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1 Preface

This manual provides instructions about configuring and using Qualis LIMS.
This preface contains these topics:

e Audience

e Documentation Accessibility

e Conventions

1.1 Audience

Qualis LIMS user manual is intended for administrators or anyone using Qualis LIMS
application.

To use this document, you need the following:
e Prerequisites mentioned installed and tested on your computer.
e Administrative privileges on the computer.
¢ Knowledge about the following concepts:
o Domain Name System (DNYS)
o Connected applications
o Internet Information Server (11S)

o File Transfer Protocol (FTP)

1.2 Documentation Accessibility

Qualis LIMS documentation set consists of the following:
o Qualis LIMS User Manual

o Qualis LIMS Online Help System
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1.3 Conventions

The following text conventions are used in this document:

1.3.1 Commands

When a command is referred to in the manual, the following distinctions have been made:

When menu commands are referred to, the manual will refer you to the menu bar — E.g.
“Choose File from the menu bar and then Print”.

When dialog field options are referred to, the following style has been used for the text —
“In the Page Range section of the Print dialog, click the Current Page option”

Dialog field buttons are shaded and fielded — “Click [OK] to close the Print dialog and launch
the print.”

1.3.2 Keyboard

Keys are referred to throughout the manual in the following way:
[ENTER] — denotes the return or enter key, [DELETE] — denotes the Delete key and so on.
Where a command requires two keys to be pressed, the manual displays this as follows:

[CTRL][P] — this means press the letter “p” while holding down the Control key.

1.3.3 Notes

Within each section, any items that need further explanation or extra attention devoted to them
are denoted by shading. For example:

Note: “Qualis LIMS will not let you close a screen or window that you haven’t already saved
changes to without prompting you to save.”
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1.3.4 Warning

Within each section, any items that need warning or extra attention devoted to them are denoted
by shading in yellow. For example:

Warning! : If you click Close before saving will close the FTP Configuration screen without
saving the configuration.

1.3.5 Callout

Callouts are used to denote an action or describe something in the interface.

1.3.6 Description
This style denotes the sequence that follows an action. In general, a screen shot appears under

the style that denotes the result of an action. For Example: The Add User screen appears as
shown in the figure.

1.3.7  Hyperlink

Clicking on hyperlinks will help the user to go to the topic directly in the same document.

Example: Click here to see how to setup FTP site.
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2 Getting Started

2.1 Login

Qualis LIMS login screen appears as shown in the figure:

%, Qualis How Qualis LIMS will help
your laboratory

Welcome to Qualis LIMS
_@ Sample Management

E;EE Work Scheduling, Results Entry , Review &
== Approval with Compliance

Select Record...

E_@l Reporting

=1 Alert & Dashboard

Select Record...

Login Type *

Internal

Language *
English

e M A
FIGURE: Qualis LIMS — Log in Screen
1. Inthe Login Id field, type the login id received from your administrator.

2. Inthe Password field, type valid password.

3. Inthe Site field, select site to login.

4. Inthe User Role field, select your role.

5. Inthe Login Type fields, select login type: Internal

6. Inthe Language field, select language. The application appears in the selected
language.

7. Click Login.

On successful login, the home screen appears as shown in the figure:
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o 1 GU’OE

car Dolman
Transaction > @ o

Sample Receiving

Registration

Result Entry

Test Approval

FIGURE: Qualis LIMS Home Page

2.2 Profile Menu

In Qualis LIMS home page, click on the user name/image that appears on the top-right corner of
the home page. The profile menu appears as shown in the figure:

Click here to
view the
Profile menu

FIGURE: Profile Menu

2.2.1  Change Role

1. On the Profile menu, click Change Role and then select the role from the list to change
the role as shown in the figure:
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‘. f Carl Dolman
¥ J  Study Directar

Analyst

1 Change Role

Head of Division

Change Password

Log out

FIGURE: Profile Menu-Change Role Option

The role of the current logged in user is changed to the selected role.

2.2.2 Change Password

1. On the Profile menu, click Change Password. The Change Password screen appears as

shown in the figure:

Change Password

Login id

Youir passward must be at least minkmum 3 characten(s) and maximum & character(s), 3 Numenic Character(s).

FIGURE: Profile Menu-Change Password Screen

2. Inthe Login Id field, you can see the current logged in user name appears.
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2.2.3

In the OId Password field, type your old password.

In the New Password and Confirm Password fields, type the new password. The new
password should adhere to the password policy/condition that appears at the bottom
of the Change Password screen.

Click Save.

Logout

On the Profile menu, click Logout to logout Qualis LIMS application.
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3 Masters

Masters in Qualis LIMS are used to store and maintain data outside a process and refer it in
process using "Master" field type in the form. For example, when you store a sample, you may
want to look up the storage data such as organisation, division, lab, site, section etc. In this
example storage location data can be created and managed as a master. Also customer data can
also be created and managed as a master. Other examples are Storage Location Master, Storage
Condition Master, and Unit of Measurement Master etc.

In Qualis LIMS, you can add/create masters, edit master details and delete existing masters.

3.1 Common Features

Masters in Qualis LIMS are designed alike to enable the user to understand and use all common
features with ease. Following is the list of common features in masters.

Unit of Measurement ¢ @ oo

Add, refresh, export
to PDF and export
to Excel options

Unit Name YT Description Y  Default Status T Actions

Kg Kilogram Yes

No

Edit and Delete
option for each
record

ml Mo

U/ International Units per ml No

Set number of
records in a page for
display

nak

Browse
through the
pages to view
records

Total

number of
records

FIGURE: Masters — Screen Layout

Masters in Web Method Setup are designed alike to enable the user to understand and use all
common features with ease. Following is the list of common features in Method Setup.
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3.1.1 List of Common Controls in LIMS

The descriptions of common controls in LIMS are listed below:

e Image Description

Name g P

Home Goes to the Home page.

Save Will submit the entries given by the user to perform
certain task.

Add [+ Enables add new records to the masters.

Edit Enables edit the selected record in the master

Delete Enables delete the selected record in the master

Default When enabled, the master or feature is loaded in the

Status ‘:) other modules/masters

Export to Downloads the master data to PDF

PDF

Export to

Excel

Back Goes back to the previous screen / menu

Cancel Will clear the entries in the current form for fresh entry

Open Will open the selected file / folder

Refresh Will refresh the screen

File Enables upload files manuall

Upload P y
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Print Will print the current form/master/report

Mandatory All fields marked with a * are mandatory and must be
Fields filled to avoid error/alert messages.

3.1.2 Add Records to the Master

To add a new record to the master, follow these steps:

1. Open the master to which you want to add a new record.

2. Inthe master screen, click 0 The add screen appears. Fill in mandatory fields and

3.1.3

then click Save.

Pagination

Set number of records to view in the master screen as shown in the figure:
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Kg

%

log pfu

ml

IU/ml

Navigate

pages

Kilogram

%

Plaque Forming Units

International Units per ml

Set number of
records ina

page

FIGURE: Set Number of Records for View

You can view the selected number of records in the master screen page. For example, if you
select 5. Then each page displays 5 records and you can navigate the pages by clicking on the

page numbers as shown in the above figure.

3.1.4 Download Master Records to PDF

You can download records in any master to PDF. To do so, follow these steps:

1. Inthe Master screen, click B as shown in the figure:
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Unit of Measurement

Unit Mame ¥  Description
Kg Kilogram
log pfu Plaque Forming Units

ml

IU/ml International Units per ml

T Default Status

Yes

Mo

Mo

Mo

[ Carl Dolman
0 ar Doma

. =tm

FIGURE: Downloading Master Records to PDF

The records in the UOM master are downloaded to the local storage in PDF. Double-click the
downloaded PDF file. The PDF file appears as shown in the figure:

Unit Name Description

Kg Kilogram

% Yo

log pfu Plaque Forming Units

ml

IU/mil International Units per ml
log TCIDS0D

Units/Vial

Default Status

Yes

No

No

No

No

No

No

FIGURE: Downloaded Master Records in PDF
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3.1.5 Download Master Records to Excel

You can download records in any master to MS Excel. To do so, follow these steps:

1. Inthe master screen, click B as shown in the figure:

Unit of Measurement ¢ @ o
@ [n]
Download Excel
Unit Nama T Description T Default Status T Actions
Kg Kilogram Yes
Mo
log pfu Plague Farming Units Mo
m Mo
IU/ml Intermational Units per mi Mo
log TCIDS0 Mo
Units/Vial MNo
1 10

FIGURE: Downloading UOM Master Records to Excel

The records in the UOM master are downloaded to the local storage in Excel format. Double-
click the downloaded excel file to view the content. The Excel file appears as shown in the
figure:
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1. = pi"\]a m Export (1) - Microsoft Excel Elm

Home Insert Page Layout Formulas Data Review View Add-Ins Acrobat @ - 3 X
'53 % Calibri M= 1= =T General  ~ | A Salnsertr | X - ? fﬁ
P_aste 2 |B o H THA‘ Avl |§ §|@* |$ — Ll | Styles .j‘?‘Delete' @v Sort & Find &
- F||E S5 A iE iS [%e8 %8 - || [EiFormat~ | &2~ Fitter~ select~
Clipboard ™ Font (F] Alignment F] Mumber = Cells Editing
B C

ﬂ Description ﬂ Default Status

2 |Kg Kilogram

3 % %

4 |log pfu Plague Forming Units

5

RV International Units per ml
7 |log TCID50

& Units/vial

9

M 4 » M
Ready |

Sheet1 <7 0 |

FIGURE: Downloaded Master Records in Excel

3.2 Base Masters

Qualis LIMS allows you to create and manage following masters:

= Unit of Measurement

Storage Location
= License Authority
= Charge Band

= Container Type

= KPI Band
= Source
=  Barcode
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= Certificate Type

3.2.1 Unit of Measurement

Unit of Measurement master is used to create and manage UOMSs (Unit of Measurement) that are
used to measure samples.

3.2.1.1 Creating a New Unit of Measurement

To create a UOM, follow these steps:

1. Onthe main menu, click, Base Masters and then click Unit of Measurement. The
Unit of Measurement master screen appears as shown in the figure:

Unit of Measurement Oe o Car Dolman
Unit Name Y Description Y Default Status v Actions

elutes before cut-off 800

FIGURE: Unit of Measurement Master Screen

In the Unit of Measurement master screen you can see the list of UOMs created. Options to edit
and delete UOMSs appear in each record.

2. Click o The Add screen appears as shown in the figure:
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Add Unit of Measurement m

FIGURE: Add Unit of Measurement screen
3. Inthe Unit Name field, type the name for the UOM.
4. Inthe Description field, type description for the UOM.
5. Click to set the Default Status button to “Yes”.
6. Click Save.

You can see the UOM you created listed in the Unit of Measurement master.

3.2.1.2 Editing Unit of Measurement Record
To edit UOM record, follow these steps:

1. Click = that appears under Actions to edit a record.

2. Inthe Edit screen do required changes and then click Submit.
3.2.1.3 Deleting Unit of Measurement Record

1. Todelete a Unit of Measurement record, in the Unit of Measurements master screen,
click * that appears under Actions.

2. The Confirmation dialog appears. Click Ok to delete the record.

3.2.2 Storage Condition

Storage Condition master is used to create and manage storage conditions that are used to store
samples. Storage condition defines the temperature in which the samples are stored.
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3.2.2.1 Creating a New Storage Condition

To create a new Storage Condition, follow these steps:

1. Onthe main menu, cIick, Base Masters and then click Storage Condition. The
Storage Condition master screen appears as shown in the figure:

Storage Condition Ay U

System Admin

Storage Condition

MNSA

80°C

10°C

T  Description

T Default Status

No

No

Actions

No

MNo

Fridge/Cold room No

FIGURE: Storage Condition Master Screen

In the Storage Condition master screen you can see the list of storage conditions created. Options
to edit and delete storage conditions appear in each record.

2. Click 0 The Add Storage Condition dialog appears as shown in the figure:
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Add Storage Condition

Storage Condition *

-2 C

Description

-20°C Freezer

FIGURE: Add Storage Condition Screen
3. Inthe Storage Condition field, type the name for the storage condition.
4. Inthe Description field, type description for the storage condition.

5. By default, the Default Status button is set to “Yes”. When the default status button is
set to “Yes” this storage condition will become the default storage condition
throughout LIMS in all forms and masters until another storage condition is set to
default storage condition. If required, you can set the Default Status button to “No”.

6. Click Save.

You can see the storage condition you created listed in the storage condition master.

3.2.2.2 Editing Storage Condition Record

To edit storage condition record, follow these steps:

1. Click = that appears under Actions in the record.

2. Inthe Edit screen do required changes and then click Submit.

3.2.2.3 Deleting Storage Condition Record

1. Todelete a storage condition record, in the Storage Condition master screen, click
that appears under Actions in the record.
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2. The Confirmation dialog appears. Click Ok to delete the record.

3.2.3  Storage Location

Storage Location master is used to create and manage storage locations that are used to store
samples.

3.2.3.1 Creating a New Storage Location

To create a new storage location, follow these steps:

1. Onthe main menu, click , Base Masters and then click Storage Location. The
Storage Location master screen appears as shown in the figure:

Storage Location ae —

Storage Location T  Description 4 Actions

FIGURE: Storage Location Master Screen

In the Storage Location master screen you can see the list of storage locations created. Options to
edit and delete storage locations appear in each record.

2. Click ° The Add Storage Location dialog appears as shown in the figure:

33



Q Qualis User Manual v 10.0.0.2

Add Storage Location

Storage Location

IMMO244+4

Description

Fridge (Lab 503 l

FIGURE: Add Storage Location Screen
3. Inthe Storage Location field, type the name for the storage Location.
4. Inthe Description field, type description for the storage location.

5. By default, the Default Status button is set to “Yes”. When the default status button is
set to ““Yes” this storage location will become the default storage location throughout
LIMS in all forms and masters until another storage location is set to default storage
location. If required, you can set the Default Status button to “No”.

6. Click Save.

You can see the storage location you created listed in the storage location master.

3.2.3.2 Editing Storage Location Record

To edit a storage location record, follow these steps:

1. Click =~ that appears under Actions in the record.

2. Inthe Edit screen do required changes and then click Submit.

3.2.3.3 Deleting Storage Location Record

1. Todelete a storage location record, in the Storage Location master screen, click
that appears under Actions in the record.

2. The Confirmation dialog appears. Click Ok to delete the record.
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3.2.4 Container Type

Container Type master is used to create and manage container types that are used to store
samples.

3.2.4.1 Creating a New Container Type

To create a new Container Type, follow these steps:

1. Onthe main menu, click , Base Masters and then click Container Type. The
Container Type master screen appears as shown in the figure:

Container Type Q¢

Container Type T Description T Actions

Sestem Admin

FIGURE: Container Type Master Screen

In the Container Type master screen you can see the list of Container Type records created.
Options to edit and delete Container Type appear in each record.

2. Click ° The Add Container Type dialog appears as shown in the figure:
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Add Container Type Bl save

FIGURE: Add Container Type Screen
3. Inthe Container Type field, type the name for the container type.
4. Inthe Description field, type description of the container type
5. Click Save.

You can see the Container Type you created listed in the Container Type master.

3.2.4.2 Editing Container Type Record

To edit a Container Type record, follow these steps:

1. Click = that appears under Actions in the record.
2. Inthe Edit screen do required changes and then click Submit.

3.2.4.3 Deleting Container Type Record

1. Todelete a Container Type record, in the Container Type master screen, click
appears under Actions in the record.

2. The Confirmation dialog appears. Click Ok to delete the record.

3.2.5 Barcode

Barcode master is used to create and manage Barcodes.

that
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3.2.5.1 Creating a New Barcode

To create a new Barcode, follow these steps:

1. On the main menu, cIick, Base Masters and then click Barcode. The Barcode
master screen appears as shown in the figure:

A System Admin
Barcode L2¢ O
Barcode Name T Query T Dascription T Control Type T File Nama T Actions

Sample Test Barcode Barcode_Goodsin Sample Barcode Sample Registration...

Barcode Goodsin Barcode_Goodsin Goodsln Barcode gooadsin.pm

FIGURE: Barcode Master Screen

In the Barcode master screen you can see the list of Barcodes created. Options to edit and delete
Barcodes appear in each record.

2. Click 0 The Add Barcode dialog appears as shown in the figure:
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Add Barcode [ Save

Barcode_Goodsin

Goodsin Barcode

8.

You can

FIGURE: Add Barcode Screen
In the Barcode field, type the name for the Barcode.
In the Query field, select the query for the Barcode.

In the Control Type field, select control type for the Barcode. The control type should
be same as query.

In the Description field, type description for the Barcode.

You drag and drop a PRN file for the barcode. Or click Click here to attach the PRN
file.

Click Save.

see the Barcode you created listed in the Barcode master.
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3.2.5.2 Editing Barcode Record

To edit a Barcode record, follow these steps:

1. Click = that appears under Actions in the record.

2. Inthe Edit screen do required changes and then click Submit.

3.2.5.3 Deleting Barcode Record

1. Todelete a Barcode record, in the Barcode master screen, click = that appears under
Actions in the record.

2. The Confirmation dialog appears. Click Ok to delete the record.

3.2.5.4 Downloading PRN File

1. Todownload the PRN file attached to the Barcode, click = that appears under
Actions in the record.

3.3 Configuration

3.3.1 Registration Type

Registration Type master is used to add and manage registration types. Registration type is
created for a selected sample type.

3.3.1.1  Adding a New Registration Type

To create a new Registration type, follow these steps:

1. Onthe main menu, click, Configuration and then click Registration Type. The
Registration Type master screen appears as shown in the figure:
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s = = Q = Qua.LIS.A.Idmin
i L LI Click here to add ~ € o

new registration

type
Sample Type Name T  Registration Type Name Y  Deseription T Actions
Product Finished Goods
Product Raw Materials
Instrument Instrument

Material Material

Click here to edit
Product Routine registration type

Click here to delete
registration type

FIGURE: Registration Type Master Screen

In the Registration Type master screen you can see the list of registration types created. Options
to edit and delete registration types appear in each record.

2. Clicko. The Add Registration Type screen appears as shown in the figure:

Add Registration Type [ Save

Sample Type Hame ™

Product

FIGURE: Add Registration Type Dialog

3. Inthe Sample Type Name field, select the sample type name to which you want to add
the registration type.
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4. Inthe Registration Type Name field, type the registration type name.
5. Inthe Description field, type the description.

6. Click Save.

You can see the registration type you just created listed in the Registration Type master.

3.3.1.2 Editing and Deleting Registration Type

Options to edit and delete registration type appear in each record in the Registration Type master.

1. To edit registration type details, in the Registration Type master screen, click = to
edit the registration type record. In the Edit Registration Type screen, do required
changes and then click Save.

2. Todelete a registration type, in the Registration Type master screen, click ' to delete
the registration type record.

3.3.2 Registration Sub Type

Registration sub Type master is used to add and manage registration sub types. Registration sub
type is created for a selected registration type. You can create versions for registration sub type.
You can edit the details until the registration sub type is in the Draft state. Once approved you
cannot edit the details.

The previous one will expire once you approve an new registration sub type

3.3.2.1 Adding a New Registration Sub Type

To create a new registration sub type, follow these steps:

1. Onthe main menu, click, Configuration and then click Registration Sub Type.
The Registration Sub Type master screen appears as shown in the figure:
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- . A sadmis
L Registration Sub Type o¢ g
Samphe Type :Product | Registration Type :Routine
o Filter Iod ° o . .
Environmental Sampling
E Fluid Samples ) @
E Finished Goods Description
Environmental Sampling
+ version
R Raw Materials
Version:2 L
R Routine Samples im.';, SISO
E Environmental Sampling Format Reset Sequence No. Every Last Reset Date
{yyyyHo99999} Years 08/06/2022 08:35:49
Sub Sample Job Allocation My Jobs
No Mo No -
FIGURE: Registration Sub Type Master Screen

In the Registration Sub Type master screen, you can see the list of registration sub types created.

Options to edit and delete registration sub types appear in each record.

2. click Ju'?'lr’ The filter dialog appears as shown in the figure:

CANCEL

Sample Type
Product

Registration Type
Routine

SUBMIT
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FIGURE: Selecting Registration Type to add Registration Sub Type

3. Select the Sample Type and Registration Type to add the registration sub type and
then click SUBMIT. The screen appears as shown in the figure:

- Registration Sub Type 0 e Qe

Product tRaw Materials

FIGURE: Registration Sub Type Screen for the selected Registration Type

If there is a registration sub type already added, the details appears.

4, CIicko. The Add Registration Type screen appears as shown in the figure:

Add Registration Sub Type

Registration Sub Type ™

Sample Sub Type

Description

|-.'-<1‘II1S

FIGURE: Add Registration Sub Type Dialog
5. Inthe Registration Sub Type Name field, type the registration type name.

6. Inthe Description field, type the description.
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7. Click Save.

You can see the registration sub type you just created listed in the Registration Sub Type master
as shown in the figure:

L. Registration Sub Type O ¢ Qe

‘Product TRaw Materials

° Click here to edit or
Sample Sub Type delete the

Sample Sub Type | regiStration sub type D

Testing

Click here to
add a version

FIGURE: Registration Sub Type Created

3.3.2.2 Adding a Version to the Registration Sub Type

1. Inthe Registration Sub Type screen, click *+ Verslon to add a version. The Add
Version dialog appears as shown in the figure:
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Add Version Click here to enable ' @
Sequence No Length

@ L@

Rl Sequence Mo, Every ™ Tl Valui

Reset Duration

a

Format Fields ~

Year (2022)

Year (22)

Month (Aug)

Month (Aug)

Date (29)

Character ()

Sequence Number ({9995])

FIGURE: Add Version
2. Click to enable options to add to the workflow.

3. You can define the registration number format by enabling the Sequence No. length
option. Once you enable this option, the dialog appears as shown in the figure:
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Hewver R

Heset Sequence Mo, Every ™ Tia® Val

@

Format Fields ~

Year (2022)

Year (22)

Manth (08)

Month (Aug)

Date (29)

Character (R)

Sequence Number ({9999]))

Drag and drop fields to the
Input Format field to design
registration number format

FIGURE: Design Registration No Format

4. Inthe Reset Sequence No. Every field, select the period to reset the sequence number.

5. Inthe Text Value field, type the text to add to the registration number. This text

appears in the Character box

Character (R)

. you can drag and drop this

character box to the Input Format field to add the character to the registration number

format.

