pending #
UPLOAD -
== TSS_WLR2 (D) - O X
REPORTS .
Shlpment Upload A s > TSSWLR2 (D) v | & Search TSS_WLRZ ...
DEVIATIONS

DISPENSING UNITS = TSS_WLR2 (D) Chrome HTML Document

This shipment is associated 1o trial/site: TSS-Ap ‘i Windows (C:) A ClickToUpload_CFA1652444498732
Products in shipment: G 2.65KB

Bioflex 5mg or Placebo

LAUNCH - == Gemensam (P:)
TSS_WLR2 (D:)
ADJUSTMENTS - TS5
¥ Upload logger data file(s)
ADMINISTRATION  + & Network S
2items  1item selected 2.65KB ==

Drag and drop your logger data file here

or

<« c & ss/logger-receiver/upload/type, ed/loginaction? 8da673fc-3ct b2ad-d7s 9840 74F16

TSS > Upload > Shipment > Launched

UPLOAD -

LAUNCH -

Shipment Upload
This shipment is associated to trial/site: AZ demo / 102

Products in shipment:
Cisplatin 59

Upload logger data file(s) from all logg File added successfully
Note there can be multiple loggers for one s
Upload all before confirming. D

i Selected product(s) for logger

Cisplatin 59

Drag and drop your logger data {

When the file has been successfully uploaded, a new window will appear. Click Save, when you are done.

If the shipment included several shipment loggers, drag and drop the file from the next shipment logger or

click Browse to locate the file and repeat the steps above for all loggers.

If you need to upload other shipment documentation, drag and drop the file or click Browse to locate the file,

to the Other shipment documentation upload section. You can upload additional files of type pdf, jpeg and
png. This is not mandatory.

For further support please contact the MonTe Help Desk
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Other shipment documentation upload
@ Choose File to Upload X

« v 4 || « Desktop > Additional fies for HOT v & | Search Additional files for HOT
Organise v New folder - @
: 1 B 3D Objects ~ [& Shipment documer nt
' : I Desktop
: o ﬁ_ 2 & Downloads
My Music
Y|'k b wy
= My Pictures
Drag and drop your other file(s) here File name: | Shipment document | | Custom Files (png*Jpegipe | o file:
[ gptn Cancel

or

Scroll down and click Confirm when you have uploaded data from all shipment loggers in the shipment. This
will prompt a confirmation box, where you confirm the number of files you have uploaded data for by clicking
Yes, confirm (name) logger.

<« C @ axdinicaldemo.tssgeneral.com/tss/logger-receiver/upload/type/launched/login.action?groupld=8da673fc-Sccc-4784-b2ad-d7c3189cIbasknfo=CBACBA0DEIE20FSB1849BA090ACIA0423FAIBIBECCE2CTAF 164231

UPLOAD -

LAUNCH -

Have you registered all logger file(s) for shipment:
21120101027

777777777 1B 0« [

ClickToUpload_CFA1652444498732.h.

Other shipment documentation uploac

o . _ Please verify that the number of logger file(s) for this shipment is 1
X

1 for upload

2.3 Shipment upload result

When the shipment logger upload is successfully submitted, the system will analyse (calculate/evaluate) the
data and conclude if any temperature event (excursion or deviation) was generated during shipment and if
any actions are required.

A conclusion page is shown with product name, batch number and conclusion. A notification of upload and
result is also sent by email to site / depot users and monitors.

. means the temperature was in range for the entire period.

. means the temperature was partly outside of the
ideal temperature range for the product but based on the stability data, the product is determined
by the system to be ok to use.

. “Temperature deviations have been detected and relevant resources have been informed. Please

refer to your user instructions for further information." (red) means that the product must be

quarantined (both physically and in IRT/RTSM if applicable) and that the sponsor will investigate the
temperature deviation and come back with information on how to handle the product.

For further support please contact the MonTe Help Desk
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If a deviation has occurred, the system will automatically notify the relevant people to initiate further
evaluation. You must, however, refer to your user instructions for further information to assess next steps.

You can add a comment and include the next dispensing visit date to help the Monte team define criticality
and review the deviation data. Click the underlined sentence to open the comment and date selector field. It
is not a mandatory field and can be left blank.

