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FRANCESCA MERLINI
Global CSV Manager Menarini

Francesca Merlini, Information EngineeriintMenarini’'since 2007.
As part of the Menarini Global Quality,Direction, she is the Responsible for Computer System

Validation and Data Integfity.
She coordinates a team of & m@mbers for the management of the Validation of Global

Computerized Systems.
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Founded in 1886, Today is present in 140 countries (with plants,
commercial and distribution affiliates)

EUROPE is the Production

Core of the group o AR
)
18 Production G 200 188 i
evelopment :

Plants
Centers 1964 1990 2000 2010 2023

Barcellon_a_ )

New York Firenze  Roma’
Filadelﬁaj Berlino | L\Pisa Bologna K_Singapnre
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'GONNECT

Evolution of Validation/qualification management in Menarini

Aim of the implementation of a VLMS

VLMS Implementation phases and Validation steps
VLMS Rollout and Roadmap
VLMS main features

VLMS examples and details

Final considerations
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Evolution of Validation/Qualification
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process in Menarini -
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Until 2020:
Validation and Qualification process
completely paper based

Test execution paper based
Validation processes not harmonized

among different companies of the

group. Management of printouts, evidencies,
2021: compiled forms.
CSV documents issued and approved Iin
DMS system;
Test execution still paper based
End of 2022:
Equipment Qualification managed fully lbrid approval workflow for the Phisical archive for paper based
paperless management and signature of T e o I I
validation documentation
2024: Delocalized archives (global/site : :
CSV for Global System managed fully level) Time consuming search for test
paperless Original and scanned copy of cases inside single test protocols

(i.e. for Audit request)

signatures
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Aim of new paperless approach
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DIGITALIZING LIFE SCIENCES

]
Llfe Bee A ProductLifeGroup Company

Harmonize Qualification/Validation process and templates
among different sites of the Group

Digitize validation: moving to PAPERLESS validation

Electronic scheduling of periodic reviews and requalifications
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VLMS: main functionalities

Use of electronic
signature for
review, approval
and execution of

documents

Digital
management of
validation

documents, frm
VPL to VRE

Electronic

execution of
validation and
qualification

activities

LifeBee

DIGITALIZING LIFE SCIENCES
A ProductLifeGroup Company

Single Repository for
all Global and Site
documentation with
different access

levels

Digital inventory of CS,
utilities and
Equipment, associated
with GxP assessment
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VLMS: System Implementation

Taking
advantages and
enhancement
opportunities

Adating theory
to the system
functionalitiesa

Initial effort for P

analysis and - Global CSV .
discussion of f‘;— 5‘ Team Site
processes IV o Business

Team

e sy
Engineering
C&Q Team
Corporate
Business
Solution Team
(BST)
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VLMS: implementation phases and
validation

Be Careful: a VLMS must be validated itselfl!

v' Validation Plan

) v 1Q VAL
v Corporate Change Control v' User Re‘q.wre'ments v Configurations v 0Q VAL
v Impact Assessment Specifications e L v 1Q PROD
: Specifications Q
v' Project Schedule v" Risk Analysis v' PQ & SOPs

v’ Traceability Matrix
v’ Validation Report
v' Change Closure

M MENARgo\g
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VLMS: Deploy and roll-out phases
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First System Validation

1 Pilot Deploy | ‘

S System Roll-out
Core system Validation ‘
managed at Global level
in the DMS system with Site configuration 1
V|S|b|l|ty to all sites and data import

Roll-out validation package:

« Site URS

« Site configuration (folders, roles, users)
« Data import

 PQ execution

« SOPs and WIs

* Training

with minimum
validation local
activities

MENARINI
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VLMS: process and features

Y
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Currently Menarini has implemented the following
processes:

 Commissioning & Qualification

* Equipment Qualification

 Computer System Validation '