6. Inthe Sequence No. length field, type the length for the sequence number. This

number appears in the Sequence Number box

Sequence Number [{9999])

. you can drag and

drop this box to the Input Format field to add the length of sequence number to the

registration number format

7. Add other boxes to the Input Format field as required.
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8. Click Save. The registration sub type is saved and appears in the DRAFT as shown in

the figure:
: ' I QuiaLiSAdmin
- Registration Sub Type L ¢ @
: Product {Raw Materials
o Sample Sub Type
< Sample Sub Type
Testing
+ version
Version : - -~
R-{9999H{DDHMMMKyy} Mever
No Yes Yes

FIGURE: Registration Sub Type Added

3.3.2.3 View Transaction Flow

1. Click to see the transaction flow as shown in the figure:
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View Transaction Flow
Registration
ullot
Job Allocation Accept ‘ My Jobs
Result Entry |
ppre
Test Approval
Rebrase

FIGURE: View Transaction Flow
3.3.2.4  Edit Registration Sub Type Version

1. Click to edit the record. The Edit Version dialog appears as shown in the figure:
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Edit Version m

o

Format Fields s nput Format *

Year (2022)

Cutput Format ©
Year (22)

Manth (08)

Month (Aug)

Flgure: Edit Version Dialog
1. Do required changes and then click Save.

3.3.2.5 Delete Registration Sub Type Version

1. Click to delete the Registration Sub Type Version.

3.3.2.6  Approve Registration Sub Type Version

1. Click to approve the Registration Sub Type Version. The version is approved
and appears as shown in the figure:
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. Registration Sub Type A e Qe

Sample Sub Type
° P yp

S Sample Sub Type

Testing

Version: 1 ~

R-{9999 DD HMMMHyy} Never

MWo Yes Yes

FIGURE: Registration Sub Type Version Approved

3.3.2.7 Editing and Deleting Registration Sub Type

Options to edit and delete registration sub type appear in each record in the Registration Sub
Type master. You can edit or delete a registration sub type until it is in the Draft state. You
cannot edit or delete a record in the Approved state.

1. To edit registration sub type details, in the Registration Sub Type master screen,
select the registration sub type and then click -+ to edit the registration sub type
record. In the Edit Registration Sub Type screen, do required changes and then click
Save.

2. Todelete a registration sub type, in the Registration Type master screen, select the
registration sub type and then click ' to delete the registration sub type record.
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3.3.3 Dynamic Template Design

Dynamic Template Design screen is used to design registration form that is used to register a
sample in the Registration screen. Template design is created for a selected sample type. You can
create versions for templates. You can edit the details until the template is in the DRAFT state.
Once approved you cannot edit the details.

The previous one will expire once you approve an new template.

3.3.3.1 Adding a Template

To create a new template, follow these steps:

1. Onthe main menu, click, Configuration and then click Dynamic Template Design.
The Dynamic Template Design master screen appears as shown in the figure:

. Dynamic Template Design Jal O cuntisamin

sProduct

Sample Template

Sample Template

Equipment New Template 2

Equipment New Template-1

Equipment New Template

Equipment

Test Template 2

FIGURE: Dynamic Template Design Master Screen

In the Dynamic Template Design master screen, you can see the list of templates created.
Options to edit and delete templates appear in each record.

2. Click . The filter dialog appears as shown in the figure:
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Sample Type

CAMNCEL SUBMIT
b

Material

FIGURE: Selecting Sample Type to add Template Design

3. Select the Sample Type and then click SUBMIT. The screen appears as shown in the
figure:

L Dynamic Template Design Q¢ —

Sample Type :Material

U Filter .H’& ° =

Inventory Type Material
I Inventory Type Material bRt @) (&) (@) (o) (W
Draft
Inventory Type Material Type

Appraved

Material Categrry

Material Inventery Type

A ed
i Material Mame

Material Inventory Material Inventory I
Approved

Quantity
Material
Approved

FIGURE: Dynamic Template Design Screen for the selected Sample Type

If there are templates already added, the list of templates appears.
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4, Clicko. The Add Design Template screen appears as shown in the figure:

Add Design Template Cancel m
. H .
e
'
FIGURE: Add Design Template Dialog
The Add Design Template screen enables you to do the following:
e Add custom fields to the template.
e Add predefined fields to the template.
3.3.3.2 Adding Custom Fields to the Template
To add custom fields, follow these steps:
&
1. Inthe Add Design Template screen, click meutficids | The screen appears as shown in

the figure:
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Add Design Template Cancel m
7 . E3
m Input Fields B
A « H
Components
ke
o e |
ate
Paragarph -—
= (&
|
@
Y
e

FIGURE: Adding Custom Fields 1
2. Under Input Fields, drag and drop the required fields.

3. And then click the dropped field. The Properties dialog for the selected field appears
as shown in the figure:

Add Design Template Cancal @
: —
— i . =
m | Properties e
Material Type 1D ﬂ
h et Tt Components
Material T I
°
Proparties
Material Type ID dandar
Paragarph
Material Category
Maximum Length *
Material Inventory
o

FIGURE: Adding Custom Fields 2
4. Inthe Label ID field, type the label for the field.

5. Click to enable other options like Mandatory / Unique / ReadOnly / Conditional
ReadOnly /Conditional Show/Hide etc.

6. Inthe Maximum Length field, type the maximum number of characters the field shall
hold.
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7. Add details for all the custom fields added and then click Save. The Template dialog
prompts for the template name as shown in the figure:

Add Design Template Template Caneal m Cancel @
_____ —
Template Name * P " E
Example Template roperties nput Fields
wescripuon
_ Labelid * Components
Description oo o
datary ique Properties
Material Type ID Mandatary Uniqu

“ Read Only Conditional Readanily

Material Category

Material

Material Inventory

Conditional Show/Hide

Maximum Length *
255

FIGURE: Saving the Template

8. Inthe Template Name field, type a name for the template and then click Submit. The
template is saved and appears in the Dynamic Template Design screen in the DRAFT
state as shown in the figure:

Example Template
Example Template DRAFT
Draft

E

FIGURE: Template Design Added
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3.3.3.3 Preview Dynamic Template Design

1. Click to preview the template design as shown in the figure:

Preview

Standard Type

Material Type IC

Description

FIGURE: Dynamic Template Design Preview
3.3.3.4 Edit Design Template

1. Click to edit the record. The Edit Design Template dialog appears as shown in the
figure:
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Edit Design Template Cancel @
B

FIGURE: Edit Design Template Dialog
2. Do required changes and then click Save.

3.3.3.5 Delete Registration Sub Type Version

1. Click to delete the Design Template that is in the DRAFT state. The
confirmation dialog appears as shown in the figure:

Delete

Are you sure?

FIGURE: Delete Design Template Dialog

2. Click Okto delete the template.

3.3.3.6 Approve Template Design

1. Click to approve the template. The template is approved and appears as shown
in the figure:
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Example Template
Approved

E

FIGURE: Template Design Approved

3.3.3.7 Copy Template Design

]
1. Click 2 to approve copy the template. The Copy Template dialog appears as
shown in the figure:

Copy Template Cancel

Template Mame ™
Exarmple Template Copy

FIGURE: Copy Template Dialog

2. Inthe Template Name field, type name for the template and then click Save. The
copied template appears as shown in the figure:
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Example Template Copy

Example Template Copy DRAFT

Draft

FIGURE: Template Design Copied

You can do required changes and then save the template.

3.3.4 Design Template Mapping

Design Template Mapping screen is used to map design templates to the selected Registration
Sub Type. You must map a template to the selected Registration Sub Type and approve it to use
the template for the sub type. You can edit the details until the template mapping is in the Draft
state. Once approved you cannot edit the details.

The previous one will expire once you approve an new template mapping.

3.3.4.1  Mapping Template

To map a template, follow these steps:

1. Onthe main menu, cIick, Configuration and then click Design Template Mapping.
The Design Template Mapping master screen appears as shown in the figure:
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- Design Template Mapping

Sample Type :Product | Registration Type :Rowtine | Registration Sub Type :Environmental Sampling

Q Filter ) ° [5)

Environmental Sampling

c Environmental Sampling Version:3 ( aeeroven )
3 | Approved h B
w  Water Sampling-1
2| Retired Template
w Water Sampling Sample Category
1| Retired

Sample Type

Samgling Date & Time

sampled By

Samaling Pairit

L

QuallsAdmin
Quakls Admin

FIGURE: Design Template Mapping Master Screen

In the Design Template Mapping master screen, you can see the list of templates created. Options

to edit and delete templates appear in each record.

2. Click 'H"!’ The filter dialog appears as shown in the figure:

CANCEL SUBMIT

Sample Type
Product

Registration Type
Routine

Registration Sub Type
Raw Materials
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FIGURE: Selecting Registration sub Type to add Template Design

3. Select the Sample Type, Registration Type and Registration Sub Type and then click
SUBMIT. The screen appears as shown in the figure:

QuaLiSAdmin

. Design Template Mapping o ¢
° Raw Material

Raw Material
R v

Raw Materials

Template

FIGURE: Template mapping for the selected Registration Sub Type

If there are templates already mapped, the list of mapping appears. The approved template
mapping will be in use.

4. Clicko. The Add Design Template Mapping screen appears as shown in the figure:

Add Design Template Mapping Bl save

Template *

Equipment New Template e

FIGURE: Add Design Template Mapping Dialog
5. Inthe Template field, select a template to map to the selected registration sub type.

6. Click Save. The template is mapped and the record appears in DRAFT state as shown
in the figure:
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. Design Template Mapping fa gy —
e L I R S
P i . = Equipment New Template

£ Equipment New Template

] Raw Moterial Template
3 g osvmd

o e Materiah
1 BeSeed

FIGURE: Design Template Mapped

You can delete the mapping in the DRAFT state. Once approved, the previous mapping will
retire.

3.3.5 User Role Template

User Role Template enables you to create templates to use in the approval configuration screen.
You can design the user role template based on the approval stages in the workflows in your
organisation. Example for workflows: Test group approval, Registration approval etc. you can
add user roles to the stages in the workflow.

Example stages in test group approval workflow: Analyst, Review and Approver.

3.3.56.1  Versioning

You can add and approve versions to the user role template. Until you approve, the version will
remain in the draft state. In the draft state, you can edit, approve and delete the version. Once
approved, you cannot edit or delete the version. The existing approved template will retire once
you add and approve a new version.

To create a user role template, follow these steps:

1. Onthe main menu, click, User Management and then click User Role Template.
The User Role Template screen appears as shown in the figure:
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FIGURE: User Role Template Screen Showing Filter

1. Inthe filter 'H"!' , inthe Approval Sub Type field, select the module you want to create
template. Select Registration Type and Registration Sub Type if prompted.

2. Click Submit.

Click here to add a new template
Edit / delete
or approve
template in

Testapproval-2 draft status

Testapproval-2 Version:2 ( aeerove )
Approve - o

Test Approval -1
Retired + Levell

Head of Division

* Leelz Details of the
List of user role Study Director selected template
templates for the appears here
selected sub type

appears here

FIGURE: User Role Template Screen Showing List of Templates

Note: If a template exists for a particular sub type, it will get retired automatically when the new
template is approved.

3. CIicko. The Add User Role Template screen appears as shown in the figure:
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Add User Role Template

Template Mame "

Test Approval - 3

+ levell

Analyst

+ level 2

Head of Division

+ level 3

Study Director

Click here to add
new level

[ save

Click and select
user role for
the level

delete the
level

FIGURE: Add User Role Template Screen

4. Inthe Template Name field, type a name for the template.

5. will appear by default. Click and select user role for the level 1. (User
roles that are added in the User Role Configuration screen for the workflow type

appears here)

Note: Add the roles in the user role approval flow in your organisation in the user role template.
Roles that are added can be removed and added again with required correction.

6. Click ° to add more levels to the template and select user role for each levels.

7. After creating the required role levels for the approval flow, click Save.

You can see the user role template added as a draft in the User Role Template screen as shown in

the figure:

3.3.5.2

Editing and Deleting User Role Template

You can edit/delete user role templates that are in the draft state. You cannot edit/delete

approved templates.

1. To edit a user role template, in the User Role Template master screen, select the

template, and then click

. In the Edit User Role Template screen, do required
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changes and then click Submit. You can change Template Name, add roles and
remove roles to the template.

2. Todelete a user role template, in the User Role Template master screen, select the
template, click and then click .

3.3.5.3  Approving User Role Template

You can approve a template in the draft state.

1. Toapprove a user role template, in the User Role Template master screen, select the

template, and then click * . The template is approved and the status appears as
Approved.

3.3.6  Approval Configuration

Based on the template designed in the user role template screen you can define the approval flow
stages in Approval Configuration screen.

1. Onthe main menu, click , User Management, and then click Approval
Configuration. The Approval Configuration screen appears as shown in the figure:

CAMNCEL SUBMIT

Approval Sub Type

Test Result Approval

Registration Type
Batch

Registration 3ub Type
EU

FIGURE: Approval Configuration Screen
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2. Inthe filter , in the Approval Sub Type field, select the module you want to create
workflow. Select Registration Type and Registration Sub Type if prompted.

3. Click Submit. The approval flow for the selected type and sub types appears as shown
in the figure:

Approval Configuration ¢ P o

@ Test Resullt Batch EU Apprioval

| Study Director

Fifter Status

Fitter Status Default Status

FIGURE: Approval Configuration Screen - Add

4. Click ° The Add Approval Configuration screen appears as shown in the figure:
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Add Approval Configuration

Head of Division

e @
@ @

Filter Status ®

Completed ® Reviewed ® Verified =

lidstion Status *

Reviewed =

Deecigion Status ©

Pass ® Withdrawm =

FIGURE: Add Approval Configuration Screen
5. Inthe Version Name field, type a name for the approval flow version.

6. Click to check the Auto Approval option to auto approve the sample upon accepting
the sample in the Registration screen.

7. Click to check the Auto Complete option if required.

The roles available as per the User Role Template will appear as tabs in the approval route.
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10.

11.

12.

13.

14.

3.3.6.1

Set the approval flow options as required for the selected type for each role required
in approval flow

Click to select the Esignature check field, if Esignature is required to complete the
approval stage.

In the Approval Status field, click and select the approval status which will be
assigned to the sample after completing the approval stage by the selected role.

To set the Filter Status Details for the selected role in the approval flow, select status
values from the list. Selected status values will be available for filtering records for
the selected role. Only records with selected status values will be available for the
role.

To set the Validation Status Details for the selected role in the approval flow, select
status values from the list. Records with selected status values will be available for
taking approval action to the selected role.

Repeat the steps for other roles in each tab

Click Save. The approval configuration is saved as a draft. In the draft state, you can
edit or delete the configuration.

Approving Approval Configuration

After completing settings for all the roles, Click "~ to approve the Approval
Configuration.

Note: If a configuration exists for a particular Sub Type, it will get retired automatically when
the new configuration is approved.

3.3.6.2

Copying Approval Configuration

The copy option can be used to replicate the Approval Configuration settings from one type to
another type.

1.

To copy Approval Configuration, in the Approval Configuration screen, select the
configuration and then click
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Copy Approval Configuration m

Copy Approval Configuration

Test Result Approval Batch

=]

Registration Type

Batch

FIGURE: Copy Approval Configuration Screen
2. Inthe Version Name field, type name for the version you copy.
3. Inthe registration Type field, select the registration type.
4. Inthe registration Sub Type field, select the registration sub type.
5. Click Save.

6. Now the configuration is copied to the selected type / sub type

3.3.7 User Mapping

User Mapping screen enables you to define the approval hierarchy for the selected approval
flow. You can add approver and then add analysts for the selected approver.

To set approval hierarchy, follow these steps:
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1. Onthe main menu, cIick, Organisation and then click User Mapping. The User

Mapping screen appears as shown in the figure:

L User Mapping

Filter

Approval

Test Result Approval

Registration Type
Plasma Peol
Registration Sub Type

Plasma Pool

Ulser Robe Template Version

Template-01

Yo
D Default

Use filter to find
user role
template

User roles in the
template /
approval flow

g t! o Qll.aL!S_lllmin

Head of Division

(+]

User Nama T Leginld T  Division T Actions
Mo records available
10 v items | Tals 0 tem:
Study Director 0
User Name T Leoginld T Division T Actions
Mo records available
10 v ems pe e Q- ems
Analyst o
User Name T Loginld T Division T Actions
Mo records available
10 b r ol 1] tem

FIGURE: User Mapping Screen

2. Inthe filter, select Approval Sub type, Registration Type, Registration Sub Type and
User Role Template Version.

3. List of user roles for the selected user role template version appears as shown in the
figure:
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Head of Division

10 v tems per page

Study Director

User Mame

0 -

Analyst

User Name

T Division

Mo records available

T Division

Mo records available

Y Division

Mo records available

FIGURE: User Mapping Screen

Based on the selected approval flow, sections appear for each role as shown in the above figure.

4. In each section, clicko. The Add User screen appears as shown in the figure:
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Add Head of Division [ save

Head of Drivision *

Gregg Perry (GreggP) | x

Head Department (hod)

FIGURE: User Mapping — Add User Screen

5. Click to select the users and then click Save.

6. Select a user in the first level and go to the next section. Clicko as shown in the

figure:
Head of Division o
User Name T Loginld T Division T Actions
Gragg Perry GreggP MNIBSC
Head Department hod DI
s

(" Select user to map"\
user to the next level U

\_ in the flow _/"

1 10 v items per page Click here to add user to
— the selected user in the
previous level

Study Director

2

User Name T Loginld T  Division T Actions

Mo records available

FIGURE: Mapping User to the Next Level

7. Click to select the users and then click Save.
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8. Repeat steps to add users to the next level.

9. Now you can see the users mapped to each stage in the approval flow.

3.3.7.1  6Graphical view of User Mapping

1. Inthe User Mapping screen, click as shown in the figure:

H L) Qualls Admin
. User Mapping N - s
D Head of Division o
Filtar User Name T Loginld T Division T Actions
Click here to view
ppeaval Sub Type graphical Greggq Perry GreggP NIBSC
Test Result Approval representation of
B user mapping in the
S selected user role
Batch
template
gists Sul -
EU
user Rote Temglate Version ‘ 1 10 v items per page Click hn_ere to view 1 iten
Testapproval-2 graphhical view of
. the selected user
Study Director I user role o
o Default User Mame T Loginld T Division
Study Director sd TDI
Eilis Moran atel42 Biotherapeutics

FIGURE: Graphical View of User Mapping - 1

The graphical view of user mapping for the selected user role template appears as shown in the

figure:
Click here to enable
Search for a user expand and collapse
here each node in the
raph
\J grap
User Role User V
User Role User Expan
Cilis Moran Jackie O"Brien . .
EM  stuay directar Anatyst View graphical
O Datast gp) SreEePerny representation of
Haead of Division .
Study Director user mapping
Skudy Direcher
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FIGURE: Graphical view of User Mapping — 2

2. Inthe User Role field, select user role, in the User field, select user to search in the

hierarchy and then click . The screen appears as shown in the figure showing the
selected user in the hierarchy:

User Role User
Eilis Moran Enable Expand

Grege Perry Eilis Moran . Jackie O'Brien

D Default EM "y
Head of Divizion u Study Director == Analyst

Study Director

FIGURE: Graphical View - Search User

3. You can see the static graph of the user mapping hierarchy. Click to view Enable
Expand to expand or collapse the nodes in the hierarchy as shown in the figure:

User Role User
User Role User Disable Expand
Eilis Moran
EM Study Director
Gregg Perry
Default
D =hau GP Head of Division

Study Director
Study Director

FIGURE: Graphical View of User Mapping — Enable Expand View

You can also view graphical view of the individual user / user role by clicking "= as shown in
the figure:
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Head of Division o
Usar Name T Loginld T  Division T Actions
Gregg Perry GreqgP MIBSC
| Click here to view
1] 10+ items per page graphhical view of J'*t"ems
the selected user
Study Director I user role 0
User Hamea T Loginld T Division Actions
Study Director sd TDI
Eilis Moran ateld? Biotherapeutics I
7
’

Enable Expand

Eilis Moran
Study Director

]
ot

Jackie O'Brien
Analyst

FIGURE: Graphical View of a Selected User

3.3.8 FTP Configuration

FTP Configuration master is used to create and manage FTP locations for file upload.
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3.3.8.1  Adding FTP Configuration

To create a new FTP Configuration, follow these steps:

1. Onthe main menu, cIick, User Management and then click FTP Configuration.
The FTP Configuration screen appears as shown in the figure:

L. FTP Configuration XN -
Click here to
add FTP
+
User Name T Host T PortNo T  Default Status T Actions

agleg\Thanuja agle9 99 Yes

Click here to
edit FTP
configured

Click here
to delete
FTP
configured

FIGURE: FTP Configuration Screen
In the FTP Configuration master screen, you can see the list of FTP locations configured.

Options to add, edit and delete FTP Configurations appears as shown in the above figure.

2. Toadd anew FTP location, click ° The Add FTP Configuration screen appears as
shown in the figure:
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Add FTP Configuration

Hest

192.1648.0.232

Part Mo ~
Fail

Physical Path ™
CALIMSFTPLIMSPATH

@
FIGURE: Add FTP Configuration Screen
3. Inthe User Name field, type the name of the machine/server where you want to

9.

upload the files.

In the Password field, type the password of the machine/server.

In the Host field, type the IP address of the machine/server.

In the Port field, type the port number.

In the Physical Path field, type the physical path of the location.

Click to select Default Status option to make the default status of the FTP location

active.

Click to select the SSL option if applicable.

10. Click Save.

You can see the FTP location you created listed in the FTP Configuration master.
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3.3.8.2 Editing and Deleting FTP Configurations

1. Toedita FTP Configuration, in the FTP Configuration master screen, select the FTP
Configuration, and then click + . In the Edit FTP Configuration screen, do required
changes and then click Save.

2. Todelete a FTP Configuration, in the FTP Configuration master screen, select the
FTP Configuration you want to delete, and then click

3.4 User Management

34.1 User role Master

User role master is used to create and manage user roles that are used in Password Policy, Screen
Rights, User management, Workflows, User Role Template, and approval configuration.

3.4.1.1 Adding a New User role

To create a new User role, follow these steps:

1. Onthe main menu, click, User Management and then click User Role. The User
Role master screen appears as shown in the figure:

User Role Ae @

Admin Administrator

CRO CRO
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FIGURE: User role Master Screen

In the User role master screen, you can see the list of user roles added. Options to edit, and delete
appears in each record.