Timezone: CEST (U

UPLOAD v A
REPORTS
Upload successful
DEVIATIONS
Kits (DUNs) Temperature deviations have been detected and relevant resources have been informed. Please refer to your user
instructions for further information.
LAUNCH L Click here to enter a deviation comment and next di ing visit date if applicabl
ADJUSTMENTS v i
ADMINISTRATION v 6141ded806fe6ac7f0d01564.logo-medium.png
TRIAL / SITE
D9670C00001 /1001
BAT ONCLUSION
Ds-8201a 9A010A Quarantine - View Kits (DUNSs)
A AliKits v
(DUNs)
MEDI4736 0r  HE1066-CJ2900 Quarantine - View Kits (DUNs)
PTM Kits v
(DUNs)

Add deviation comment

Deviation(s) detected during the upload. Please add a comment to the deviation and register the next dispensing
visitdate f applicable.

AZ demo/102 TEMPERATURE 16-Jun-2022 00:00

Cancel

On all conclusion pages you can expand the view to Kit ID (DUN) level by clicking View Kit ID (DUN). Please
note individual kits may have different status.

A

Temperature deviations have been detected and relevant resources have been
informed. Please refer to your user instructions for further information.

AZ demo /102

PRODUGT NAME BATCH NO. CONCLUSION
Cisplatin 5g 0C0164B01 A Quarantine - All Kits
(DUNs)

ONCLUSION

18064102 /\ Quarantine product - await manual deviation handling
18064202 A\ Quarantine product - await manual deviation handling
18064302 /\ Quarantine product - await manual deviation handling
18064402 /\ Quarantine product - await manual deviation handling

For further support please contact the MonTe Help Desk
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2.4 Shipment upload repository

To access the shipment upload repository of already processed shipment uploads go to Upload = Shipment
-> Repository in the left-hand side menu. From here you can view the shipment upload reports or add

additional documentation to a specific shipment.

TsS hipment > Repositc
UPLOAD -
shipment -
Pending Shipment Repository Tial v Site v Q search
Launched
€ DCOOMULTI Reset filter
Sworage Y SHPMENTNUMBER A TRAUSTE PRODUCTS UPLOAD RESULT FiLES
REPORTS 21110001 DCOOMULTI/ 101 Docetaxel [ View upload result [ azdemo TSS-65ABC00000000
Paclitaxel [ azdemo-TSS-65ABC00000000. >
DEVIATIONS Trastuzumab
DISPENSING UNITS y y
21110902 DCOOMULTI / 101 Docetaxel [3 View upload result [ azdemo TSS-65ABC00000000.
Faciiexel [ azdemo Tss-654BC00000000.. >
LAUNCH = Trastuzumab
ADJUSTMENTS
21110903 DCOOMULTI / 101 Docetaxel [ View upload resutt [ fake-TSS-FAC1636418432884.
ADMINISTRATION v Paclitaxel >
Trastuzumab
21110004 DCOOMULTI / 101 Docetaxel [ View upload result [ ClickToUpload_FAC16360182.
Paclitaxel >
Trastuzumab
21110905 DCOOMULTI /101 Docetarel [ View upload result [ azdemo-TSS-65ABCO0000000.
Pecitaxe! [ azdemo Tss-654BC00000000.. >
Trastuzumab

To view a processed shipment, click on the shipment row. This will open the shipment details page, where

uploads for that particular shipment will be listed at the bottom.

TSS > Uploa ipment > Repository
UPLOAD a
Shipment -
Pending Shipment Details
Launched
21110901 DCOOMULTI/ 101 Docetaxel
- Paclitael
Storage Trastuzumab
REPORTS
DEVIATIONS
DISPENSING UNITS
LAUNCH ~  Uploads
ADJUSTMENTS v
UPLOADED TIME UPLOADED BY
ADMINISTRATION
10-Nov-2021 09:18 ‘Soderstrom, Hanna ~
65ABC00000000002 ( Paclitaxel, Trastuzumab ) [ azdemo-TSS-65ABC00000000001.htm (L) D View upload result
65ABC00000000001 ( Docetaxel ) [ azdemo-TS5-65ABG00000000002.htm (L)

From the Shipment details page you can:

1. View the result report by clicking the View Upload result. This will open a PDF file.
Open the temperature data files by clicking the link under FILE. Temperature data files are preceded
by (L) Open additional files by clicking the link under FILE. Additional files are preceded by (A)

3. Add additional webLoggers or files to the shipment by clicking Additional Upload
View a temperature graph by clicking View Chart.

For further support please contact the MonTe Help Desk
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3. Product information

Do not dispose of the WebLogger until at least 48 hours have passed after upload of data should there be any
issues. DO NOT return the WebLogger. Kindly discard the monitor device at your site in line with local recycling
requirements. Please note that the product contains a lithium battery.

Please find product specifications and other documentation related to the webLogger on the MonTe support

portal help.monte.az.tssab.com

For further support please contact the MonTe Help Desk