Periodic

 Computer System Periodic Review

Systems Va"da tioy,

/" VALIDATION
LIFECYCLE
MANAGEMENT

With the support of the following features: ‘ Exeetion

* Digital System inventory

System Assessment

Traceability
Management

SYSTEM

Requirement
Management

* URS Risk Assessment _

» Protocol authoring and approval wvorg | s
* Paperless Testcase Execution
* Automatic Scheduling

MENARINI
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VLMS: Inventory management

Digital Inventory of:
* Equipments

o Utilities
 Computerised

Systems

L'f B DIGITALIZING LIFE SCIENCES
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Inventory Manager

R o |[ on |
Entity Favorites History

€ Global QA CSV

© L'Aquila

[ Entity ] Favorites History

© LAquila
i Site Documents
[+
i @ New Entity
f.. @ Black Utilities
© @ Clean Utilities
8 Computerized System (L1
P Y
© i@ Computerized System (L2)
© & HVAC
@ @& Laboratory Equipment
ry
& OSD Bulk Equipment
quip
{ €@ @ capsule Filling Machines
| @ @ Coaters
i Combined Granulators/Dryers
- ry
i | €@ @@ Granulatore a letto fluido (GRES-02) ‘
i | € @ Approved
! & @ calibration Summary Report
i @ @D
i @ @) Design Specification
i @ @ Equipment Calibration Plan
€» i Installation Operational Qualification

D

sign Qualification Report
=

€D 58 Legacy System Report
€ (1 Periodic Qualification
& @@ Site acceptance testing
i € @ Traceability Matrix
€ @ User Requirement Specification
{ @ @@ validation Plan
! € @A Vvalidation Plan Report
~ & Conditionally approved

- 3 Inactive/Terminated/Suspended

7

4 Entity Details

Site

Intended Use

Entity Valication Status Alert Group
Category

Sub Category

Entity

Entity No.

Entity Type

Validation Status

Software House ©

System Assessment Result for Legacy System €

Business Application Manager
Application Software System Administrator
System Integrator

ICT Infrastracture

Validation Framework ID

Global QA CSV

Quality processes management

Global Quality

Computerized System (L3)

Quality Assurance

TrackWise

QA-002

Legacy System - CS (L1-L2-13-L4)

Validated

Sparta Sytems

The System has GxP impact. System Nature is Information System. The System is classified in GAMP
Software Category 4 - Configured. The System Scope is Corporate. The System is Closed. The System
manages Electronic Signature based on Username and Password.

Francesca Merlini

Laura Giuntini

LifeBee

Data Centre Luxembourg v

CSV-VF-0006.01

* No more Excel inventory to be maintained
» Possibility of search/queries/export

MENARINI

group

z
£
<
z
&
S

Quality Connect 2024 - DIGITAL VALIDATION: Validation and Qualification process - F. Merlini, Menarini | 72




VLMS: User Requirements management
and evaluation

W O r d - a I i k e Cooe RequIREMENT Trrie REQUIREMENT DESCRIPTION

h iginator, Originator - d il be abl 1 k I T 1 'l d
issuing of URS WRURSHC008 | LU et s e ChangsConrl recrd n Openedtates. A URS risk analysis is compile

Originator, Originator - Approver and QA will be able to

with Specia| tags IR o o Close-Caneeled. n achvey ummary s requred, - dlreCtly In the system with std

Submit a Change In Opened status,Originator, Originator - Approver and QA

WF.URS.CHC.006 will be able to perform the Submit activity, in order to move ru I e S a n d C | a S S ifi C a t i O n °

Control X
the record to Manager Evaluation status.