2. Click 0 The Add User Role screen appears as shown in the figure:

Add User Role

Uzer Role Name ©

Description

o

FIGURE: Add User Role Screen
3. Inthe User Role Name field, type the name for the user role.
4. Inthe Description field, type the description.
5. Click Save.

You can see the user role you just added listed in the user role master.

3.4.1.2 Editing User Role

To edit user role, follow these steps:

1. Click that appears under Actions to edit a record.

2. Inthe Edit screen do required changes and then click Submit.

3.4.1.3 Deleting User Role

1. Todelete a user role, in the User Role master screen, click * that appears under
Actions.

2. The Confirmation dialog appears. Click Ok to delete the record.
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3.4.2 Designation Master
Designation master is used to create and manage designations that are used in user management.

3.4.2.1 Adding a New Designation

To create a new Designation, follow these steps:

1. Onthe main menu, click, User Management and then click Designation. The
Designation master screen appears as shown in the figure:

H H L) Carl Dolman
Designation ¢ P o
Designation Name T  Description T Default Status T Actions
Study Director Yes
HeadOfDivision No

FIGURE: Designation Master Screen

In the Designation master screen, you can see the list of designations added. Options to edit and
delete appears in each record.

2. Click action menu and then click Add. The Add designation screen appears as shown
in the figure:

Add Designation

Designation Mame *

Study Director

80



Q Qualis User Manual v 10.0.0.2

FIGURE: Add Designation Screen
3. Inthe Designation Name field, type the name for the designation.
4. Inthe Description field, type the description.

5. Click to turn on the Default Status option. When this option is turned on, then this
designation will be automatically filled in the Designation field in the entire
application.

6. Click Save.

You can see the designation you just added listed in the Designation master.

3.4.2.2 Editing Designation

To edit designation, follow these steps:

1. Click that appears under Actions to edit a record.

2. Inthe Edit screen do required changes and then click Submit.

3.4.2.3 Deleting Designation

1. Todelete a designation, in the Designation master screen, click * that appears under
Actions.

2. The Confirmation dialog appears. Click Ok to delete the record.

3.4.3 Holiday Planner

Holiday Planner enables to define the days of the year that are to be recognized as holidays by
NIBSC LIMS.

You can add holiday plan for each year. For each plan, you can add versions. Versions remain in
Draft state until approved. Once approved, the holiday plan will become default holiday schedule
for the year and cannot be deleted.

3.4.3.1 Adding a New Holiday Plan

To create a new holiday plan, follow these steps:
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1. On the main menu, cIick, User Management and then click Holiday Planner. The
Holiday Planner screen appears as shown in the figure:

Q ‘-‘ .Qual.l.i Addrmvin

Holiday Planner

Edit or delete

2023 selected
holiday plan
0 Add I
holiday
2022 plan Denotes the Create a new
version is version =
2021 Version No: 1 approved A
or delete
Define

draft plan

Common Holidays

holidays
here

List of holiday

Edit

plans

FIGURE: Holiday Planner Screen

In the Holiday Planner screen, you can see the list of holiday plans added. Details of the selected
plan appear with the status of the plan version. Options to edit and delete appears for each plan.

2. Click. 0 The Add Holiday Planner screen appears as shown in the figure:

Add Holiday Planner

2024
Description 2017 - 2028
Holiday List for 2024 [
2017 2018
2019 2020 =
2021 2022
2023
2025 2026
2027 2028

FIGURE: Add Holiday Planner Screen
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3. Inthe Year field, click and select the year to plan holidays. You can create only one
holiday plan for a year. If a plan is already exists for the selected year, then you will
see an alert saying “Already Exists”.

4. Inthe Description field, type description.

5. Click Save. The new holiday plan is added and appears as shown in the figure:

] Hollday Planner g ¢ é Quall$ Admin

Click here to
edit / delete the
year and
description of
the plan

2024

Year and
description of the
holiday plan

New holiday
. plan you just Holiday List for 2024
st added

Click here to
add a new
version for the
holiday plan

FIGURE: New Holiday Planner Added

3.4.3.2 Adding a New Version

You can add and approve versions to the holiday plan. Until you approve, the version will
remain in the draft state. In the draft state, you can edit, approve and delete the version. Once
approved, you cannot edit or delete the version. The existing approved holiday plan will retire
once you add and approve a new version.

Open the new holiday plan you just added. In the holiday planner screen, click + Version A new
version is added and appears in draft status as shown in the figure with Version No:

83



Quals User Manual v 10.0.0.2

Public Holidays

SUNDAY

MON DAY TUESDAY WEDNESDAY

THURS DAY FRIDAY SATURDAY

FIGURE: Adding New Version to the Holiday Plan

This section has Common Holidays and Public Holidays tabs.
3.4.3.3 Defining Common Holidays

1. Inthe Common Holiday tab, click Edit. The Edit Common Holidays screen appears
as shown in the figure:
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Common Holidays

Edit

Edit Common Holidays B save

@

FIGURE: Defining Common Holidays

2. Inthe Edit Common Holidays screen, click to define holidays from the list of days ina
week. For example, Sunday and Saturday are turned on in the above figure. So,
Sunday and Saturdays are defined as common holidays in a week.

3.4.3.4 Defining Public Holidays
Go to the Public Holidays tab. The Public Holidays tab appears as shown in the figure:

85



Q Qualis User Manual v 10.0.0.2

Public Holidays

+ Public Holidays

Date ¥  Description " Actions

Mo records available

10 v 0-0of(

FIGURE: Public Holiday Tab

3. Click* PublicHolidays, The Add Public Holidays screen appears as shown in the
figure:

Add Public Holidays [® save

2024-01-0]
Tirme Zone = January 2024
Europe/London January v || 2024 v |
Su Mo Tu We Th Fr Sa
Deseription *
Mew Year N n 2 3 4 5 &
7 & 9 1M 1 12 13

14 15 16 17 18 1% 20

M 2 33 M B M O

Pl
[

28 29 0 N1

4 5 B T & 9 10

FIGURE: Add Public Holidays

4. Inthe Date field, click and select the day to define as holiday as shown in the above
figure.

5. Inthe Time Zone field, select the time zone as applicable.

6. Inthe Description field, type the description for the holiday selected in the Date field.
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7. Click Save and Continue to save and add more holiday(s).

8. Click Save to save and exit Add Public Holiday screen.

You can see the public holidays added listed in the Public Holidays tab as shown in the figure:

Public Holidays

+ Public Holidays

Date T  Description 1 Actions
2024-05-06 Early May Bank Holiday
2021-05-25 Easter
2024-03-29 Good Friday
2024-01-01 Mew Year

[1] 10 -~ 1-40f4

FIGURE: Public Holidays Added

Each record / public holiday added will have edit and delete options.

9. Click to edit the record.

10. Click to delete the record.

3.4.3.5 Approving Version

Once you add a version to the holiday plan, you can approve the version. You can edit or delete
the version until you approve it. Once approved you cannot edit or delete the version.

To approve a version, click " as shown in the figure:
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Holiday Planner ¢ @ e

° Holiday List for 2024

Version Ne: 0 ~

Click here
to approve

the version
Public Holidays

2021 + Public Holidays
Date T Description b Actions
2024-05-06 Early May Bank Holiday
2021-05-25 Easter Monday

2024-03-29 Good Friday

FIGURE: Approving a Version

Once approved, the status of the version turns “APPROVED” and appears in green. The version
is numbered as Version No: 1.

Same way, you can create more versions. But only one version shall be approved and active at a
time. When you approve a new version, the previous version gets retired automatically.

You can click to refresh the Holiday Planner screen.

3.4.4  Password Policy

Password policy can be set to control user authentication behavior. Password policy is must for
regulatory compliance and also depends on the organisation policy defined for the individual
applications.

Qualis LIMS enables you to create password policies for each role. You can also create multiple
password policies for a role.

When you create a policy, it will be in the Draft state. You need to approve the policy to enforce.
When a new policy is approved for a role, the existing policy will retire automatically.

Note: When a new password policy is approved for a role, the password of the entire users in
that user role will be changed.
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Password Policy master is used to create and manage Password Policies.

3.4.4.1 Creating a New Password Policy

To create a new Password Policy, follow these steps:

1. Onthe main menu, cIick, User Management and then click, Password Policy. The
Password Policy screen appears as shown in the figure:

Study Director

FIGURE: Password Policy Screen

To filter, click '!’% select the role and then click Submit. You can see the list of Password
Policies created for the selected role. Options to add, edit, delete, approve and copy policy
appear in the action menu.

2. Click ° The Add Password Policy screen appears as shown in the figure:
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Add Password Policy

Policy Mame °

CRO policy B

crol

6.

FIGURE: Add Password Policy Screen
In the Policy Name field, type the name for the policy you want to create.
Fill in all fields appropriately.

Click to turn on the Expiry Required option if you want the password to be expired
after a period. In the Expiry Policy Days field, type number of days after the password
should expire. In the Remainder Days field, type number of days before expiry of the
password the remainder to be sent.

Click Submit.

You can see the password policy you just created listed in the Password Policy master.

3.44.2

Editing and Deleting Password Policy

Note: You can edit or delete a password policy that is in the Draft state and you cannot edit or
delete an approved password policy.

1.

To edit a password policy, in the Password Policy master screen, select the role,

select the password policy, and then click = . In the Edit Password screen, do
required changes and then click Save.
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2. Todelete a password policy, in the Password Policy master screen, select the role,
select the password policy you want to delete, and then click

3.4.4.3  Approving Password Policy

1. Toapprove a password policy, in the Password Policy master screen, select the role,
select the password policy, click action menu and then click Approve.

3.4.4.4 Copying Password Policies

You can copy password policy to multiple roles.

1. To copy a password policy, in the Password Policy master screen, select the role;
select the password policy and then click

Copy User Role Policy m

Palicy Name

Initiator

User Raols

QA ® Goodsin x  Apalyst ® Admin % CRO x  Checker x X w

Study Director

Head of Division

FIGURE: Copy Password Policy Dialog
2. Inthe Policy Name field, type a name for the policy.

3. Inthe Copy User Role Policy dialog, click to select User Role to copy the policy. You
can select multiple roles.

4. Now the password policy is copied to all the selected roles.

91



@ Quols User Manual v 10.0.0.2

3.45 Users

Users screen enables you to do the following in Qualis LIMS:
e Create and manage new user/ user accounts
e Map user roles to the user accounts
e Map Deputy user role to user accounts

3.45.1 Adding a New User / User Account

To create a new user account, follow these steps:

1. On the main menu, cIick, User Management, and then click Users. The Users
master screen appears as shown in the figure:

User02 View details Edit, delete or
retire user ; ~
&

ofthe
WFACTIVE
u User 02 Click here selected user

User(2 | Active
to add
new user

User 01 Initial Date of Jain
User01 | Active

Dresignation Addness 1

LIMS Admin List of users || " 2121
LIMSAdmin | Active added to the Address 3 Qualification Blood Group
Users master | - ’ )
Sﬂ(h |5h Kumﬂf Job Description EMa: Phone No
QA | Active - kk@g.com 21212121
Mobile No Country Lock Status
Canada Unlock
CROC
cro | Active
Signsture Image User Imasge

Head Department
hod | Active

Add deputy Add
Study Director P —— | users tothe multiple

sd | Acti
| Active user here roles to

Role Depity Usér the user

lackie O'Brien —
Ate153 | Active

. Role
Eilis Moran
atel42 | Active

Head of Division

Click here to
reset password
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FIGURE: Users Screen

In the Users screen you can see the list of users added. Options to add, edit, delete, retire users,
add role and reset password appears as shown in the above figure. You can also add multiple
roles and deputy users to the selected user.

2. Inthe Users screen, click o The Add user screen appears as shown in the figure:

Add Users

Gregg

Last Name *

Designation

Head of Division

Division *
NIBSC

GP@agaramtech.com

v Canada

Site *

Default

Head of Division

@

FIGURE: Add Users Screen
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3. Inthe Login Id field, type a login name for the user account.

4. Type First Name, Last Name, Initial, Address1, E-mail and Phone No of the user.

5. Select Division, Country, Site and User Role.

6. Turnon Is Active and Is Unlock options to make the user account active and unlocked.
7. Add Signature Image and User Image if available.

8. Fill in other fields as required.

9. Click Save.

You can see the user you just added listed in the User screen as shown in the figure:

G Gregqg Perry
GreggP | Active

Designation
Head of Division

Fhone No

rajigu@gmail.com 23456789

Lock Status

Country
Canada Unlock

User image

FIGURE: Users Screen Showing New User Added

3.4.5.2 Editing and Deleting User

1. To edit user details, in the Users screen, select the user, and then click " Inthe
Edit Users screen, do required changes and then click Save.

2. Todelete a user, in the Users screen, select the user you want to delete, and then click
o,
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3.4.5.3 Mapping User Role(s) to the User

Once you create a user account, you can map the user account to user role(s). In Qualis LIMS
you can map multiple user roles to a user and the user role you added at the time of adding /
creating a user account is set as a default user role.

To do so, follow these steps:

1. Inthe Users screen, select a user form the list and then go to the Role tab. The Role
tab appears as shown in the figure:

G Greqgq Perry
GreggP | Active

Click here to
add userroles

Default
role -

FIGURE: User Role Tab

Here you can see the roles mapped to the selected user account.

2. Toadd another role to the selected user. click < Role , The Add Role screen appears
as shown in the figure:
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Add Role

[Er]
o

User Role *

FIGURE: Add Role Screen
3. Inthe User Role field, select the role to map to the login id.
4. Click Default Role option to make the role as default role.

5. Click Save. The login id is mapped to the selected role and the same appears in the
Role tab.

6. Repeat steps 1 to 4 to map the selected user to multiple roles. The Role tab appears
as shown in the figure with multiple roles mapped to the selected user:

Role
Click here to edit or
delete roles Reset Password + Role
mapped to the user
Role Default Role Actions
CRO No Active
Head of Division Yes Active

FIGURE: Role Tab Showing Roles Mapped to the User
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Note: You can edit and delete roles added to the user account. But you cannot delete the default
user role.

3.4.5.4 Add Deputy Users to the selected user id/user account

1. Inthe Users screen, select a user form the list and then go to the Deputy User tab. The
Deputy User tab appears as shown in the figure:

G Greqq Perry
GreggP | Active

Click here to add
deputy users to
the user

Mo records available

FIGURE: Deputy User Tab

2. Click ¥ Peputy The Add Deputy user screen appears as shown in the figure:

Add Deputy Cancel

Deputy ID *
ateldz

Deputy Name

Eilis Moran

User Rals *

Head of Division »

FIGURE: Add Deputy User Role Screen
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3. Inthe Deputy ID field, select the user id to map to the selected user as deputy user.

4. Inthe Deputy Name field, the name of the deputy user selected in the Deputy 1D field
appears.

5. Inthe User Role field, select the role for the deputy user.

6. Click Save. The user with the selected user role is mapped to the selected user id as
deputy user and the same appears in the Deputy User tab as shown in the figure:

Deputy User
Click here to
edit or delete + Deputy
deputy user
Role Deputy ID Deputy Name Status Actions
Head of ... cro CRO Active
Head of ... atel42 Eilis In Active

FIGURE: Deputy User Tab Showing Added Deputy Users

3.4.6 MIS Rights

The MIS Rights screen enables administrators to grant or revoke access to the reports,
dashboard, dashboard home, alerts and alerts home to the selected user role.

1. Onthe main menu, click, User Management, and then click MIS Rights. The MIS
Rights screen appears as shown in the figure:
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= MIS Rights l'j ‘.‘ Swstern Adenin
QA

- Report Mame Actions

s available

FIGURE: MIS Rights Screen
2. You need to select user role to define MIS rights. Select a user role on the left panel.

3. You can see the Report Rights, Dashboard Rights, Dashboard Home Rights, Alert
Rights and Alert Home Rights tabs as shown in the above figure.

4. By default, the Report Rights tab appears as shown in the figure:

= MIS Rights

QA Click here to
add report
rights

Report Rights

cRO Report Hame Actions

records available

FIGURE: Report Rights Tab

5. Inthe Report Rights tab, click + Repert Rights, The Add Reports Rights dialog appears
as shown in the figure:
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Add Report Rights m

Select...

FIGURE: Add Report Rights Dialog

6. Inthe Report Name field click and select reports to grant rights. Click Select All to
grant rights to all the reports.

7. Click Save.

8. Same way, you can grant rights to Dashboard, Dashboard Home, Alert and Alert
Home in the respective tabs.

3.4.7 Screen Rights

The Screen Rights screen enables administrators to grant or revoke access to the screens,
controls and E-Signature options.

1. Onthe main menu, click, User Management, and then click Screen Rights. The
Screen Rights screen appears as shown in the figure:
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L Screen Rights Q¢ i

User Role :Default

= | B search + N

FIGURE: Screen Rights Screen

2. You need to select user role to define screen rights. Click '!’ﬂ select the User Role
and then click Submit as shown in the figure:

SUBMIT

Qs
CRO

Goods In

Checker

Study Director

Head of Division

FIGURE: Selecting User Role to Define Screen Rights

3. Toadd screens to the selected user role, click ° as shown in the figure:
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Screen Rights e @

sAdmin

Click here to add
screens to the
selected user role

FIGURE: Add Screens to the User Role

The Add Screen Rights screen appears as shown in the figure:

Add Screen Rights

Alert View, Approval Configuration, Audit Trail, Barcode, Batch Approval

FIGURE: Add Screen Rights Screen

4. Inthe Screen Rights field, click and select screens from the list to grant access as
shown in the above figure.

5. Click Save. List of screens added to the user role appears in the left panel. And list of
controls and E-signature option for the selected screen appears in the right panel as
shown in the figure:
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i a
- Screen Rights List of screens added to To grant access to all the ¢c® ]
the user role controls, select Enable Click here to delete
Uses Role: zAdmin All Control Rights and the selected screen
O Q search mo ) then click here from the list
Cotrol Rights And List of controls
- Users |I and Esignature
options in the
User Role Template 4 selected
Enable All Control Rights I screen
User Role Configuration Y Click here to
Control Name Control Rights Esignature Copy screen
rights to another
User Role v Users user role
User Mapping Delete Deputy User
Unit of Measurement Edit Deputy User
Test Master Add Deputy User

FIGURE: List of Screens, Controls and E-Sign Options

6. To grant control rights, click to turn on the Control Rights option for the Control
Name.

7. Togrant E-sign rights, click to turn on the Esignature option for the Control Name.

8. Togrant access to all the controls in the list, select Enable All Control Rights and then
click

9. Togrant E-sign access to all the controls in the list, select Enable All Esign Rights and
then click

10. To revoke access to all controls in the list, select Disable All Control Rights and then
click

11. To revoke E-sign access to all controls in the list, select Disable All Esign Rights and
then click

3.4.7.1  Pagination

When you select all or more screens in the left panel, controls from the selected screens will
appear in the right panel. You can set number of items per page for view by selecting 5/10/ 20
from the list as shown in the figure:
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Result Entry

Batch Creation

Sample Registration

Study Plan

Study Plan Template

Test Master

® 10 = items per page 101 - 108 of 108 items

FIGURE: Screen Rights — Pagination

10 +* items per page

1. Select items per page for display:

2. Use the navigation bar to navigate to the pages:

3.4.7.2 Copying Screen Rights

You can copy screen rights to multiple roles.

1. To copy screen rights, in the Screen Rights screen, select the role; select the screen(s)
and then click | .
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Copy User Role ScreenRights

Uner Bols ©

Checker ~

Study Director
QA

Head of Divisian
Goods In

CRO

Checker

Analyst

FIGURE: Copy User Role Screen Rights Screen

2. Inthe User Role field, click and select user roles to copy the screen rights. You can
select multiple roles.

3. Now the screen rights are copied to all the selected roles.

3.4.8 User Role Configuration

User Role Configuration screen helps the administrator to map user roles to the workflows. To
do so, follow these steps:

4. On the main menu, click, User Management and then click User Role
Configuration. The User Role Configuration screen appears as shown in the figure:
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- - [ Y Carl Bolman
User Role Configuration Click to map user role to the workflow ¢ 9

r Role Name T Approval Flow / Result Entry Flow Product Flow Withdrawn EMail

A P P
@) @)

FIGURE: User Role Configuration Screen
You can see the list of user role and workflows.

5. Click to map the user roles to the workflow as shown in the above figure.

Note: You can map a user role to either Approval Flow or Result Entry Flow. And you cannot
map a user to both Approval Flow and Result Entry Flow.

In the User Role Template screen, user roles mapped to the workflow are listed for selection in
the level field.

3.48.1 Filter User Roles

1. Inthe User Role Configuration screen, in the User Role Name field, click T . the filter
appears as shown in the figure:
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User Role Configuration
User Role Mame T Approval Flow
T Filte

QA

Contains v
CRO d

And v
Goods In

Contains i
Admin
Analyst s

—

FIGURE: Filter User Role Name

2. Use the filter to search for the user role names and then click Filter.

3.49 Audit Trail

Audit Trail screen enables you to filter and view audit trail log.

To do so, follow these steps:

1. On the main menu, click, User Management and then click Audit Trail. The Audit
Trail screen appears as shown in the figure:
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Audit Trail ¢ P
Froe 13001-04-73 0:0000.000 | 7o 12001-08-23 16ITIS0.503 | View Tipe (DMt
O Search W o E B
23-April-2021 Auwdit Date T Audit Action T Comments T User Name T  User Role T A

v 1100 (11 AM)

2021-04-23 M:32:1 EDIT USER ROLE Site : UK_NIBSC: ... Carl Dolman Study Director

2021-04-23 N3N EDIT USER ROLE Sive : UK_NIBSC: ... Carl Dolman Study Director

2021-04-23 M:25:04 EDIT USER ROLE Site : UK_MIBSC: ... Carl Dolman Study Director
* 10:00 (10 AM)

I 2021-04-23 10:31:20 EDIT USER FILE Login Id : pearter.... Carl Delman Study Director

2021-04-23 10:28:... EDIT USER FILE Login Id : pearter:... Carl Dolman Study Director

DZ‘DD' 1-5of5
[]s -

FIGURE: Audit Trail Screen

2. Tofilter click H’* specify duration by selecting date in the From and To field, Module
Name and Form Name, User Name, User Role and then click Submit as shown in the
figure:

CANCEL SUBMIT

From

2021-04-23 2021-04-23

Module Name

Form Name

User Mame

Wser Role
Select Record...

View Type
Month

FIGURE: Filter audit Trail Records

Audits for the selected screen and duration appear. You can also filter audit records based on the
content in each field as shown in the figure:
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Audit Date Y  Audit Action E| Comments Y  User Name Y UserRole
¥ 11:00 (11 AM) Y Filter
2021-04-23 11:49:... ADD DEPUTY USER Carl Dolman Study Director
Contains v
2021-04-23 11:40:13 ADD USER ROLE Carl Dolman Study Director
2021-04-23 11:39:36 ADD USER ROLE = Carl Dolman Study Director
2021-04-23 11:25:05 ADD USER ROLE And 7 Carl Dolman Study Director
2021-04-23 1:24.... ADD USER ROLE Contains v Carl Dolman Study Director
2021-04-23 11:40:32 DELETE USER ROLE Carl Dolman Study Director
2021-04-23 11:39:52 DELETE USER ROLE Carl Dolman Study Director
2021-04-23 11:32:31 EDIT USER ROLE Clear Carl Dolman Study Director

FIGURE: Filter audit Records Based on Fields

3.5 Organisation

Organisation in Qualis LIMS consists of the following:
Site: Added and managed in the back end.

Division: Consists of sections.

Section: Consists of labs.

Lab: Consists of users

3.5.1 Division Master

Division master is used to create and manage divisions that are used to add sections and user
mapping screens.

3.5.1.1

To create a new division, follow these steps:

Adding a New Division

1. Onthe main menu, click, Organisation and then click Division. The Division
master screen appears as shown in the figure:
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Di\."iSIOﬁ g ‘E Sn_h'"ﬁdmin

Division Name T Description T  Default Status Ny Actions
MNIBSC to be used for generic tests Mo
Directors Suite Includes CRO function No
Operations Site facility management Mo
Virclogy Viral vaccines No
TD Technology, Development & Infrastructure No

FIGURE: Division Master Screen

In the Division master screen you can see the list of divisions added. Options to edit, and delete
divisions appear in each record.

2. CIicko. The Add Division screen appears as shown in the figure:

Add Division [ save

Division Mame *

NIBSC

Description

to be used for generic tests

FIGURE: Add Division Screen
3. Inthe Division Name field, type the name for the division.
4. Inthe Description field, type the description.

5. Click to turn on the Default Status option to make status of the division active.
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6. Click Save.

You can see the division you just added listed in the Division master.

3.56.1.2 Editing and Deleting Division

Options to edit and delete divisions appear in each record in the division master.

1. Toedit adivision details, in the Division master screen, select the division, and then
click © . In the Edit Division screen, do required changes and then click Save.

2. Todelete a division, in the Division master screen, select the division you want to
delete, and then click

3.5.2 Section Master

Section master is used to create and manage sections that are used in the organisation setup. Labs
are grouped under sections.

3.5.2.1 Adding a New Section

To create a new section, follow these steps:

1. Onthe main menu, click, Organisation and then click Section. The Section master
screen appears as shown in the figure:

S Section g ‘= QuaLis Admin
Section Name ¥  Description T Actions

Live Viral Vaccines

Diphtheria and Tetanus

BCG

Pertussis

Physicochemical

Meningococcal

Enterics

FIGURE: Section Master Screen
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In the Section master screen you can see the list of sections added. Options to add, edit, and
delete appear in the action menu.

2. CIicko. The Add Section screen appears as shown in the figure:

Add Section B save

Section Name ™

FIGURE: Add Section Screen

3. Inthe Section Name field, type the name for the section.
4. Inthe Description field, type the description.

5. Click Save.

You can see the section you just added listed in the Section master.

3.56.2.2 Editing and Deleting Section

Options to edit and delete sections appear in each record in the Section master.

1. To edit section details, in the Section master screen, select the section, and then click
. In the Edit Section dialog, do required changes and then click Save.

2. Todelete a section, in the Section master screen, select the section you want to delete,
and then click

3.5.3 Lab Master

Lab master is used to create and manage labs that are used in the organisation setup. Users are
mapped to labs.
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3.5.3.1 Adding a New Lab

To create a new lab, follow these steps:

1. On the main menu, cIick, Organisation and then click Lab. The Lab master
screen appears as shown in the figure:

2 e
Lab Ae
Lab Name T [Description T  Default Status T Actions

FIGURE: Lab Master Screen

In the Lab master screen you can see the list of labs added. Options to edit and delete appear in
each record.

2. Clicko. The Add Lab screen appears as shown in the figure:

Add Lab [ save

Lab Mame *

Immunoglobuling
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FIGURE: Add Lab Screen
3. Inthe Lab Name field, type the name for the Lab.
4. Inthe Description field, type the description.
5. Click to turn on the Default Status option to make status of the lab active.
6. Click Save.

You can see the lab you just added listed in the Lab master.

3.5.3.2 Editing and Deleting Lab

Options to edit and delete labs appear in each record in the lab master.

1. Toedit a lab details, in the Lab master screen, select the lab, and then click = . In the
Edit Lab screen, do required changes and then click Save.

2. Todelete a lab, in the Lab master screen, select the lab you want to delete, and then
click

3.5.4 Organisation Master

Organisation master is used to setup organisation hierarchy in Qualis LIMS. You can do the
following in the organisation master screen:

= Add divisions to site

= Add sections to divisions
= Add labs to sections

= Map users to labs

3.5.4.1 View Organisation Hierarchy

1. On the main menu, click, Organisation and then click Organisation. The
Organisation master screen appears as shown in the figure:
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i i [ Qualls Admin
L Organisation ae¢
Site *
Default ° il + User
Default
User Name T Sign Authority Actions

= Site:Default
Mo records available
= Division:Bacteriology

= Section:Diphtheria and Tetanus

Lab:Coagulation Factor DX

Lab:Coagulation Factor VIl
Organization
hierarchy

Lab:Anthrax
Lab:mmunoglobulins
Lab:NMR

Division:Biotherapeutics

DillonOparatione

FIGURE: Organisation Master

Organisation master is used to setup organisation hierarchy in Qualis LIMS.

3.5.4.2 Add Division to Site

To add divisions to site, follow these steps:

2. Inthe Organisation master screen, select a site and then clicko as shown in the
figure:
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L Organisation

Site *
Default ° iﬂ

Default

Select site and
click here to add a
division

User Name T Sign Authority

= Site:Default

= Division:Bacteriology

Mo records available

= Section:Diphtheda and Tetanus
Lab:Coagulation Factor DX
Lab:Coagulation Factor VIl
Lab:Anthrax
Lab:mmunoglobulins
Lab:NMR
Lab:Albumins

Division:Biotherapeutics

DillonOparatione

Q ‘= QuaLis Admin

+ User

Actions

FIGURE: Adding Division to Site

3. The Add Division dialog appears as shown in the figure:

Add Division

MIBSC

FIGURE: Add Division Dialog
4. Inthe Division field, click and select division from the list to add.
5. Click Save. The division will be added to the selected site.

3.5.4.3 Add Section to Division

To add section to divisions, follow these steps:
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6. Inthe Organisation master screen, select a division you want to add section and then

clicko as shown in the figure:

L. Organisation

Site *
Default

= Site:Default

== Division:Bacteriology

= Saction:Diphtheria and Tetanus

Select division
and click here to
add a section

Lab:Coagulation Factor IX
Lab:Coagulation Factor VI
Lab:Anthrax
Lab:immunoglobulins
Lab:NMR
Lab:Albumins

— Division:Biotherapeutics

Section:BLG

Saction:Enterics

Default [ Bacteriology

User Name

ﬂ t" QuuL!S. Admin

+ User

T  Sign Authority Actions

Ma records available

FIGURE: Adding Section to Division

7. The Add Section dialog appears as shown in the figure:
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Add Section @ save

Divisipn Mame

BCG, Enterics

FIGURE: Add Section Dialog

8. Inthe Section field, click and select sections from the list to add. You can click Select
All to select all the sections to add to the division.

9. Click Save. The section(s) will be added to the selected division.

3.5.4.4 Add Labs to Sections

To add labs to section, follow these steps:

In the Organisation master screen, select a section you want to add labs and then clicko as
shown in the figure:
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. Organisation AQ P—

Site *

Default

+ User
- Site:Default Default / Bacteriology / BCG
= Division:Bacteriology - ~
User Name T Sign Authority Actions
= Section:Diphtheria and Tetanus Mo records available
Lab:Coagulation Factor IX

Lab:Coagulation Factor VIII
Lab:Anthrax
Lab:immunoglobulins

Lab:NMR .
Select a section
and click here to
add labs

Lab:Albumins

Section:BCG

Section:Enterics

= Division:Biotherapeutics

FIGURE: Adding Labs to Section

10. The Add Lab dialog appears as shown in the figure:
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Add Lab B save

Section

Cholera

FIGURE: Add Lab Dialog

11. In the Lab field, click and select labs from the list to add. You can click Select All to
select all the labs to add to the section.

12. Click Save. The labs(s) will be added to the section.

3.5.45 Add User

To add users to lab, follow these steps:

In the Organisation master screen, select a lab you want to add users and then click 4+ User as
shown in the figure:
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L Organisation

Site *

Default °

= Site:Default
— Division:Bactericlogy
= Section:Diphtheria and Tetanus

Lab:Coagulation Factor IX
Lab:Coagulation Factor VI
Lab:Anthrax
Lab:dmmunoglobulins
Lab:NMR

Lab:Albumins

= Section:BCG

Lab:Cholera

Section:Enterics

Select a lab to add

Q e QuaLl!a.dmin

2| Click here to
add users to the
selected lab

User

Default [ Bacteriology [ BCG [ Cholera

User Name T Sign Authority Actions

Mo records available

1]

FIGURE: Adding Users to Lab

13. The Add Users dialog appears as shown in the figure:
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Add Users

CRO C, Eilis Moran, Gregg Perry

FIGURE: Add Users Dialog

14. In the Users field, click and select users from the list to add. You can click Select All
to select all the users to add to the lab.

15. Click Save. The selected users will be added to the lab and appears as shown in the
figure:
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Lab:Albumins

= Section:BCG

Lab:Cholera

Section:Enterics

= - (Y Qualls Admin
L Organisation a¢ i
Default o ﬂ + User
— Site:Default Default / Bacteriology / BCG [ Cholera
— Division:Bacteriology
N User Mame T Sign Authority Actions
— Section:Diphtheria and Tetanus
+ Gregg Perry MNA
Lab:Coagulation Factor IX
+ Eilis Moran MNA
Lab:Coagulation Factor VIIl
LaboAnthrax + CRO € MNA
Labelmmunoglobuling
Lab:NMR

Click here to
delete users
from the lab

FIGURE: Users Added to the Lab

You can click " to delete users from the lab as shown in the above figure.

3.5.4.6 View Graphical Representation of Organisation

1. To view graphical representation of the organisation set up, in the Organisation

master screen, click il

the figure:

. The graphical view of the organisation appears as shown in
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FIGURE: Graphical View of Organisation Setup
2. Click Reset to refresh the graph.

3. Click Cancel to close the graph screen.

3.6 Contacts

3.6.1  Supplier Category Master

Supplier Category master is used to add and manage supplier categories. Supplier category is
used in supplier master to group suppliers.

3.6.1.1 Adding a New Supplier Category

To create a new supplier category, follow these steps:

1. Onthe main menu, click, Contacts and then click Supplier Category. The Supplier
Category master screen appears as shown in the figure:
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Supplier Category Click here to add o Qo
new supplier
category °

Supplier Category T Deseription T Actions

Reagents
Click here to edit
Supplier Category-0001 supplier category

records

supplier
category
records

FIGURE: Supplier Category Master Screen

In the Supplier Category master screen you can see the list of supplier categories created.
Options to edit and delete supplier categories appear in each record.

2. Clicko. The Add Supplier Category screen appears as shown in the figure:

Add Supplier Category @ save

Supplier Category *

Vaccine Supplier

FIGURE: Add Supplier Category Dialog
3. Inthe Supplier Category Name field, type the category name.
4. Inthe Description field, type the description.
5. Click Save.

You can see the supplier category you just created listed in the Supplier Category master.

3.6.1.2 Editing and Deleting Supplier Category

Options to edit and delete supplier category appear in each record in the supplier category
master.
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1. Toedit supplier category details, in the supplier category master screen, click - to
edit the supplier category record. In the Edit Supplier Category screen, do required
changes and then click Save.

2. Todelete a supplier category, in the supplier category master screen, click ' to delete
the supplier category record.

3.6.2 Supplier Master

Supplier master is used to add and manage supplier details.

3.6.2.1 Adding a New Supplier

Once the supplier is created it will be in draft state, you need to approve the supplier. If the
supplier is no longer required then you can blacklist the supplier. In case, you need the supplier
back in future then you can again approve the blacklisted supplier.

To create a new supplier, follow these steps:

1. On the main menu, click, Contacts and then click Supplier. The Supplier master
screen appears as shown in the figure:

Click here to
approve
supplier

Supplier ae —

Click here to
edit or delete
selected
supplier

Lab Chemicals

L LsbChemics Click here to

add a new
supplier

Click here to

blacklist the
selected
supplier

Supplier Category

+ Supplier Category

Supplier Category Name ¥ Actlons

FIGURE: Supplier Master Screen

In the Supplier master screen, you can see the list of suppliers added. Options to edit, delete and
blacklist supplier appears in each supplier screen.
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2. Clicko. The Add Supplier screen appears as shown in the figure:

Add Supplier m

FIGURE: Add Supplier Screen

w

In the Supplier Name field, type the supplier name.

4. Fill in Address1, Address2, Address3, Phone No, Mobile No, Fax No, and Email fields.
5. Inthe Country field, select the country.

6. Click Save.

You can see the supplier you just added listed in the Supplier master.

3.6.2.2 Editing and Deleting Supplier

Options to edit and delete supplier appear in each supplier record in the supplier master.

127



-\ Qualis
ap

User Manual v 10.0.0.2

1. To edit supplier details, in the supplier master screen, select the supplier and then

click + to edit the supplier record. In the Edit Supplier screen, do required changes
and then click Save.

2. Todelete a supplier in the supplier master screen, click ' to delete the supplier
record.

3.6.2.3  Adding Supplier Category to Supplier

Once you add supplier, you can map supplier category(s) to the supplier. To do so, follow these
steps:

1. Inthe Supplier master screen, select the supplier, go to the Supplier Category tab and
then click =+ Supplier Category as shown in the figure:

Supplier A P——

vaccine Supplier

. vaccine Supplier

Agilent

Archbishop Makarios Hospital B96T6TTEL Reddyvaccine@yahoo,com )
- - ) Click here to
Supplier Categery .
— add supplier
category + Supplier Category

Supplier Category Mame T

Actions

Mo records available

FIGURE: Adding Supplier Category to Supplier

The Add Supplier Category dialog appears as shown in the figure:

Add SupplierCategory m

Chemical

FIGURE: Add Supplier Category Dialog
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2. Inthe Supplier Category Name field, select the supplier category(s) to map with the
selected supplier. You can select multiple supplier categories.

3. Click Save.

You can see the supplier categories added to the supplier as shown in the figure:

‘Supplier Category Material Categary
—

FIGURE: Supplier Categories Added to the Supplier
4. You can delete supplier categories. Option to delete appears in each record.

3.6.2.4 Adding Material Category to Supplier

Once you add supplier, you can map material category(s) to the supplier. To do so, follow these
steps:

1. Inthe Supplier master screen, select the supplier, go to the Material Category tab and
then click + Material Category as shown in the figure:
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Click here to
add material

categories to
the supplier

T

No records available

FIGURE: Adding Material Category to Supplier

The Add Material Category dialog appears as shown in the figure:

Add Material Category Cancal m

Material Category
Select Record...

Reagents

FIGURE: Add Material Category Dialog

2. Inthe Material Category Name field, select the material category(s) to map with the
selected supplier. You can select multiple material categories.

3. Click Save.

You can see the selected material categories added to the supplier.

4. You can delete material categories. Option to delete appears in each record.
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3.6.2.5  Approving Selected Supplier

Once you add a supplier and details, you can approve the supplier. Select a supplier from the list
and then click + to approve the supplier.

3.6.2.6 Blacklist Selected Supplier

Select a supplier from the list and then click - to blacklist the supplier.

3.6.3 Courier Master

Courier master is used to add and manage couriers to Qualis LIMS. You can store information of
a courier company.

3.6.3.1 Adding a New Courier
To create a new courier record, follow these steps:

1. Onthe main menu, click Masters, Contact and then click Courier. The Courier master
screen appears as shown in the figure:

Courier ( Click here to view more Click here to add ne¢ ° carl Bolman
info | expanded version of new courier
the record o
Courier Na ¥ Country ¥ PhoneNo = actions | Click here
to delete
Fast Courier001 Australia G629740677T records
+ Hellmann Worldwide Logistics MNA 01753688500 :
- PHSE UK United Kingdom 02037254000

Click here to edit
courierrecords

Maore Info

FIGURE: Courier Master Screen

In the Courier master screen you can see the list of couriers created. Options to add, edit and
delete couriers appear in the action menu.
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2. Clicko. The Add Courier screen appears as shown in the figure:

Add Courier ) save
Cournier Name ~ Country ™
Professional Spain
Contact Person Fhone No
Alan 374 ORT 453
Address 1
321
Address 2
Il main road
EMai
alan@hotmail.com

FIGURE: Add Courier Screen
3. Inthe Courier Name field, type the courier name.
4. Inthe Country field, select the country.

5. Fill in Contact Person, Phone No, Address1, Address2, Address3, Mobile No, Fax, and
Email fields.

6. Click Save.

You can see the courier you just created listed in the courier master.

3.6.3.2 Editing and Deleting Courier

Options to edit and delete courier appear in each record in the Courier master.

1. To edit courier details, in the Courier master screen, click + to edit the courier
record. In the Edit Courier screen, do required changes and then click Save.

2. Todelete a courier, in the Courier master screen, click I to delete the courier record.
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3.6.4 Client Master

Client master is used to add and manage clients to Qualis LIMS. You can store information of a

person or company.

3.6.4.1 Adding a New Client

To create a new client, follow these steps:

1. Onthe main menu, click, Contacts and then click Client. The Client master screen

appears as shown in the figure:

Client Name T Country Name T EMail T Satus T Actigns

Click here to
delete client
records

+ TFCL India Active
+ Agilent India Active D I
Click here to edit
w o client records 3 of 3

Client Click here to oe o —
add new clients

FIGURE: Client Master Screen

In the Client master screen you can see the list of clients created. Options to edit and delete
clients appear in each record.

2. Clicko. The Add Client screen appears as shown in the figure:

133



Q Qualis User Manual v 10.0.0.2

Add Client [ save

Client Mame *

ABC Pyt Ltd

Address1 "
456

Address 2

Park

Fhone No

456 98T 234

EMail
abc@abc.com

Country ®

Canada

| @)

FIGURE: Add Client Screen
3. Inthe Client Name field, type the client name.
4. Fill in Addressl, Address2, Address3, Phone No, Mobile No, Fax, and Email fields.
5. Inthe Country field, select the country.
6. Click to turn on the Is Active option to make the client active.

7. Click Save.
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You can see the client you just created listed in the client master.

3.6.4.2 Editing and Deleting Client

Options to edit and delete client appear in each record in the Client master.

1. To edit client details, in the Client master screen, click + to edit the client record. In
the Edit Client screen, do required changes and then click Save.

2. Todelete a client, in the Client master screen, click Il to delete the client record.

3.6.5 Manufacturer Master

Manufacturer master is used to add and manage manufacturer details.

3.6.5.1 Adding a New Manufacturer

To create a new manufacturer, follow these steps:

1. On the main menu, click, Contacts and then click Manufacturer. The
Manufacturer master screen appears as shown in the figure:

. Manufacturer Click here to add new a¢ o Lt
manufacturer

= ° . Click here to edit or
Crucell Spain S.A. delete the selected
c Crucell Spain 5.A. v . manufacturer

C5SL Behring GmbH
Axcell Biotechnologies Cllck here to add
manufacturer
Baxter Healthcare Corporation sites
A ~
B Baxter AG
Baxter Pharmaceutical Solutions LL« A Ctr. N-1, Km. AZ20900 28700 San Sebastian de Los

Reyes,

Bavarian Nordic AJ/S Madrid, Spain Active

Yes

FIGURE: Manufacturer Master Screen

In the Manufacturer master screen, you can see the list of manufacturers added. Options to edit
and delete appears in the each record.
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2. Clicko. The Add Manufacturer screen appears as shown in the figure:

Add Manufacturer

Manufacturer Name *

ALK-Abello Afs

EDQM Official Mame ©
Abbott Biclogicals

7.

FIGURE: Add Manufacturer Screen
In the Manufacturer Name field, type the manufacturer name.

In the EDQM Official Name field, select the EDQM official name of the
manufacturer.

In the Description field, type the description if any.

Click to check the Is Active check field if you want to make the manufacturer an
active manufacturer.

Click Save.

You can see the manufacturer you just added listed in the Manufacturer master.

3.6.5.2

1.

Editing and Deleting Manufacturer

To edit manufacturer details, in the Manufacturer master screen, select the
manufacturer and then click - . In the Edit Manufacturer screen, do required changes
and then click Save.

To delete a manufacturer, in the Manufacturer master screen, select the manufacturer
you want to delete and then click
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3.6.5.3 Adding Sites to the Manufacturer

Once you add a manufacturer, you can add site details of the manufacturer along with the contact
details in each site. To do so, follow these steps:

1. Inthe Manufacturer master screen, select the manufacturer you want to add site(s)
and then click + Site Details as shown in the figure:

Manufacturer ae
[ +] Wyeth Pharmaceuticals

Click here to add
site details to the
manufacturer

Wyeth Pharmaceuticals

Comtail Name T Email T Detsult T Adtions

FIGURE: Adding Sites to the Manufacturer

The Add Site Details dialog appears as shown in the figure:
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Add Site Details

Site Name *

Yanoouver

Address 1 *

Mddress

Country Namsg ™

Canada b

A

A

FIGURE: Add Site Details Dialog
1. Inthe Site Name field, type the name of the site of the manufacturer.
2. Fill in Address 1, Address 2 and Address 3 fields.
3. Inthe Country field, select the country the site is located.
4. Click to turn on the Active option to make the site active.

5. Click to turn on the Default option to make the site default site of the manufacturer in
Qualis LIMS.

6. Click Save.

You can see the site you just added listed under Site Details as shown in the figure:
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Manufacturer faly U =
[+ Wyeth Pharmaceuticals
Wyeth Pharma I
New site
zer Manutacturing Austria GmbH Pizer added to the
manufacturer
& it
! s ! e Wyeth Pharmaceuticals ~
B h Manufacturing Gmi
MCM Vaccine BV
| Pa ope 1
* Dt il
%K Plasma
Cantact Name Y Eman Click here to add
contact details to
g Bawalta Belgium Manufacturing S.A +  Albert Albertégmail.com the selected site

FIGURE: Adding Contact Details to the Selected Site

Same way, you can add more sites to the manufacturer. For each sited added you can add contact
details. To do so, follow these steps:

1. Inthe Manufacturer master screen, select the manufacturer, select the site to add
contact details and then click # Centact Details as shown in the figure:

. Manufacturer Q ¢ o QusLis Admin
[ Select the site to j
° add contact details + site Details
Sydney “
s ALK-Abello
I Vancouver A I

Crucell Spain S.A.

e I Vancouver 305 ave 34
C5L Behring GmbH .
Click here to add
Canada Active contact details to
the selected site
Baxter Healthcare Corporation
B
Ne
B Baxter AG

Contact Name T Phone T Mobile T Actions

axt *harmac ical So 0 L i
Baxter Pharmaceutical Solutions LLC Mo records available

FIGURE: Adding Contact Details to the Site

The Add Contact Details dialog appears as shown in the figure:
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Add Contact Details [ save

Email I
jehnabi@ abello.com
Comments

Chief Managed

FIGURE: Add Contact Details Dialog
1. Inthe Contact Name field, type the contact name for the selected site.
2. Inthe Country field, select the country.
3. Fill in Phone, Mobile, Fax, and Email ID fields.
4. Click to turn on the Default option to make the contact default contact of the site.

5. Click Save.

You can see the contact you just added listed under Contact Details as shown in the figure:
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b Qualis Admin
. Manufacturer L2¢ 0O
° Abbott Biologicals
+ Site Details
. ALK-Abello
A
Vancouver b
Crucell Spain S.A
Vancouver 305 ave 34
C5L Behring GmbH
Canada Active
B Baxter Healthcare Corporation
Yes
+ Contact Details
8 Baxter AG
Contact Name T Phone T Mobile T Actions
Baxter Pharmaceutical Solutions LLC + John Ab 324 987 434

FIGURE: Added Contact Details

Same way, you can add multiple contacts to a site.

3.6.6 Country Master

Country master is used to add and manage countries. Country details are used in client, supplier
and manufacturer masters.

3.6.6.1 Adding a New Country

To create a new country, follow these steps:

1. Onthe main menu, click, click Contacts and then click Country. The Country
master screen appears as shown in the figure:
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Country

Country Name T  Coumtry Short Mame T  Two Char Country

of Kores KR

T Theee Chas Country

Y  Pool Country Status

fal ‘!’ Sribem Adein

T  Batch Country Status T Actions

Yes

FIGURE: Country Master Screen

In the country master screen, you can see the list of countries added. Options to edit and delete

countries appear in each record.

2. Clicko. The Add Country screen appears as shown in the figure:

Add Country

CH
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FIGURE: Add Country Screen
3. Inthe Country Name field, type the country name.
4. Inthe Country Short Name field, type short name of the country.
5. Inthe Two Char Country field, type two letter code of the country.
6. Inthe Three Char Country field, type three letter code of the country.
7. Click to turn on the Pool Country Status if required.
8. Click To turn on the Batch Country Status if required.
9. Click Save.

You can see the country you just added listed in the country master.

3.6.6.2 Editing and Deleting Country

Options to edit and delete country appear in each record in the country master.

1. To edit country details, in the country master screen, click - to edit the country
record. In the Edit Country screen, do required changes and then click Save.

2. Todelete a country, in the country master screen, click ' to delete the country record.

3.7 Product

3.7.1  Product Category Master

Product Category master is used to add and manage product categories. Product category is used
in product master to group products.

3.7.1.1  Adding a New Product Category

To create a new product category, follow these steps:

1. Onthe main menu, Click, Product and then click Product Category. The Product
Category master screen appears as shown in the figure:
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Product Categor oe e
gory Click here to add new o
product category
Product Category T  Description T Default Status T Actions

PcO5

PCO3

Click here to
delete product
category
records

PCO2

pcOl

PC Click here to edit
product category — =
records

FIGURE: Product Category Master Screen

In the Product Category master screen you can see the list of product categories created. Options
to edit and delete product categories appear in each record.

2. Clicko. The Add Product Category screen appears as shown in the figure:

Add Product Category

Product Category ©
PCOE

Description

Product Category for Albumins

FIGURE: Add Product Category Dialog
3. Inthe Product Category Name field, type the category name.
4. Inthe Description field, type the description.

5. Click Save.
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You can see the product category you just created listed in the Product Category master.

3.7.1.2 Editing and Deleting Product Category

Options to edit and delete product category appear in each record in the product category master.

1. Toedit product category details, in the product category master screen, click - to
edit the product category record. In the Edit Product Category screen, do required
changes and then click Save.

2. Todelete a product category, in the product category master screen, click ' to delete
the product category record.

3.7.2 Product Master

Product master is used to add and manage products to Qualis LIMS. When you add a product it
will be in the Draft state. You can edit, delete, complete or approve the product. Once approved,
you cannot edit or delete the product. The product is assigned to an user and the assigned user
can correct or approve the product.

3.7.2.1 Adding a New Product

To create a new product, follow these steps:

1. On the main menu, click, Product and then click Product. The Product master
screen appears as shown in the figure:
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Options to edit, delete,

Click here to add . correct and complete
Details of the selected
selected product
new product product appears here P '

Product Name01

Product Name01
pcl | Approved

ser Role

pto2 Study Director Carl Dolman
pel | Correction
charge Band
Paul Stickings
PNO1 o i
pc0l | Comraction EDQM Prochict Offickal Hame

Diphtheria, Tetanus and Pertussis
[Whele cell) Combined Vaccine
adsorbed

Product01

Allergens | Completed Manufact N .
pproval Histo - .
—_—- “\{ Click here to view
~T0 approval history of
Albumins | Completed the product

Abbott Biologicals

+ Product Manufacturer

on Click here to add
FC | Approved manufacturer

Weesp

FIGURE: Product Master Screen

In the Product master screen, you can see the list of products added. Options to edit, delete,
correct and complete product appears in the each record.

2. Clicko. The Add Product screen appears as shown in the figure:
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Add Product

Product Category *

Albumins

Product Mame *

Albwmin 5 HCPR
User Rode m
Study Director Bernard Fox

Graham Roberts

Charge Band "
NCPR2

EDQM Progduct Orffecial Mame

Human Albumin

FIGURE: Add Product Screen

3. Inthe Product Category field, select the product category. Categories added to the
Product Category master appears here.

4. Inthe Product Name field, type the product name you want to add.

5. Inthe User Role field, select a user role to assign the product. User roles that has
rights to the Product Flow option in the User Role Configuration screen appears here.

6. Inthe User Name field, select a user to assign the product. This user will have rights
to correct and approve the product.

7. Inthe Contact User field, select a user to assign as contact to the product

8. Inthe Charge Band field, select the charge band to assign to the product. Charge
bands added to the Charge Band master appears here.

9. Inthe Bill To field, type the contact /number for billing.

10. In the EDQM Product Official Name field, select the official name of the product.
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11. Click Save.

You can see the product you just added listed in the Product master.

3.7.2.2 Editing and Deleting Product

You can edit or delete a product in the Draft state. You cannot edit or delete a product in
Completed

1. To edit product details, in the Product master screen, select the product and then click
. In the Edit Product screen, do required changes and then click Save.

2. Todelete a product, in the Product master screen, select the product you want to
delete and then click

3.7.2.3 Change Product Record Status to COMPLETED

Records in the DRAFT state should be COMPLETED. Only records in the COMPLETED state
shall be approved. To complete a record, follow these steps:

1. Inthe Product master screen, select the product you want to complete and then click
as shown in the figure:

Click here to change the
. Product status of the record to =
COMPLETED
© Product03
P Product(
PNO
PCo2 Study Director Carl Dolman
Product02 Carl Dolman B 965
BCG vaccine
p Product Name01
Manufacturer
5 pt + Product Manufacturer
PNO

FIGURE: Changing the Status of the Product Record to COMPLETED

The Esignature dialog appears for authentication as shown in the figure:
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Esignature
Losgin Id
@)

FIGURE: Esignature Dialog
In the Login Id field, your user name will appear.
In the Password field type valid password.

In the Comments field, type your comments and then click Submit.

Now the product record goes to the COMPLETED state as shown in the figure:
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L Product

Product03

PNO3

Productd2

Product Name01

pt02

Product03

PCo2

Carl Dolman

BCG vaccine

Manufacturer

m ™ Carl Dolman
26 -

Study Director Carl Dolman

B SE6S

=+ Product Manufacturer

FIGURE: Product Record in the COMPLETED State

3.7.2.4  Approving Product Record

You can approve a product record that is in the COMPLETED state.

Note: Once you approve a product, you cannot edit product details. Instead, you can

correct product details.

To approve a product record, follow these steps:

1. Inthe Product master screen, select the product you want to approve, click o and

then click I as shown in the figure:
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L Product

Product02

Product Mame01

pt2

PNO1

Product0l

PNPN

Product02
P — Click here to
approve the
product
PCo2Z Study Director
Carl Dolman A
BCG vaccine

Manufacturer

1- 10 of 102

g ‘e o C.ar!b:ul!n.nrl

B Carrection
B Approve

Lariwouman

2344

+ Product Manufacturer

FIGURE: Approving Product Record

The product goes to the APPROVED state as shown in the figure:

. Product

ProductD2

Product Name(1

Product02

| APPROVED

g c ° l’:arlnulnn.an

o

PCo2 Study Director Carl Dolman
pro2 Carl Dolman A 2344
BCG vaccine
P
p NO1
Manufacturer
. Praductdl + Product Manufacturer
P PNPN
E: 4 o - 1-100f 102 .
FIGURE: Product in the APPROVED State
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3.7.2.5  Correcting Product Details
Once you approve a product, you cannot edit product details. Instead, you can correct product

details. To do so, follow these steps:

1. Inthe Product master screen, select the product you want to correct details and then

click ' as shown in the figure:

Click here to
correct product
details

Product02

APPROVED o

PCo2 Study Director Carl Dolman
Carl Delman A 2344

BCG vaccine
Manufacturer

=+ Product Manufacturer

FIGURE: Correcting Product Details

The Esignature dialog appears for authentication as shown in the figure:
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Esignature
Losgin Id
@)

FIGURE: Esignature Dialog
2. Inthe Login Id field, your user name will appear.
3. Inthe Password field type valid password.
4. Inthe Comments field, type your comments for correction and then click Submit.

5. Now the product record goes to the CORRECTION state as shown in the figure:
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Product02 Click here to

correct product
o

PCo2 Study Director Carl Dolman
Carl Dolman A 2344
BCG vaccine

Manufacturer

=+ Product Manufacturer

FIGURE: Product Record in the CORRECTION State

In the CORRECTION state, you can edit product details.

6. Click + as shown in the above figure to edit product details. The Edit Product screen
appears as shown in the figure:
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Edit Product m

Produwct Category

PCo2

Prod et Marme *
ProductDz
Uiser Role * Liser Name

Study Director Carl Dolman

Contact User

Carl Dolman

Charge Eand *

A

Bill T

2344

EDCQM Product Official Mame *

BCG vaccine

FIGURE: Edit Product Dialog
7. Do required changes and then click Save.

8. Once you correct product details, you need to change the status of the record to
COMPLETED. And then you can approve the product.

3.7.2.6 Adding Manufacturer to the Product

Once you add a new product, you can add product manufacturer(s) to the product. To do so,
follow these steps:

1. Inthe Product master screen, select a product you want to add manufacturer and the
click = Product Manufacturer 35 shown in the figure:
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ptd2

A Carl Dolman
| Product oe ©:
Product03
p  Product03 MPLETEL
PND
PCo2 Study Director Carl Dolman
Product02 Carl Delman B 9865

BCG vaccine

Product Name01

Manufacturer

Click here to
add product
manufacturer

=+ Product Manufacturer

FIGURE: Adding Product Manufacturer to the Product

The Add Manufacturer dialog appears as shown in the figure:

A

Add Product Manufacturer [E save

Manufacturer Name

Allergan Inc

Manufactures Site Name *

e-Protocol =

Aimafix W

2.

FIGURE: Add Product Manufacturer Dialog

In the Manufacturer Name field, select the manufacturer name. Manufacturer names
added in the Manufacturer master appears here.

156



Quals User Manual v 10.0.0.2

3. Inthe Manufacturer Site Name field, select the site name of the manufacturer for the
product.

4. Inthe e-Protocol field, select e-Protocol for the product.

5. Click Save.

You can see the product manufacturer you just added listed under Manufacturer as shown in the
figure:

+ Product Manufacturer

Click here to edit
or delete
manufacturer

Manufacturer site e-Protoood

A Aimafix

FIGURE: Added Manufacturer to the Selected Product

Same way, you can add more manufacturers to the product. For each manufacturer added you
can see edit and delete options. You can edit or delete manufacture(s) as required until the
product is approved.

3.7.2.7 Viewing Approval History of the Product

In the Product master, select a product and then click Approval History tab as shown in the
figure:
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Click this tab to view
approval history of
the product

Approval Status T User Name T UserRole Y Approval Date &.F Comments

Approved Carl Dolman Study Director 14/09/2021 13:...  approve

Completed Carl Dalman Admin 14/09/2021 00:... complete

FIGURE: Viewing Approval History of the Product

You can see the approval history of the product like approval status, user approved, user role
date and time of approval and comments as shown in the above figure.

3.7.2.8 Adding MA Holder to the Product Manufacturer

Once you add product manufacturer to the product, you can add product Marketing
Authorization (MA) Holders to the manufacturer. To do so, follow these steps:

1. Inthe Product master screen, select a product and select the manufacturer you want to
add MA Holder and then click * Product MAHolder aq shown in the figure:
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L. Product

Product03

PNO3

Product02

Product Name01

pto2

PNO1

BCG vaccine

Manufacturer

Allergan Inc

Product Certificate Name

L¢

Carl Dalman

+ Product Manufacturer

Click here to
add product
MA Holder

+ Product MA Holder

~

|

T Licence Num...Y Status h 4 Actions

Mo records available

FIGURE: Adding Product MA Holder

The Add Product MA Holder dialog appears as shown in the figure:

Add Product MA Holder

Produwct Certificate Hame *

PCOO]

Trade Name

T-anie

Certificate Type

CRO-04

Licence Number ©

8743-876

Daze Per Cantainer ™

200

Coditaines Type *

Ampoule

Licence Authosity™

BDA

MAH Hame *
Baxter AG w

Address L

Address 2

Country Mamae ®

FIGURE: Add Product MA Holder Dialog
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2. Inthe Product Certificate Name field, type the MA holder name. MA Holder names
added in the MA Holder master appears here.

3. Inthe Trade Name field, type the trade name.

4. Inthe Certificate Type field, select the certificate type for the product. Certificate
types added in the Certificate Type master appears here.

5. Inthe License Number field, type the licence number of the MA Holder.
6. Inthe Dose Per Container field, type number of doses per container.

7. Inthe Container Type field, select the container type. Types added in the Container
Type master appears here

8. Inthe Licence Authority field, select the licence authority.
9. Inthe MAH Name field, select the MA Holder name.

10. Based on the selected MAH Name, Address 1, Address 2, Address 3 and Country
Name appears.

11. Click Save.

You can see the product MA holder you just added listed under Manufacturer as shown in the
figure:
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Click here
to copy the
MA holder
record

Click here to edit or
delete MA Holder *+ Product MA Holder

Product Certificate Name Y Licence Num..W Status

Click here to
complete the

+ PCOD1 8743-876 Draft
record

FIGURE: Added MA Holder for the Product

Same way, you can add more MA Holders to the product manufacturer. For each MA Holder
added you can see edit and delete options. You can edit or delete MA Holder(s) as required until
the product is approved.

Click * to expand to view more information of the record.
Click — to collapse more information view of the record.
Click " to copy the MA Holder record.

Click * to complete the MA Holder record.

3.7.3  Component Master
Component master is used to add and manage components that are used in Study Plan Template.

3.7.3.1  Adding a New component

To create/add a new component, follow these steps:
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1. On the main menu, cIick, Product and then click Component. The Component
master screen appears as shown in the figure:

. = €arl Dolman
Component Click here to add new ae Q-
component
Component Y Short Name ¥ Is Active T Actions
+ Infanrix-penta combination protocol Penta Active
+ Infanrix-hexa combination protocol Final comb Active

Click here
to delete
component
records

+ AZD1222 Formulation Buffer Soluti... FBS Active

T AZD1222 Working Virus Seed and ... WVS & BVH Active Click here to edit
component ] —
More Info records

Click here to
expand/collapse
more information
about the
component

FIGURE: Component Master Screen

In the Component master screen you can see the list of components added. Options to edit and
delete components appear in each record.

2. Clicka. The Add Component screen appears as shown in the figure:

162



Q Qualis User Manual v 10.0.0.2

Add Component [ save
Component *

AZD1222 Master Virus Seed and Bulk Virus Harvest

Short Hame "

MVS & BVH

@

Storage Condition ®

M/A

Final Product Usage *

F

Upstream Product Type

Select Record...

Bulk Type

MA

FIGURE: Add Component Dialog
3. Inthe Component field, type the component name.
4. Inthe Short Name field, type short name for the component.
5. Inthe Comments field, type your comments.
6. Click to turn on the Is Active option to make the component active.

7. Inthe Storage Condition field, select storage condition for the component if
applicable. Else, select N/A.

8. Inthe Final Product Usage field, select appropriate code.

9. Inthe Upstream Product Type field, select product type for the component.
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10. In the Bulk Type field, select bulk type for the component.
11. Click Save.

You can see the component you just created listed in the Component master.

3.7.3.2 Editing and Deleting Component

Options to edit and delete component appear in each record in the Component master.

1. To edit component details, in the Component master screen, click - to edit the
component record. In the Edit Component screen, do required changes and then click
Save.

2. Todelete a component, in the Component master screen, click ' to delete the
component record.

3.8 Test Management

3.8.1 Method Category Master

Method category master is used to create and manage method categories that are used to group
methods.

3.8.1.1  Adding a New Method Category

To create a new method category, follow these steps:

1. Onthe main menu, click, Test Management and then click Method Category. The
Method Category master screen appears as shown in the figure:
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. Method Category AW Ul o Ry
E:Iick here to add nmk-o
method category
Method Category T Description T Actions
Determination Tensile Propertie...
Clotting
Chromogenic
Chromatography
Cell Culture
Agglutination
0 v

FIGURE: Method Category Master Screen

In the Method Category master screen, you can see the list of categories created. Options to edit
and delete categories appear in each record.

2. CIicko. The Add Method Category dialog appears as shown in the figure:

Add Method Category ) save

Method Category

Appearance

FIGURE: Add Method Category Dialog
3. Inthe Method Category field, type the method category name you want to add.
4. Inthe Description field, type the description.

5. Click Save.
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You can see the method category you just created listed in the Method Category master.

3.8.1.2 Editing and Deleting Method Category

Options to edit and delete method category appear in each record in the method category master.

1. To edit method category details, in the method category master screen, click - to edit
the method category record. In the Edit Method Category screen, do required changes

and then click Save.

2. Todelete a method category, in the method category master screen, click ' to delete
the method category record.

3.8.2 Method Master

Method master is used to create and manage methods that are used in test master. Methods are
grouped under method category and are associated with tests.

3.8.2.1 Adding a New Method

To create a new method, follow these steps:

1. Onthe Explorer, click , Test Management and then click Method. The Method
master screen appears as shown in the figure:

3 MethOd Q ‘l' o Qualls Admin
Click here to add
new method —
+

Method Category T Method Name T  Description T Default Status T Actions
Chromogenic APTT MNo
Determination Tensile Determination Tensile 1221 Yes
Chromogenic Automated No
Cell Culture Antibody Neutralisation No
Agglutination 2-D Gel Electrophoresis No

Agglutination 1-Stage Clotting Assay

FIGURE: Method Master Screen

166



Q Qualis User Manual v 10.0.0.2

In the Method master screen you can see the list of methods added. Options to edit and delete
methods appear in each record.

2. CIicko. The Add Method dialog appears as shown in the figure:

Add Method

Method Catgeory

Chromogenic

Method Name ™

APTT

FIGURE: Add Method Dialog
3. Inthe Method Category field, select category to group the method you want to create.
4. Inthe Method Name field, type the method name you want to create.
5. Inthe Descriptions field, type descriptions if any.
6. Click to turn on the Default Status option to make the method active.
7. Click Save.

You can see the method you just added listed in the Method master.

3.8.2.2 Editing and Deleting Method

Options to edit and delete methods appear in each record in the method master.

1. To edit method details, in the method master screen, click + to edit the method
record. In the Edit Method screen, do required changes and then click Save.

2. Todelete a method, in the method master screen, click | to delete the method record.
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3.8.3 Test Category Master

Test category master is used to create and manage test categories that are used to group tests.

3.8.3.1 Adding a New Test Category

To create a new test category, follow these steps:

1. Onthe main menu, click, Test Management and then click Test Category. The
Test Category master screen appears as shown in the figure:

L Test Category Click here to Al Ul o sty
add new test
category +

Test Category Y Description T Default Status T Actions
Viability Mo
Purity No
Determination Tensile Yes
Sterility MNo

Tissue Culture Infectivity No

Safety MNo

Potency MNo

FIGURE: Test Category Master Screen

In the Test Category master screen you can see the list of categories created. Options to edit and
delete test categories appear in each record.

2. CIicko. The Add Test Category dialog appears as shown in the figure:
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Add Test Category

et Category ©

Detectior

FIGURE: Add Test Category Dialog
3. Inthe Test Category field, type the test category name.
4. Inthe Description field, type the description.
5. Click to turn on the Default Status option to make the test category active.
6. Click Save.

You can see the test category you just created listed in the Test Category master.

3.8.3.2 Editing and Deleting Test Category

Options to edit and delete test category appear in each record in the test category master.

1. To edit test category details, in the test category master screen, click -+ to edit the test
category record. In the Edit Test Category screen, do required changes and then click
Save.

2. Todelete a test category, in the test category master screen, click ' to delete the test
category record.

3.8.4 Test Master

Test master is used to create and manage tests. Tests are grouped under test categories.

Test master enables to do the following:
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o Create new test

o Edit or delete tests

o Create new test by copying a test

e Add lab, method, file and instrument to the test

e Add parameter, formula and specification to the test
3.8.4.1 Adding a New Test

To create a new test, follow these steps:

1. On the Explorer, click , Test Management and then click Test Master. The Test
master screen appears as shown in the figure:

Test Master ¢ e

Identity

Protocol Review

FIGURE: Test Master Screen

2. Inthe filter ‘H’JP select the Test Category and then click Submit. Tests that are added
to the selected test category will appear as shown in the figure:

170



Q Qualis User Manual v 10.0.0.2

i L3 Cart Db
Test Master ::;':I;Er:;si Click here to edit or ¢o )
delete selected test
Antigen Content and Specific Activity of Gardasil/Silgard Ty
Antigen Content and Specific Activity of Gardasil/Sikgar_.. | il A E
an Potency of Immunogiobulin:
. uS VRP Type 16 Human Pagilloma Virus (HPV] vaccine in vitre polency
Gardasil - HPV Types §+11+16+18
actor VIl Potency
Parameter
P Polency and Thermostability of Mumps P
HPV Type 16 Antigen Content -
t local m I i
HPV Type 16 [
Formula + Formula
Specification + spe

FIGURE: Test Master Showing Tests in the Selected Test Category

Options to edit, delete and copy test appear as shown in the above figure.

3. Click°. The Add Test dialog appears as shown in the figure:
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8.

9.

10.

11.

Add Test m

Appearance Antigen Content and Specific Activity

 Spesif £ Predefined

Albumins

005
1-DimEngsonsl NME

PlateReader

FIGURE: Add Test Dialog
In the Test Category field, select category to group the test you want to create.
In the Test Name field, type the test name you want to create.
In the Test Abbreviation field, type abbreviation for the test.
In the Test Description field, type description or comments for the test if any.
In the Cost field, type test price.
From the Lab field, select the lab name to map to the test.
In the Method field, select the method to be used while testing.

In the Instrument Category field, select the instrument category to be used for testing.
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12.

13.

14.

15.
16.
17.
18.
19.
20.
21.

22.

In the Parameter Name field, type a parameter to add to the test.
In the Parameter Abbreviation field, type an abbreviation for the parameter.

From the Parameter Type field, select parameter type. i.e. Numeric / Character
[/Predefined.

e For Numeric parameter type: Unit field becomes mandatory.

e For Character parameter type: Coded Result and Actual Result fields are
mandatory.

In the Rounding Digits field, mention the number of digits allowed for rounding.

From the Unit field, select the unit for measurement of the sample/test.
In the Coded Result field, type the code for result: Example: Pass / Fail.
In the Actual Result field, select the code from the list.

Fill in other fields as required.

Turn on the Accredited option to enable certification.

Turn on then Active option to make the test active.

Click Save.

You can see the Test you just added listed in the Test master in the selected test category.

3.8.4.2

Options to

1.

2.
3.8.43

1.

2.

Editing and Deleting Test

edit and delete test appear in each record in the test master.

To edit test details, in the test master screen, click + to edit the test record. In the Edit

Test screen, do required changes and then click Save.

To delete a test, in the test master screen, click [ to delete the test record.
Adding Parameters to the Test

In the Test Master screen, select the test you want to add parameter.

Go to the Parameter tab. The Parameter tab appears as shown in the figure:
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Click here to
add new
parameter

Farwmeter Abreiation Paramater Typa

HPV Type 18 Numeric

Founding Digits Linit

2 W.“S.I"Iﬁll

Formula

FIGURE: Parameter Tab

3. Click+ parameter. The Add Parameter dialog appears as shown in the figure:
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Add Parameter [ Save

Farameter Name ™

Identity Test

Parameter Abbreviation *

Identity Test

Paramster Type *

Predefined

Coded Result ™

Fai

Actusl Result *

bos -

FIO

00T

Pass

FIGURE: Add Parameter Dialog
4. Inthe Parameter Name field, type a parameter to add to the test.
5. Inthe Parameter Abbreviation field, type an abbreviation for the parameter.

6. From the Parameter Type field, select parameter type. i.e. Numeric / Character
/Predefined. Based on the selected parameter type, fill in the following mandatory
fields:

¢ Inthe Rounding Digits field, mention the number of digits allowed for
rounding (For numeric parameters).

e From the Unit field, select the unit for measurement of the sample/test.
¢ Inthe Coded Result field, type the code for result: Example: Pass / Fail.
e Inthe Actual Result field, select the code from the list.

7. Fillin other fields as required.

8. Click Save to save the parameter.
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9. Click Save and Continue to add another parameter to the test.

You can see the parameter you just added listed in the Parameter tab.

3.8.4.4 Add Formula

Once you add parameters to the test, you can add formula to the selected parameter. To do so,

follow these steps:

1. Inthe Parameter tab, select numeric parameter and then click 4 Formula. The Add
Formula screen appears as shown in the figure:

Add Formula

Appearence

Field Hame

Test

n vivo non lethal mouse
ocal muscular paralysis

assay (Botulinurm)

n vivo non lethal mouse
ocal muscular paralysis

assay (Botulinum)

n vivo non lethal mouse

ocal muscular paralysis

Anti-D Potency of Immuncglobuling

Parameter
n viva non lethal mouse

ocal muscular paralysis

assay (Botulinum)

In Vivo Paralysis

n Vivo Lower 955

Confidence Limits

FIGURE: Add Formula Screen

You can create and test formula using the fields, operators and functions available in the formula

screen.

2. Inthe Formula Name field, type name for the formula you create.

3. Inthe Test Category field, select the test category you want to create formula.

4. Inthe Test Name field, select the test you want to create formula.

5. Use the Field Name, Operators, Functions and Input fields to create a formula.
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6. You can click:: that appears near the fields, operators and functions to drag Field
Name, Operators and Functions and drop in the Formula filed.

7. Inthe Input field, type a numeric value and then press ENTER to add to the formula.
8. The Syntax field gives you suggestions when you type a formula.

9. Click Clear to clear formula if required. When you click Clear, the entire formula is
cleared and you need to build the formula from the scratch.

10. Click Validate Formula to validate the formula. The Add Validate Formula dialog
appears as shown in the figure:

Add Validate Formula [ Caleulate

FIGURE: Validate Formula

11. Fields in the formula appears. Type value for the fields and then click Calculate.

You can see the validated result as shown in the figure:
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WValidate Formula
242"2+7°2°1.1"44.44

Wal dated Resull
397.072

FIGURE: Result Calculated

3.8.4.5 Add Specifications to the Parameter

Once you add formula to the test, you can add specifications to the parameter. To do so, follow
these steps:

1. Click+ specification, The Add Specification dialog appears as shown in the figure:
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Add Specification

Outer Band

Min Max

FIGURE: Add Specification Dialog
You need to set minimum and maximum values for the outer band here.
2. Inthe Min field, type minimum value for the outer band.
3. Inthe Max field, type maximum value for the outer band.
4. Inthe Default Result field, type default value for the test.
5. Click Save.
You can add only one specification for the test.

3.8.4.6 Map Labs to Test

1. Inthe Test Master screen, select the test you want to add lab/s.

2. Goto the Lab tab. The Lab tab appears as shown in the figure:
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Click here to
add labs to
the test

Coagulation Factor VIII

Virus Inactivated Plasma

FIGURE: Test master — Lab Tab

3. Click+ Lab. The Add Lab screen appears as shown in the figure:

A’d d Lab Cancel

Lab *
ISelen:t Record... ™

Botulinum

Coagulation Factor X
Coronavirus (Adenovirus vector)
Plasma Pools

Pyrogens

Rotavirus - Pentavalent

FIGURE: Test master — Add Lab Dialog
4. Inthe Lab field, click to select the lab/s to map to the selected test.

5. Click Save. You can see the lab you just added to the test listed in the Lab tab as
shown in the figure:
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Lab
=+ Lab
Lab T  Set as default T Actions
Cholera
Albumins ()
FIGURE: Labs Added to the Selected Test
Each lab added appears in a row with Set as default and Actions fields.
6. You can turn on Set as default option to make the lab default lab.
7. Click ! to delete the lab.
3.8.4.7 Add Methods to Test
1. Inthe Test Master screen, select the test you want to add method/s.
2. Go to the Method tab.
3. Click+ Method. The Add Method screen appears as shown in the figure:
Add Method @ save
Method *
2-D Gel Electrophoresis = APTT x X W

1-Stage Clotting Assay
Antibody Neutralisation
Automated

Determination Tensile Properties Method

FIGURE: Test master — Add Method Screen
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4. You can see the list of methods available here. Click to select the method/s to map to
the selected test.

5. Click Save. You can see the method you just added to the test listed in the Method tab
as shown in the figure:

Method

+ Method

Method T  Set as default T BActions

APTI

2-D Gel Electrophoresis ()

FIGURE: Test master — List of Add Methods Added to the Test

Each method added appears in a row with Set as default and Actions fields.
6. You can turn on Set as default option to make the method default method.
7. Click ! to delete the method.

3.8.4.8 Attach Files to Test
1. Inthe Test Master screen, select the test you want to attach file/s.

2. Goto the File tab. The File tab appears.

3. Click+File. The Add Test File screen appears as shown in the figure:
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Add Test Fle S

FIGURE: Test master — Add Test File Screen
4. Click FTP to upload file from the local drive.

e Inthe Test File field, drag and drop the file or click Click here and locate the
file from the local drive.

5. Click Link to upload a link. The screen appears as shown in the figure:

Lifik Maafme ™

https://mail.google.com/

FIGURE: Test master — Add Test File — Link Option

e Inthe File Name field, type the file name.
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e Inthe Link Name field, paste the link.
6. Inthe Description field, type description for the test file if any.
7. Click to turn on the Default Status option to make the test file category active.

8. Click Save. You can see the file you just added to the test listed in the File tab

3.8.4.9 Attach Instruments to Test

1. Inthe Test Master screen, select the test you want to map instrument categories.

2. Go to the Instrument Categories tab. The Instrument Category tab appears as shown
in the figure:

Instrument Category

FIGURE: Test Master — Instrument Category Tab

3. Click* Instrument Category, The Add Instrument Category dialog appears as shown

in the figure:
Add Instrument Category Cancel
Instrument Categary ™
HPLC %  PlateReader % | X v
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FIGURE: Add Instrument Category Dialog

4. Inthe Instrument Category field, click to select the instrument categories to map to
the selected test.

5. Click Save. You can see the instrument categories you just added to the test listed in

the Instrument Categories tab.

Each instrument category added appears in a row with Set as default and Actions fields.

6. You can turn on Set as default option to make the instrument category default
instrument category.

7. Click ' to delete the instrument category.

3.9 Instrument Management

3.9.1 Instrument Category

Instrument category master is used to create and manage instrument categories that are used to
group instruments.

3.9.1.1  Creating a New Instrument Category

To create a new instrument category, follow these steps:

1. On the main menu, click, Instrument Management and then click Instrument
Category. The Instrument Category master screen appears as shown in the figure:
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L Instrument Category Click here toadd )& € @ o

new instrument

category
Instrument Category T Category Based Flow T Default Status T Actions
+* MNSA Yes No
+ PlateReader Yas Na
+ CombiStats Yes No
+ HPLC Yes No
+ Manual Yes Ne

Click here to edit or
delete instrument
categories

FIGURE: Instrument Category Master Screen

In the Instrument Category master screen you can see the list of instrument categories created.
Options to edit and delete instrument category appears in each record.

2. CIicko. The Add Instrument Category dialog appears as shown in the figure:
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Add Instrument Category m

Interfacer

Interfacer Inst Category

ELISA

nterface type ©

LogiLab

@
@

8.

9.

You can

FIGURE: Add Instrument Category Dialog

In the Instrument Category field, type the instrument category name you want to
create.

In the Description field, type the description.
In the Technique field, select the technique name to map instrument.

In the Interface Type field, select Logilab / Interfacer. Here you group the instrument
if it is Interfacer instrument or LogiLab instrument.

Click to check Category Based Flow field if applicable.
Click to turn on the Default Status option to make the instrument category active.

Click Save.

see the instrument category you just created listed in the Instrument Category master.
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3.9.1.2 Editing and Deleting Instrument Category

Options to edit and delete instrument category appear in each record in the instrument category
master.

1. To edit instrument category details, in the instrument category master screen, click
to edit the instrument category record. In the Edit Instrument Category screen, do
required changes and then click Save.

2. Todelete a instrument category, in the instrument category master screen, click '/ to
delete the instrument category record.

3.9.2 Instrument Master

Instrument master is used to add and manage instruments in Qualis LIMS. Instruments are
grouped under Instrument Categories.

3.9.2.1 Adding a New Instrument

To create a new instrument, follow these steps:

1. Onthe main menu, click, Instrument Management and then click Instrument. The
Instrument master screen appears as shown in the figure:

CANCEL SUBMIT

Instrument Category
Determination Tenslle Proper... W

FIGURE: Instrument Master Screen

2. Inthe fiIter‘H"{’, select the Instrument Category and then click Submit. Instruments
that are added to the selected instrument category will appear.
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Options to edit and delete instruments appear in each record.

3. CIicko. The Add Instrument dialog appears as shown in the figure:

Add Instrument m
CombiStats
Di#tear ticn Te .- vl e Bavarnan Nordic A/S
Lett - eilie 132
Lab Chemicals Archbishop Makarios Hospital
123 Albumins
04/05/2021 Europe/London
Bernard Fox
072021 Europe/London
Active
Europe/ London +
TeEn 131
1T/01/2022 Europe/London
2 Days
05012010 Europe/London
2 Days

FIGURE: Add Instrument Dialog

In the Instrument Category field, select the instrument category to which you create
the instrument.

In the Instrument ID field, type a unique identification number for the instrument.

In the Instrument Name field, type the name of the instrument.
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7. Inthe Supplier field, select the instrument supplier name.

8. Inthe Service By field, select the vendor who will service the instrument.
9. Inthe Serial No field, type the serial number of the instrument.

10. In the In Charge field, select the person in charge for the instrument.

11. In the Window + and Window- fields, mention the window period for the test.

Note: The window period for a test designed to detect a specific disease (particularly infectious
disease) is the time between first infection and when the test can reliably detect that infection.

12. Fill in other fields appropriately
13. In the Instrument Status field, select Active to make the instrument active.
14. Click to turn on the Default Status option to keep the instrument active by default.

15. Click Save.

You can see the instrument you just created listed in the Instrument master.

3.9.2.2 Editing and Deleting Instrument

Options to edit and delete instrument appear in each record in the Instrument master.
1. Toedit instrument details, in the Instrument master screen, click « to edit the
instrument record. In the Edit Instrument screen, do required changes and then click
Save.

2. Todelete an instrument, in the Instrument master screen, click ! to delete the
instrument record.

3.10 Material Management

3.10.1 Material Category Master

Material Category master is used to add and manage material categories. Material category is
used in various forms and master to group materials.
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3.10.1.1 Adding a New Material Category

To create a new material category, follow these steps:

1. Onthe main menu, click, Material and then click Material Category. The Material
Category master screen appears as shown in the figure:

Material Category AQ () Ssn

Material Type T Material Category T Description T Category Based Flow T  Default Status T Actions

standard Type 1PV Yes MNo

FIGURE: Material Category Master Screen

In the Material Category master screen you can see the list of categories created. Options to edit
and delete categories appear in each record.

2. Clicko. The Add Material Category screen appears as shown in the figure:
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Add Material Category ) save

Material Type *

Material Inventory Type

Material Category

Coatings

o

o

7.

8.

FIGURE: Add Material Category Screen
In the Material Type field, select the material type.
In the Material Category field, type the material category name you want to create.
In the Description field, type description if any.
Turn on the Category Based Flow option if required.
Click to turn on the Default Status option to make the material category active.

Click Save.

You can see the material category you just created listed in the Material Category master.

3.10.1.2 Editing and Deleting Material Category

Options to edit and delete material category appear in each record in the material category

master.

1.

To edit material category details, in the material category master screen, click = to
edit the material category record. In the Edit Material Category screen, do required
changes and then click Save.
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2. To delete a material category, in the material category master screen, click . to delete
the material category record.

3.11 Checklist

3.11.1 QB Category

QB (Question Bank) Category master is used to create and manage QB categories. QB
Categories are used to group questions. Using question bank you can create checklists.

3.11.1.1 Adding a New QB Category

To create a new QB Category, follow these steps:

1. Onthe main menu, click, Checklist and then click QB Category. The QB Category
master screen appears as shown in the figure:

. QB Category ae QuaLis Admin
Click here to add
new QB category p
+
QB Catagory Mame T  Dascription T Actions

00 Test
Click here
to edit /
delete QB
categories

Certificate Review

FIGURE: QB Category Master Screen

In the QB Category master screen you can see the list of QB categories created. Options to edit
and delete categories appear in each record.

2. CIicko. The Add QB Category dialog appears as shown in the figure:
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Add QB Category

QB Category Mame *

Sampling

Description

For|Sampling

FIGURE: Add QB Category Screen
3. Inthe QB Category Name field, type the QB category name.
4. Inthe Description field, type the description.
5. Click Save.

You can see the QB Category you just created listed in the QB Category master.

3.11.1.2 Editing and Deleting QB Category

Options to edit and delete QB category appear in each record in the QB category master.

1. Toedit QB category details, in the QB category master screen, click - to edit the QB
category record. In the Edit QB Category screen, do required changes and then click
Save.

2. Todelete a QB category, in the QB category master screen, click ' to delete the QB
category record.

3.11.2 QB Master

QB master is used to add and manage questions.
3.11.2.1 Adding a New Question to QB
To create a new question, follow these steps:

1. Onthe main menu, click Masters, Checklist and then click QB. The QB master screen
appears as shown in the figure:
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. QB 0 e O

Click here to add
new guestion =

QB Catagory Name T  Quastion T Componant T Mandatory T Quastion Data T Actions
00 Test Q6 RadioButt... Yes Yes, No, May be
00 Test Q4 CheckBox Yes Yes, No
00 Test Q3 TextArea Yes .
Click here to
- o - v edit/ delete
00 Test extinput es -
- 2 P questions
00 Test oQ Q1 ComboBox Nao Yes, No, Unsure
Certificate Review If 'yes' above is there a ... RadioButt... No YES, NO
Certificate Review Is there a Mon-Proprietr RadioButt... No YES, NO
10 -~ 1-90f9 -

FIGURE: QB Master Screen

In the QB master screen you can see the list of questions added. Options to edit and delete
questions appear in each record.

2. Clicko. The Add QB screen appears as shown in the figure:

QB Category Name °

Sampling

Question

What is the temperature for product A?

Compomnent

RadioButton

Question Data =
45 degree Celsius, 35 degree Celsius
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FIGURE: Add Question Screen
3. Inthe QB Category Name field, select the category.
4. Inthe Question field, type the question you want to add to the QB.
5. Check to select the Mandatory field to make the question mandatory in the QB.

6. Inthe Component field, select the type of question. i.e Combo field, radio button,
Text Area etc.

7. Inthe Question Data field, type the text/value for component selected. For example,
for component: Radio button, you can type Yes/No.

8. Click Save.
You can see the question you just added listed in the QB master.
3.11.2.2 Editing and Deleting Questions in QB

Options to edit and delete questions appear in each record in the QB master.

1. To edit question details, in the QB master screen, click + to edit the question record.
In the Edit QB screen, do required changes and then click Save.

2. Todelete a question, in the QB master screen, click '/ to delete the question record.

3.11.3 Checklist

Checklist master is used to create and manage checklists.

3.11.3.1 Creating a New Checklist

To create a new checklist, follow these steps:

1. On the main menu, click, Checklist and then click Checklist. The Checklist master
screen appears as shown in the figure:
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Click here to add
new checklist _
. Checklist Q ¢ o Qualis Admin

& Click here to
0Q Test edit checklist
Click here to
0Q Checklist delete checklist

+ version

HoD Certificate Review test checklist A

Study Director Certificate Review

Draft
+q8
Quastion T Actions

Mo records available

FIGURE: Checklist Master Screen

In the checklist master screen you can see the list of checklists created. Options to edit and delete
appear in each record as shown in the above figure.

Creating a checklist consists of the following steps:
e Add a draft version of the checklist.
e Add questions to the check list draft.

e Approve checklist draft.

2. Inthe Checklist master screen, clicko. The Add Checklist screen appears as shown
in the figure:
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0.2

Add Checklist [ save

Checklist Hame *

Test One

Description
Basic '.-.:-tl

FIGURE: Add Checklist Dialog
3. Inthe Checklist Name field, type a name for the checklist you create.
4. Inthe Description field, type the description.

5. Click Save.

You can see the checklist you just created listed in the Checklist master.

6. Select the checklist, click # Version as shown in the figure:

Test One

Test One

0Q Test

Basic test

Click here to
add a version
to the checklist

=+ version
00Q Checklist

HoD Certificate Review

Study Director Certificate Review

L. Checklist Q ‘5 o QuaLIs A

FIGURE: Adding Version to the Checklist

7. The Add Checklist Version dialog appears as shown in the figure:
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Add Checklist Version cancel m

Checklist Version Name *
Test One V1

FIGURE: Add Checklist Version Dialog
8. Inthe Checklist VVersion Name field, type the name for the version.

9. Click Save.

The check list version is created and appears as shown in the figure:

Click here
to approve
the version

Status
Drafe Click here to
view questions
in the version

Mo records available

Click here to add questions
to the checklist version

FIGURE: Checklist version in Draft State

Approve checklist draft: Select a checklist version in draft state and then click b

View Checklist Items: Once the checklist is approved, click “** to view list of questions in the
checklist.

You can add multiple drafts to a checklist.
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10. Select the draft checklist to add questions and click 4 ge as shown in the figure:

11. The Add Checklist Version QB dialog appears as shown in the figure:

Add Checklist Version QB [ save

QB Category Name *

Sampling

Question *

what is sampling? =

What is the temperature for product A?

FIGURE: Add Question to Checklist Screen
Here you can add questions to the checklist.
12. Select the QB Category Name. Questions from the selected category appear.

13. In the Question field, select the questions to add to the checklist. You can add
multiple questions.

14. Click Save. The questions added appears as shown in the figure:

200



Quals User Manual v 10.0.0.2

Question

+ What is the temperature for product A?

+ what is sampling?

FIGURE: Questions Added to the Checklist Version

Until the draft is approved, you can edit or delete questions from the checklist.

3.11.3.2 Editing and Deleting Checklist

Options to edit and delete checklist appear in each record in the Checklist master.

1. To edit checklist details, in the Checklist master screen, click © to edit the Checklist
record. In the Edit Checklist screen, do required changes and then click Save.

2. Todelete a checklist, in the Checklist master screen, click I/ to delete the checklist
record.

3.11.3.3 Approving Checklist Draft
1. Select a checklist version in draft state and then click !‘.
3.11.3.4 Viewing Checklist Items

1. Once the checklist is approved, click = . List of questions added to the checklist
appears as shown in the figure:
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Test One # Test One V1

what is =3m no?
WwWhnat Is sampling:

FIGURE: View Checklist ltems

3.12 Competence Management

3.12.1 Technique

Technique master is used to create and manage techniques. Technique is used to map instrument
categories in the Instrument Category master. To create a new technique, follow these steps:

1. Onthe main menu, click , Competence Management and then click Technique. The
Technique master screen appears as shown in the figure:

. Technique 2¢O
Click here to add
new technique .
+

Technique Y Dascription T Actions
Technique-01
Click here to edit/
delete technique

FIGURE: Technique Master Screen

QuaLls Admin

In the Technique master screen you can see the list of techniques created. Options to edit and
delete techniques appear in the action menu.
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2. Inthe Technique screen, clicko. The Add Technique screen appears as shown in the
figure:

Add Technique

Technigue *

QC Technigue

Description

QcC

FIGURE: Add Technique Dialog
3. Inthe Technique field, type the name of the technique you want to add.
4. Inthe Description field, type descriptions if any.
5. Click Save.

The new technique is added and listed in the Technique master screen.
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4 Transactions

411 Goods In

Goods In screen helps the user to capture details of goods that are coming in to the company
through courier or any other mode.

To receive goods in storage, follow these steps:

1. Onthe main menu, click Transaction, Sample Receiving and then click Goods In. The
Goods In screen appears as shown in the figure:

62.171.183.83:90 e = % @ »0& 9 :

& C WA A Notsecure

y Carl Bolman
& Adein

:12/04 2022 :12/05/2022
Sample Receiving Search °
R Carl Dolman (edelman) GOODS RECEIVED
Abigail Galea (agalea)
Carl Dolman (cdolman) Biotherapeutics Abbott Biologicals
Adrian Jenkins (ajenkins) Carl Dolman (cdolman) 12/05/2022 15:06:45 Europe/London
12 Mo 12/05/2022 15:07:00

World courier

Chain Custody

| 1 JRLER 1-30f3 4 Chain Custody

FIGURE: Goods In Screen
To add goods details, follow these steps:

2. Inthe Goods In screen, click ° . The Add Goods In screen appears as shown in the
figure:
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Add Goods In [ save

*

Manufacturer *

Allergan Inc 12/05/2022 16:38:10
Receipient Mame * Time Zone ™

Carl Dolman (cdolman) Europe/London
Division ™

200

Courier/Carrier ~
Comments

DHL receiving goodsi

Consignment No

6008

FIGURE: Add Goods In Screen
3. Inthe Manufacturer Name field, type the manufacturer of the goods.

4. Int he Recipient Name field, select the user who receives the goods. Based on the
selected recipient, the Division appears.

5. Inthe No. Of Packages field, type number of packages receiving.

6. Inthe Courier/Carrier field, select the courier or carrier name that delivers the goods
to the company.

7. Inthe Consignment No field, type the consignment number.

8. If the time of receiving the goods is out of office hours, then click to turn on the Out
of Hours option. If the Out of Hours option is turned on, then the Security Ref. No
field becomes mandatory. Type the security reference number.

9. Inthe Comments field, type your comments if any.

10. Click Save. The goods are added and appear in the Goods In screen with status
showing as GOODS IN as shown in the figure:
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. Goods In
:12/04/2022 112/05/2022
Search o
c Carl Dolman (cdolman)
c Carl Dolman (cdolman)
Carl Dolman (cdolman)
Abigail Galea (agalea)
200
Adrian Jenkins (ajenkins)
A DHL
receiving goods
Chain Custody
o~ 1-40of4d

Biotherapeutics

12/05/2022 16:38:10

No

6008

m Y Carl Dolman
— ‘v Admin

Allergan Inc

Europe/London

=+ Chain Custody

FIGURE: Goods Showing Status as Goods In

4.1.2 Receiving Goods

The recipient user should log in to their log in to receive goods. To receive goods, follow these

steps:

In the Goods In screen, select a record to receive goods and then click

as shown in the figure:
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. Goods In

Search

¢ Carl Dolman

Abigail Galea

K o~

:12/04/2022 :12/05/2022

202200093 | Goods Ir

Carl Dolman (cdolman)

202200092 | Goods Received

Adrian Jenkins (ajenkins)
202200090 | Goods In

202200093

Carl Dolman (cdolman)

200
DHL

receiving goods

Chain Custody

Biotherapeutics

12/05/2022 16:38:10

No

6008

&o¢ O

Click here to

receive goods

Allergan Inc

Europe/London

=+ Chain Custody

Carl Dolman
Admin

FIGURE: Receiving Goods

The status will turn to GOODS RECEIVED as shown in the figure:
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Search

:12/04/2022

. Goods In

:12/05/2022

Carl Dolman (cdolman)

A

K o~

Carl Dolman (cdolman)

Abigail Galea (agalea)

Adrian Jenkins (ajenkins)

202200093

| GOODS RECEIVED |

Carl Dolman (cdolman)

Carl Dolman (cdolman)

200

DHL

receiving goods

Chain Custody

Biotherapeutics

12/05/2022 16:38:10

No

6008

m h Carl Dolman
— ‘v Admin

Allergan Inc

Europe/London

12/05/2022 16:42:04

<+ Chain Custody

4.1.3

Chain Custody

FIGURE: Record in GOODS RECEIVED State

The Chain Custody option in the Goods In screen enables the user to split and receive goods in

storage.

To receive goods in storage, follow these steps:

1.

2. Click =chain custody as shown in the figure:

In the Goods In screen, open the record to split and receive goods in storage.
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. Goods In o¢ o Cartotman

:12/04/2022 112/05/2022

Carl Dolman (cdolman) 12/05/2022 16:38:10 Europe/London
Search o

200 No 12/05/2022 16:42:04
c Carl Dolman (cdolman)

DHL 6008
c Carl Dolman (cdolman) receiving goods

Chain Custody
Abigail Galea (agalea)

A Adrian Jenkins (ajenkins) Received Owner Y  Packages Receiv Actions

No records available

D B 0-00f0

FIGURE: Chain custody Option

The Add Chain Custody dialog appears as shown in the figure:
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Add Chain Custody

Goods In Details

202200093

Biotherapeutics

12/05/2022

Time Zone ™

Europe/London

Comments

receiving 50 packages{

[ save

Allergan Inc Carl Dolman (cdolman)

Carl Dolman {cdolman)

FIGURE: Chain Custody Dialog

3. Inthe Packages Received field, type number of packages receiving in custody.

4. Inthe Comments field, type your comments if any.

5. Click Save. Goods received in custody is saved and appears as shown in the figure:
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. Goods In

:12/04/2022 :12/05/2022

Carl Dolman (cdolman)

Search

C

c Carl Dolman (cdolman)
Abigail Galea (agalea)

A Adrian Jenkins (ajenkins)

200

DHL

receiving goods

Chain Custody

Carl Dolman
Admin

&o¢ O

No 12/05/2022 16:42:04

6008

<+ Chain Custody

Received Owner Y Packages Receiv Actions
+ Carl Dolman (edolman) 50
[1] 5 ~ 1-10f1

FIGURE: Goods in Chain Custody

Same way, you can add more goods to chain custody. You can edit or delete chain custody
record using edit and delete options that appear in each record as shown in the figure:

Chain Custody

Received Owner

+ Carl Dolman (cdolman)

+ Carl Dolman (cdolman)

a s -

Y  Packages Received

100

50

< Chain Custody

T Actions Click here to

delete records

Click here
to edit
records

1-20of2

FIGURE: Edit and Delete Options for Chain Custody Records
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4.1.4 Registration

Sample Registration screen is where you add and register sample details. Once you pre-register
samples, you can register, add tests and attach files to the samples and then accept the sample to
register it. If required, you can cancel the sample registration or quarantine the sample for some
reason.

Following is the list of color codes for the sample records in each status:

e Pre-register - Grey

e Registered - Blue

e Completed - Dark blue

e Partial - Red

e Quarantined - Orange

e Cancelled / Rejected - Red

To register a sample, follow these steps:

1. Onthe main menu, cllckﬂ, Registration and then click Sample Registration. The
Sample Registration screen appears as shown in the figure:

Carl Dolman

. Sample Registration oe 0O

© 0 Test

36914 (Reg No

< ©
F
2 Protocol Review - CT-LIMS[1][0] Pre-Register
202200602 More ¥
.......
Absence of specified organisms[1][0] Pre-Register
More Vv
202200601
Completed . o
Total combined yeast & mould count - Manufacturer{1][0] Pre-Register
More v
202200560
Total aerobic microbial count[1]{0] Pre-Register
More v
202200559
Disintegration Time - Manufacturer[1][0] Pre-Register
Completed More v

FIGURE: Sample Registration Screen
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Click$?$, in the Filter dialog, select From and To date, Sample Type: Product, Registration Type:

Batch / Non Batch / Plasma Pool, Registration Sub Type and Filter Status. And then click
SUBMIT as shown in the figure:

CAMNCEL SUBMIT

From To

18/04/2022 18/05/2022

Sample Type ™
Product

Registration Type ®

Plasma Pool

Registration Sub Type *

Plasma Pool

Filter Status ™

All

FIGURE: Using Filter in Registration Screen

List of samples registered for the selected criteria appears. You can register sample for the
selected Registration Type and Registration Sub Type.

2. Click 0 to register a sample. The screen appears as shown in the figure:
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Add Plasma Pool(Plasma Pool ) Cance @

—_— Study plan for .
202200093 the selected -
product
appears here — BioNTech
Vaccines - Viral
—-— - — ’

b _-_--—-— - BMNT162b2

Coronavirus Vaccine mRNA

Marufacturer Name"™

BioNTech Manufacturing GmbH

Marutacturer Site * Stwdy Plan *

BNT162b2
e-Protocal warsion i
BNT162b2 Click here to get
components from
M Halder Name the study plan
Component + Component
Compeonant Nama T Manuf Lot No T NoOf Container T Pool/Bulk Velume T  Plasma Mastar Fila # Actions
Final Lot Protocal Revi... 10046 1 1
Click here to add
OCABR Certificate 10046 1 1 Manufacturer Lot
No in Edit dialog
View list of tests Add tests to the
in the selected component if
component required -
1 5 « 1-20f2
Test Source o+ Source
Test Mame T Llab T Source T Metho Actions Source T Actions
Protocol signed and d...  Coronavirus m... NIBSC MAH A No records available
Protocol review - WE ... Coronavirus m... MIBSC MAH A Click here to add
source of the
sample

FIGURE: Registration Add Screen
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3.

In the RMS No field, select the RMS number for which the sample is registered.

Note: RMS number is generated in the Goods In screen.

4,

5.

10.

In the Product Category field, select the product category.

In the Product field, select the product to register. Based on the selected product, the
study plan created in the Study Plan screen for the selected product along with the
Study Plan name will appear on the right side as shown in the above figure.

In the Manufacturer Name field, select the product manufacturer. Based on the
selected manufacturer, the Manufacturer Site appears.

In the e-Protocol field, select e-Protocol for the sample.

Click to get components from the study plan. All components from the study plan
will appear under Components as shown in the above figure.

The All Test option will be turned on by default and all the tests in the component will
be available for registration. If required, you can turn off this option and remove tests
from the selected component.

Note: Manuf Lot No. field in the component record is mandatory. Hence, click to
edit the component. The Edit Component dialog appears as shown in the figure:
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Edit Component m

OCABR Certificate

02/05/2022 Europe/London

Select Record...
-T0*C

BT1222

11.
12.
13.
14.

15.

16.

17.

FIGURE: Edit Component Dialog

In the Manuf Lot No. field, type the lot number.

In the Storage Location field, select storage location for the selected product.

Click Save. Same way, you can add Manuf Lot No. to other components.

In the Storage Condition field, select storage condition for the selected product.

Under Tests, you can see list of tests in the selected component. If required, you can

delete tests from the list or add tests to the list. Click = Test to add more tests to the

component.

Click F Source and add source of sample.

you can see samples registered as shown in the figure:

Click Save. The sample is registered for each component in the registration screen,
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@ Sample

36916 (Reg No)
Coronavirus Vaccine mRNA | 10046 N Search Expand All
OCABR Certificate | Pre-Register

OCABR Certificate Review[1][0] Pre-Register

36915 (Reg No) AR Mo. : 36916 (Reg No)  Mare ™
Coronavirus Vaccine mRMA | 10046
Final Lot Protocol Review | Pre-Register

Protocol review - Workbench Form (Non-Accredited)[1][0] Pre-Register
AR No. : 36915 (Reg Mo)  Mare ™

Protocol signed and dated - Manufacturer[1][0] Pre-Register
AR No. : 36915 (Reg No) More v

Ld

Test Comments

T Test Name T  Parameter Name Y Final Result

FIGURE: Registered Sample

You can see the samples registered. In this example, there are two components, hence two
records are generated for the sample as shown in the above figure.

The samples appear in Pre-Register state. In this state, you can accept the sample to register the
sample. Or you can cancel / reject the sample.

4.1.4.1 Edit, Print Barcode and Add Source options

Mouse over a record. You can see options to edit the record details, print barcode and add source
options as shown in the figure:
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. Sample Registration

+19/04/2022 :19/05/2022 :Product

© > o Samf

) 36916 (Reg No)
Ly

Pre-Register

3691
36915 (Reg No) Edit, print barcode
and add source 1004
options
Puur
36912 (Reg No) .
Pre-Register .
02/0]
36911 (Reg No) NA

Pre-Register

FIGURE: Registered Sample Showing Edit, Print Barcode and Add Source Options

4.1.4.2 Viewing Tests added to sample

Select a record; you can see the tests added for the sample listed on the right side as shown in the
figure:
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@ y Expand All

@ Protocol review - Workbench Form (Non-Accredited)[1][0] Pre-Register
@ 36915 (Reg No) AR No. : 36915 (Reg No) More v
Coronavirus Vaccine mRNA | 10046

Final Lot Protocol Review | Pre-Register

Protocol signed and dated - Manufacturer[1][0] Pre-Reg
AR No. : 36915 (Reg No)  More v

s -
Results Test Comments
AR No Y Test Name Y Parameter Name Y

+ 36915 (Reg No) Protocol review - ... Protocol review - ...

FIGURE: Viewing Tests Added to the Sample

Click = toadd more test(s) to the selected sample registered.

Select a test and then click - to cancel / Reject test.

4.1.4.3 Viewing Sample Details

Click BeESlEN to view sample details. The sample details appear as shown in the figure:
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Sample

ARMNo Generic Product Name Product Categony
36915 (Reg No) Coronavirus Vaccine mRNA Vaccines - Viral

@ 36915 (Reg No) Manuf Lot No RS Ho Manufactuner Hame
Coronavirus Vaccine mRNA | 10045 10046 202200093 BioNTech Manufacturing GmbH
Final Lot Protocol Review | Pre-Register
Manufactuner Site Nama M Holder Name Companent
Puurs, Belgium NA Final Lot Protocol Review
Manuf Date & Time No. aof Donation(s) Poal/Bulk Volume
02/05/2022 00:00:00 1 1.000
Plasma Mastar File Wo Of Container Received Date & Time
HA 1 18/05/2022 17:09:43
Comments Decisian Status Study Plan Name
Draft BNT162b2
e-Protocol Storage Location
BNT162b2 NA
Storage Candition Fegistared Date & Time

-T0°C

Attachment

No Records Available

FIGURE: Viewing Sample Details

Click +Attachment {4 add attachments to the sample.

4.1.4.4 Register Sample

In the Pre-Register state, you can accept the sample.

1. Inthe Sample Registration screen, select a sample that is in the Pre Register state and
then click - to accept the sample as shown in the figure:
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Click here to
acceptiregister

the selected
sample

36916 (Reg No)

+19,/04/2 :Product

Lo

= 36915 (Reg No)
() ’

202200603

Registered

36911 (Reg No)

Rejected

©

(v ‘_In

>

. Sample Registration

t20/o4/2022 S 20/05/2022

:Product

e o

202200604

Reqgistered

36915 (Reg No)

Rejected

202200603

36911 (Reg No)

Rejected

FIGURE: Accepting Sample

2. Inthe Confirmation dialog, click Ok.

The accepted sample appears as Registered and the AR No is generated as shown in the above

figure.

4.1.45 Cancel/Reject

You can cancel/reject the sample before or after registration.

1. To cancel/reject the sample, in the Sample Registration screen, select the sample and

then click

as shown in the figure:
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Sample Registration

:19/04/2022 :19/05/2022 :Product :Plasma Po

Fluenz UK - Me

©

L1
T

36916 (Reg No) Click here to
Cancel/Reject the

Pre-Register sample

36915 (Reg No)

Pre-Register

36912 (Reg No)

w
"
"

The pre-registered
sample is rejected

~~ 36911 (Reg No)
I\f./l

Rejected Attachment

FIGURE: Cancel / Reject Sample
2. Ifyou cancel/reject sample in the preregister stage then the sample is rejected.
3. Ifyou cancel/reject sample in the registered stage then the sample is cancelled
4.1.46 Quarantine
You can quarantine the sample that is in the Pre-register state.
1. To quarantine the sample, in the Sample Registration screen, select the sample and

then click as shown in the figure:
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Click here to
quarantine the
selected sample

»19/04/2022 duct

V

36916 (Reg No)

36915 (Reg No)

L]

202200603

Registerad

316911 (Reg Mo)

Rejected

FIGURE: Quarantine Sample

The status of the sample appears as Quarantined. You can accept a quarantined sample to

register it or cancel/reject it.

4.2 Result Entry

The result entry flow will be available for the users enabled in the User Role Configuration

screen as shown in the figure:

223



(' Qualis
B\ Q

User Manual v 10.0.0.2

User Role Configuration fag | S Beirean
Juer Roke Narme T prval esult Entry Flaw Braduct o .
4
! [ @
@ L&
10 (
(2] .

FIGURE: User Role Configuration Screen Showing Result Entry Flow

Also ensure that the user is mapped to the lab the test is mapped to as shown in the Organisation

screen.
. . ™ Carl Dolman
L Organisation : D¢ :
g If the user is not mapped to >€
Site * the lab, then click here to
UK_NIBSC ° add the user
UK_NIBSC [ Virology / Coronavirus | Coronavirus mRNA
= Section:Coronavirus
User Name T Sign Authority Actions
Lab:Coronavirus mRNA |
Lab:Coronavirus (Adenovirus vector) + Carl Dolman MNA
Lab:Coronavirus (Inactivated)
+  Andreas Kaffa MNA
Lab:Coronavirus (nanoparticle)
+ Emma Quarterman MA
= Division:TDI
= Section:LMS +  Yemisi Adedeji MA
B:NMR - N .
Lab + Catherine White MA
= Division:Serology
+  Dianna Wilkinson MNA
= Section:Crude
+  Arthur Barker MNA
Lab:Medicine

FIGURE: Organisation Screen Showing User Mapped to the Test Lab

For registered samples, you can enter results. To do so, follow these steps:

1. Onthe main menu, cIick, Result Entry and then click Result Entry. The Result
Entry screen appears as shown in the figure:
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h Carl Bolman
- Result Entry L¢ —-
04,2022 120/05/2022 iProduct iBatch iEV iVersion Name -4 Al LAl
&) - Test @ Sample
202200602
v Regh © :
202200560 (v Absence of specified organisms [1][0] Registered
F — More v

Total combined yeast & mould count - Manufacturer [1][0] Registered

More

Total aerobic microbial count [1][0] Registered
More w

Disintegration Time - Manufacturer [1][0] Registered

More w

Uniformity of Mass - Manufacturer [1][0] Registered

Mare w

112 3,5 + 1-50f13

1~ 1-20of2

FIGURE: Result Entry Screen

Click ¥ 17, in the Filter dialog, select From and To date, Sample Type: Product, Registration Type:
Batch / Non Batch / Plasma Pool, Registration Sub Type and Filter Status. And then click
SUBMIT as shown in the figure:
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CAMCEL SUBMIT

From To

20/04/2022 20/05/2022
Sample Type
Product

Registration Type

Plasma Pool

Registration Sub Type

Plasma Pool

Test Status

All

FIGURE: Using Filter in Result Entry Screen

Registered samples in the Sample Registration screen appears on the left panel and list of tests
added to the selected sample appears on the right side as shown in the figure:

226



| Qualis
l ! Q

User Manual v 10.0.0.2

. Result Entry

+ 202200604

+ 202200604

+ 202200604

+ 202200604

20/04/2022 20/05/2022 :Product Plasma Poo Plasma P N i
°
202200604
8 2 Reg @ .
Edit Method Source ;
202200603 ) OCABR C?H!f:‘{a!(’ Review [1][0] Registered and Add I.nstrument : ’
Regis : ol o options i
[1] 5 « 1-10of
o
Results
AR No Y Test Name Parameter Name Y  Results Y FinalResult Y Checkl Actions

OCABR Certifica.

OCABR Certifica

OCABR Certifica.

OCABR Certifica

Q ‘= Carl Dolman

Country of Man

Release OMCL

Certified Year

Certified Month

FIGURE: Result Entry Screen Showing Registered Sample and the List of Tests

Edit Method Source

4.2.1 Adding Instruments

1. When you mouse over a test in the list you can see option for adding instrument to the

test.

2. Mouse over a test and click

figure:

. The Add Instrument dialog appears as shown in the
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Add Instrument @ save

Test: Viral inactivation procedure - Manufacuturer [1][0]
Instrument Categary *

Instrument Category-01

Tims Zane

01/10/2021 16:15:28 EurcpefLondon

Time Zane *

01710/ 2021 16:15:28 EuropefLondon

FIGURE: Add Instrument Dialog
3. Inthe Instrument Category field, select instrument category.
4. Inthe Instrument field, select the instrument to add to the selected test.

5. Inthe Fromand To date and time fields select date and time range to block the
instrument for the test.

6. Click Save. The instrument will be added to the test and blocked for the given date
and time range.

4.2.2 Result Entry

You can enter results for each test individually or select multiple tests from the list for result
entry.

1. Select test(s) and then click . To select all the tests clicke that appears near
search box and then select All to select all the test in the page as shown in the figure:
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L Result Entry

20,/04/2022 +20/05/2022 ‘Product

© Test

Click here and select All to

select all the tests in the
current page

Version Mame - 7

L¢

Carl Dalman

202200604
Al
(@) 202200603
- Reghs None Click here to
_ enter results for
® Registered Albumin [1][0] Registered the selected tests
! W
Prekallikrein Activator of Albumin [1][0] Registered
More v
[7] s 1-30f
Results
AR Me T  Test Name T Parameter Name T Results Final Result T Checkl Actions
+ 202200603 Prekallikrein Act. PKA (IU/mL)
1~ 1-20f2
2. Click . The Result Entry dialog appears prompting for result entry for all the

selected tests as shown in the figure:

Result Entry

202200603

Appearance [1][0

Complies

A02I00603

Molecular size distribution of Albwmin [1][0]
Fi

J0Z 200603

Prekallikrein Actrvatos of Albamin [1)]0

20

FIGURE: Result Entry for Multiple Tests

3. Enter results for all the test in the dialog and then click Save. Same way, you can go
to the next page and then select tests for result entry.
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Note: If you have selected one test, the Result Entry dialog will prompt for the selected single

test.

42.3

Result Entry Screen Tabs

Following tabs are available in the Result Entry screen:

Results: View results entered for selected tests as shown in the figure:

Results

AR No

+ 202200604

+ 202200604

+ 202200604

+ 202200604

+ 202200604

Test Name

OCABR Certifica...

OCABR Certifica

OCABR Certifica...

OCABR Certifica...

OCABR Certifica...

Parameter Mame T

Country of Man...

Release OMCL

Certified Year

Certified Month

Certified Day

Results

Belgium

AT_BASG_B

2022

April

02

Final Result T

Belgium

AT BASG_B

2022

april

o2

Actions

4.2.3.1

Instruments

View instruments added to the selected tests.

AR Me

202200604

E £ -

Instrument

T

Test Mame

OCABR Certificate Review [1]

T Instrument Category

Manual

T

Instrument Mame

fdsafds

Actions

Add Task: Add efforts/time taken to complete the test(s)
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Click here to add

Task

task to the
selected test +Add Task
AR Ma. T  Test Name T Pre-AnalysisTime T Preparation Time T  Analysis Time T Actions
202200604 OCABR Certific... 30 40 30

1] 5 v 1-10f1

4232 Test Attachment

To attach files to tests, follow these steps:

1. Select test(s) you want to add attachments.

2. And then click 4 Attachment as shown in the figure:

)] )
OCABR Certificate Review [1][0] Registered Click here to add
Mare v
attachments to
115 selected tests 1101
Test Attachment
+ Attachment
R Aval
g - - 0 of

FIGURE: Attaching files to tests

The Add Test Attachment dialog appears as shown in the figure:
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Add Test Attachment [ save

Tests: OCABR Certificate Rewiew [1][0]

Click here to upload
files

@ 41 (1).png

FIGURE: Add Test Attachment Dialog

Do any one of the following:

Select FTP. Then drag and drop a file to attach. Or Click Clickhere tg locate and attach the file
and then click Save.

Or
Select Link. Type the File Name and paste the link in the Link Name field and then click Save.

The file is attached to the test(s) as shown in the figure:

Test Attachment

+ Attachment
Download, edit and
delete options
D Reference document.txt

Absence of specified organisms[1][0] | 20/05/2022 17:10:52 Mare

FIGURE: Attachment Added to the selected Test(s)
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42 3.3 Test Comments

Test Comments tab enables you to add test comments to the selected test(s).

1. Select test(s) to add comments and then click + Comment as shown in the figure:

Test Comments Click here to
add test {
comments + Comment
AR No Y Test Name Y Comments Y  Screen Name Y  User Nam« Actions
202200602 Absence of specified ... retest required Result Entry Carl Dolm:
FIGURE: Adding Test Comments
The Add Test Comments dialog appears as shown in the figure:
Add Test Comments @ save

Tests: Absence of specified organisms [1][0]

Comment ™

retest required

FIGURE: Add Test Comments Dialog

2. Inthe Comment field, type your comments. This comment will be added to all the
tests selected.

4.2.3.4 Result Change History:

Result Change History tab helps you to view history of changes done to the selected test results.
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Result Change History
AR No Y  Test Name Y Parameter Name Y Form Name Y Results Y FinalResult Y Remar
+ 202200604 OCAEBR Certifica... Release OMCL Result Entry by ... N/A MN/A
+ 202200604 OCAEBR Certifica...  Certified Year Result Entry by ... N/A MN/A
+ 202200604 OCAEBR Certifica... Certified Month Result Entry by ... N/A MN/A
+ 202200604 OCABR Certifica...  Certified Day Result Entry by ...  N/A N/A
+ 202200604 OCABR Certifica... OCABR Certifica... ResultEntry by ...  N/A (NIBSC...  N/A (NIBSC...

FIGURE: Result Change History Tab

4.2.3.5 Fill Default Results

Select test(s) and then click to fill default results as shown in the figure:

Test
@ Search Expand All

™) OCABR Certificate Review [1][0] Registered Click here to fill

~ More v default results
5 v 1-10f1

Result Change History
AR No Y Test Name Y Parameter Name Y Form Name Y Results Y FinalResult Y Remar

+ 202200604 OCAEBR Certifica... Release OMCL Result Entry by ... MN/A MN/A

FIGURE: Filling Default Results to Selected Test(s)

Default result that is given in the test master will be filled as result.

4.2.3.6

Once you add test result, task, attachment and comments to the test/tests you can complete the
test.

Complete Test

1. Tocomplete the test, select the test or tests from the list and then click as shown in
the figure:
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. Result Entry

s -

Results
AR No T Test Name T Parameter Name T Results T
+ 202200604 OCABR Certifica...  Country of Man...  N/A
+ 202200604 OCABR Certifica...  Release OMCL BG_BDA

120/04/2022 120/05/2022 :Product :Plasma Pool Plazmia Pool Version Name -7
© - Test
’ 202200604 feat @ ,
202200603 7 OCABR Certificate Review [1][0] Registered
Reg — Mare ¥

Q ‘= C-arl D.olman

Al <Al

Click here to

complete
selected test

Final Result ¥  Checkl Actions

MN/A

BG_BDA

FIGURE: Completing Tests

Completed tests will disappear from the list

4.2.3.7 Sample Status

Once all tests are completed, then the status of the sample appears as Completed.

If few tests are completed and other tests are yet to be completed, then the status of the sample

appears as Partial as shown in the figure:

. Result Entry

131082021 130/09/2021 :Product :Bateh :EU Version Name - 4
© ' Test
202101951 — o . s
202101949 Aluminium Content - Manufacturer [1][0] Registered
Completed Mare ~
) 202101946 ~ “ Batch Rplpac.:l.n:c bumin Excipient [1][0] Registered
202101945 () Expiry Date (_llja.:l\(’ Manufacturer [1][0] Registered

Appearance -

Manufacturer [1][0] Registered
Mare v

] 5 «

Test Attachment

g ‘= o C.a.rlﬁolman

@ Sample

FIGURE: Sample with Completed and Partial Status
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4.3 Test approval

To receive completed samples from the result entry screen, ensure that the following
configurations are done appropriately:

4.3.1 User Role Configuration

The test approval flow will be available for the users enabled in the User Role Configuration
screen as shown in the figure:

User Role Configuration ae -
T Aperonal Flow Ressult Emary Fla Praduct Flow
&8
[ @ &
L&
a

FIGURE: User Role Configuration Screen Showing Approval Flow

4.3.2 Approval Configuration

Once result entry is done, the completed samples will appear in the next user in the approval
flow as configured in the Approval Configuration screen as shown in the figure:
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. Approval Configuration T U c R
“Test Result Approval :Plasma Paal :Plasma Pool “Wersion Name - 2
Version Name - 7
v Version Name - 7
Version Name - 6
No No
Version Name - 5
Head of Division e
v Version Name - 4 Study Director E
v e U Lo Reviewed Yes
Yes
Filter Status
Filter Status Default Status
All
Reviewed
Cormection
Completed ()
1 5 =
FIGURE: Approval Configuration Screen Showing User in the Approval Flow

In the User Mapping screen, you can map user for the approval flow in the user level. Samples
completed in the result entry screen by a selected user will go to the user selected in the next
level in the approval configuration as shown in the figure:
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User Mapping

Filter

Approwal Sub Type

Test Result Approval

Registration Type

Plasma Pool

Registration Sub Type

Plasma Pool

User Role Template Versian

Version Name - 2

I
u UK_NIBSC

Head of Division

User Name T

Carl Dolman
Sjoerd Rijpkema
Barbara Belgiano
Mei Mei Ho
Kevin Markey
Fatme Mawas
Paul Stickings
Nicola Rose

Gill Cooper

Dianna Wilkinson

]z 10 =

Study Director

User Mame T

Paul Stickings

5 s

Analyst

Usar Name T

Sunil Maharjan
Shalini Rajagopal
Robert Tierney

Yvonne Liu

1] 5 =

Login Id

cdolman

srijpkem

BBolgian

mhao

kmarkey

fmawas

pstickin

Arose

GCooper

dwilkins

Login Id

pstickin

Login Id

smaharja

srajagop

rtierney

yliu

Divisian

Biotherapeutics

Bacteriology

Bacteriology

Bacteriology

Bactericlogy

Bacteriology

Bacteriology

Virology

Virology

Virology

Division

Bacteriology

Divisian

Bacteriology

Bacteriology

Bacteriology

Bacteriology

oe Qo
(+]

T Actions
1-100f 16

T Actions
1-10f1

T Actions

40f4

FIGURE: User Mapping Screen Showing User Level Mapping in the Approval Flow
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4.3.4 Organization Mapping

Tests are mapped to labs in the test master. Users have to be mapped to that particular lab to
receive tests/samples in the result entry and test approval screen as shown in the figure:

. . ™ Carl Dolman
. Organisation : o6
g If the user is not mapped to 26
e * the lab, then click here to
UK_NIBSC ° add the user
UK_NIBSC [ Virology / Coronavirus / Corenavirus mRNA
= Section:Coronavirus
User Name T Sign Authority Actions
Lab:Coronavirus mRNA |
Lab:Coronavirus (Adenovirus vector) + Carl Dolman MNA
Lab:Coronavirus (Inactivated)
+ Andreas Kaffa NA
Lab:Coronavirus (nanoparticle
+ Emma Quarterman MNA
= Division:TDI
= Section:LMS +  Yemisi Adedeji MA
ab:NMR . - .
Lab + Catherine White MNA
= Division:Serology
+ Dianna Wilkinson NA
= Section:Crude
+  Arthur Barker NA
Lab:Medicing

FIGURE: Organisation Screen Showing User Mapped to a Selected Lab

Once result entry is done, the completed samples will appear in the next user queue in the
approval flow as configured in the Approval Configuration screen as shown in the figure:

4 .4 Reviewing Test Results

To review the result entry, follow these steps:

. . [ .
1. On the main menu, cllckﬂ, Test approval and then click Test Approval. The Test
Approval screen appears as shown in the figure:
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Carl Dolman
L Test Approval L¢ O
23/04/2022 23/05/2022 Product Batch Ev Version Name - 4 All Al
@ ! Test @ sample
202200601
Comp e
2} Volume of Fill - Manfacturer [1][0] Completed

v

Sodium Caprylate [1][0] Completed

N-Acetyl DL tryptophan [1][0] Completed

v

Pyrogen in-vivo - Manufacturer [1]{0] Completed
More Vv

Sterility Manufacturer - Predefined [1][0] Completed
.v

FIGURE: Test Approval Screen

Click 717, in the Filter dialog, select From and To date, Sample Type: Product, Registration Type:

Batch / Non Batch / Plasma Pool, Registration Sub Type and Test Status. Click the ﬂ to view
more fields in the filter. In the Config Version field select the latest template. Select Lab and Test.

Select All to select all the test in the sample/component. And then click SUBMIT as shown in the
figure:
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CAMCEL SUBMIT

From o Config Version
23/04/2022 23/05/2022

Version Name - 7
Sample Type Lab
Product hdl All
Registration Type Test
Plasma Pool Al A
Plasma Pool

QCABR Certificate

Test Status Review
Completed

FIGURE: Using Filter

Samples for the given search criteria appears as shown in the figure:
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Q a Carl Dolman

:Product :Plasma Pool :Plasma Pool *Version Name - T Al Al :Completed I
Test @ Sample
@ f Expand All o
B ReCale
OCABR Certificate Review [1][0] Completed
Mare v & ReTest
Il — 4 Review
Results
AR Mo T Test Name T Parameter Name T  Final Result T Checklist Actions
+ 202200604 OCABR Certificate ...  Country of Manufa..  N/A .
+ 202200604 OCAEBR Certificate ...  Release OMCL BG_BDA - ’
+ 202200604 OCAER Certificate Certified Year 2021 - o
+ 202200604 OCABR Certificate Certified Manth March - ' o

1-16f1

FIGURE: Test Approval Screen Showing Filtered Records
You can review the tests and then do any one of the following:
e Recommend recalculation: The tests go to the previous user(Analyst) and appear in

ReCalc state.

e Recommend retest: The tests go to the previous user and appear in ReTest ReTest state.
e Complete review: Tests appear as state.

4.4.1 Changing Decision Status

Before you recommend Recalc, Retest or finish review, you must change decision status of the
sample. To do so follow these steps:

In the Test Approval screen, select a sample, click and then click Pass / Fail / Withdraw as
shown in the figure:
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4.4.2

. Test Approval

:23/04/2022 123/05/2022
@ Search
Pass
7y 202200604
| v ) {
e Fail

:Product :Plasma Pool

o Test

ABR Certificate Review [1][0] Completed

:Plasma Pool

Collapse All

Less A

FIGURE: Changing Decision Status

Recommend Recalculation

Reviewer can recommend recalculation if required. To recommend recalculation, follow these

steps:

1.

In the Test Approval screen, select the sample, click

shown in the figure:

and then click ReCalc as
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™Y Carl Debman
. Test Approval fay ) o S
123/04/2022 123/05/2022 :Product :Plasma Pool :Plasa Paol tVersion Mame - T All Al :Completed
® ¥ Test @ Sample
202200604
Completed @ o
- ] B, ReCalc
OCABR Certificate Review [1][0] Completad
\E | Less ~ & ReTest
b Review
b]s - 1-10f1
i
sults
AR No T  Test Name T Parameter Name Y  Final Result T  Checklis Actions
+ 202200604 OCABR Certificate ...  Country of Manufa... N/A - b
+ 202200604 OCABR Certificate ... Release OMCL BG_BDA - °
+ 202200604 OCABR Certificate ...  Certified Year 2021 - bd
2/QualISWebs= U=t
FIGURE: Recommend Recalculation
The sample goes to the ReCalc state as shown in the figure:
a a Carl Dolman
. Test Approval Ay oty Bires
23/04/2022 123/05/2022 :Product :Plasma Pool :Plasma Pool :Version Name - 7 All Al
@- earch ¥ Test
) 202200604 ¢ @ D 5
2 OCABR Certificate Review [1][0] ReCal
. Less A~
§ iw 1-10f1
§
sults
AR No Y Test Name Y Parameter Name Y Final Result Y Checklis Actions
+ 202200604 OCABR Certificate ...  Country of Manufa... N/A - g
+ 202200604 OCABR Certificate .. Release OMCL BG_BDA *
+ 202200604 OCABR Certificate .. Certified Year 2021 - e
1v 1-10f1

FIGURE: Sample in the ReCalc State
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At this state, the sample goes to the previous(Analyst) user for recalculation in the Result Entry
screen. The User can recalculate and then enter recalculated results in the result entry screen and
complete. The completed test comes to review again.

443 Recommend ReTest

Reviewer can recommend retest and should specify number of times the test has to be carried.

1. Inthe Test Approval screen, select the sample, click and then click ReTest as
shown in the figure:

A Carl Dolman
. Test Approval Ay U o
123/04/2022 123/05/2022 iProduct :Plasma Pool :Plasma Pool iVersion Name - T Al Al iCompleted
@ Test @ Sample
. 202200604 ¢ ear “ollapse Al o
¥ Completed @
—— B, ReCalc
OCABR Certificate Review [1][0] Completed

Less

& ReTest

T Review

] 5w 1-10f1
sults
AR No Y Test Name Y Parameter Name Y Final Result Y Checklis Actions
+ 202200604 OCABR Certificate ...  Country of Manufa... N/A
+ 202200604 OCABR Certificate Release OMCL BG_BDA
+ 202200604 OCABR Certificate Certified Year 2021
2/Cual ISWeb/2 U=teyd
FIGURE: Recommend ReTest
The Add Retest Count dialog appears as shown in the figure:
Add Retest Count B save

(%5
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FIGURE: Add Retest Count Dialog

2. Inthe Retest Count field, type number of times the test has to be carried again and
then click Save. The sample goes to the ReTest state.

At this state, the sample goes to the previous(Analyst) user for retest in the Result Entry screen
and appears as shown in the figure:

g Result Entry Q ‘.' e Carl Dolman

°

202200604 l Retest count I
V) 2 @ i

202200603 v OCABR Certificate Revievf [1][6] | Registered

More Vv

OCABR Certificate Reviev [1][5] | Registered
More v

OCABR Certificate Review [1][4] | Registered
e

OCABR Certificate Revieyf [1][3]
More v

OCABR Certificate Revievf [1][2] | Registered

eV

FIGURE: Result Entry Screen Showing Sample Registered for Retest

The sample is registered multiple times as per the retest count mentioned by the reviewer. The
user can retest, enter results for each test in the result entry screen and then complete the tests.
The completed tests comes to review again.

444 Review

The reviewer can review the test and complete review. Reviewed tests go to the next user in the
approval configuration for approval.

To review test, follow these steps:
1. Inthe Test Approval screen, select the sample to be reviewed.

2. Select test(s) from the list to review.
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3. Click and then click Review. The selected tests status appears as as
shown in the figure:

. Test Approval ﬁ_l te- e ari Dolman
:23/04/2022 123)05/2022 ‘Product ! Plasma Pool !Plasma Pool ‘Version Name LAl LAl Completed
o
202200604 @

7 OCABR Certificate Review [1][1]

L 1-1af

Results

AR Mo YT Test Name T Paramater Name T Final Result T  Chacklist Actions.
+ 202200604 OCABR Certificate ...  Country of Manufa...  Belgium
+ 202200604 OCABR Certificate ... Release OMCL DE_PEI
+ 202200604 OCABR Certificate ...  Certified Year 2021
1+ 1 1
0604 X

FIGURE: Tests in Reviewed State

Once all tests are reviewed, the sample goes to the next user in the approval configuration for
approval.

4.5 Approving Tests

Once the tests are reviewed, the tests comes to the next user as configured in the Approval
Configuration screen.

To approve result entry, follow these steps:

. .. .
1. On the main menu, cllckﬂﬂ, Test approval and then click Test Approval. The Test
Approval screen appear.

2. Inthe Test Approval screen, click 717, in the Filter dialog, select From and To date,
Sample Type: Product, Registration Type: Batch / Non Batch / Plasma Pool,

Registration Sub Type and Test Status. Click the u to view more fields in the
filter. In the Config Version field select the latest template. Select Lab and Test. Select
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All to select all the test in the sample/component. And then click SUBMIT as shown
in the figure:

CANCEL SUBMIT

Config Version

24/04/2022 24/05/2022

Version Name - 7

Sample Type Lab
Product All

Registration Type
Plasma Pool

Registration Sub Type

Plasma Pool

Test Status

Reviewed

FIGURE: Using Filter

Samples for the given search criteria appears as shown in the figure:

L Test Approval L¢ @

I’-uu- 224/04/2022 | To :24/05/2022 | Sample Type :Product | Registration Type sPlasma Pool | Registration Sub Type Plasma Pool | ConfigVersion (Vershon Name -7 | Lab tall | Test sAll | Test Status sReviewed I

@ - O Search 4;?.!; = {i'\ Test @ Sample

@ 202200604 o @- O Search Expand All a
20/05/2022 1112:57 | Revie... -

@ ReCalc

OCABR Certificate Review [1][6] Reviewed

AR Mo : 202200604  More v ReTest

OCABR Certificate Review [1][5] Reviewed
AR Mo : 202200604  More v

OCAER Certificate Review [1][4] Reviewsd
AR Mo : 202200604  Move v

AR Mo : 202200604 Mare v

OCABR Certificate Review [1][2] Reviewed
AR No : 202200604  Maore v

5 - 1-50f5

©)

®

®

@ OCABR Certificate Review [1][3] Reviewed
@
(]

FIGURE: Test Approval Screen Showing Filtered Records

You can review the tests and then do any one of the following:

e Recommend recalculation: The tests go to the Analyst and appear in ReCalc state.
e Recommend retest: The tests go to the analyst and appear in FeTest state.
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e Approve: Tests appear as Approved state.

3. Select tests to approve, click and then click Approve as shown in the above
figure. The test goes to the Approved state.

4. Click to generate report as shown in the figure:

L Test Approval 0@ D e

e Test

225001 Approved @ g ¢

Fatigue[1)(0] Approved Mane ¥

0]
e o

2250008 Approved

Adhesive[1][0] Appraoved Mare

n

2250009 Par Click here to o
generate report a

2250007 Completed @ ﬂ

2250004 Approved @ ﬁ)

2250005 Partisl @

2250006 Approved @

FIGURE: Generating Report

The report is generated and appears as shown in the figure:
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0ILS LABORATORY

OIL ANALYSIS REPORT
PANAMA CANAL AUTHORITY

Pedro Miguel Locks

John Rodrigue:

76-T211

lrodrigue: @pancanal com

2250011

Routing

2022-08-19 00:00:00
2 :00:00

Sugarya Perukhmans

Fluid Mame :

Shell
Omala IS0 150

t 2022-08-19
Persan wha took the Sample : Cusal 5 Adrmin

oil type omaka fluid
Comments e

Test Name

Ilnu!

| passyesn

Adhesive[1][0]

22025

>25-50

»50- 100

>100

Total

Fatigue[1]10]

>20-25

»25-50

FIGURE: Report Generated
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