. [ ] [ ] [ ]
In Manager Evaluation status, the person selected as h
Bty Teaceise " ger il be able t [he result will iIndicate how to
Department Manager (in Opened status) will be able fo
WF.URS.CHC.007 | Request More Info ( P o )
ENTITY No.: QA-002 perform the Request More Info activity, in order to move the . . .
record in Opened status. An activity summary is requirad. m t
Doc.No.: CSV-QA-002-URS-001.01 - I I a e e r I S
The person selected as Department Manager (in Opened .
WE.URS.CHC Cancel a Change status) will be able to perform the Cancel activity to change
Approval . . .008 . )
Control the status from Manager Evaluation to Closed-Cancelled. An
activ'rty-" T : S
Document Title :User Requirements Specification — Change Control g n Md View Risk Assessment
& Department
Z Site  Munich
Doc. No. :CSV-QA-002-URS-001.01 -
% Task Type
L Risk Assessment Name Requirement RA ERP Module 5
Authoring g
& Risk Assessment ID MUC-RA-2022-0019.01
=]
2 i v
m e — P ———— PPr— = Risk Assessment Template Standard Form
1 Mattia Baldi [baldim] Global C5V Specialist NjA 11Apr2024 11:14:46 AM a Change Implementation Details N/A
Time Zone: (CEST) 'Q
=
= #  Additional Fields
Review :D>
= Risk Based Approach Requirement Level v
# Reviewer Title Functional Role Reviewed On 2 Risk Model FMEA Risk Assessment [RMM-MUC-0003.01] v | @
1 Laura Giuntini [giuntinl] Corporate BST Specialist | System Administrator | 11Apr2024 11:01:27 AM E Doc Mo URS_1-ERP M5-0001.01 v
Time Zone: [CEST) = =Y. =
—_ i SelectRisk Level = a;
Z
Approval 5 No. Requirement Severity Probability Detectability Risk Class Risk Priority Number Process Condition View
=
o
+ 1 URS_1 This is the new requirement for  1-Low 1-Unlikely 1-Easily Detected Low Risk [RP-MUC-0001.01] ©
# Approver Title Functional Role Approved On o the esystem
B tuca Lazzeri [lzazeril] | Corporate BST Coordinator|  System Owner 1”’1‘_”2":“ 11-?;-;;”“” i 2 URS2 System will have aweb based  2-Moderate 2-Probable 2-50mewhat Detectable 4-Moderate 8-Moderate RPN Medium Risk [RP-MUC-0002.01] ©
ime Zone: —
e user interface compatible with
2 Francesca Meriini [merlinif] |Corporate QA CSV Manzger|  Quality Approva 11Apr2024 12:03:18 PM ;-‘ )
Time Zone: (CEST) = Microsoft Internet Explorer 7 or 8
[®) org,
[ws]
7]
3

3 URS_3 Access to the system will be 3-High 3-Likely 3-Undetectable High Risk [RP-MUC-0003.01] ©
through ValGenesis. Users with
permissions to the esystem
functionality will be able to carry
out appropriate work.

4 URS.4 Specific functions can be turned 1-Low 2-Probable 1-Easily Detected __Low Risk [RP-MUC-0001.01] ©

L'f B ‘ DIGITALIZING LIFE SCIENCES
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VLMS: Test protocol and execution

Table 7: Test case 1 St b t d M t’ f t t 'th
ep DY Step aescription o1 test cases Wi
Test
Actual Result e I f I
Ste Test Action Expected Result Pass / Fail Reference Signature and date t U R
P —— / e specilal rererences 1o uge work!
p
1. GE.URS.CMP.001,G
Login into TrackWise.
E.URS.CMP.002,GE.
In the top of the page click on | The system correctly opens a new S M M
| URS.CMP.003, WF.U est execution done direct Y in the SYStel N
+Create button and open a new | Complaint empty form.
RS.CMP.004,GC.UR . o ° ° °
Complaint record. A new Complaint record is
| 5.CMP.027,PR.URS. with automatic tunestamp reglstratlon.
Compile, at least, all the | correctly created.
CMP.030,UR RS C
mandatory fields. The record is in Opened status. L:___
MP.036,N(]| TASKDETAILS |[=aNe e[l (zulp]]
Click on Save. - - _I
MP.05
( 17 - ] ’ Test Table | Document
2. Open the Complaint record in WF.URS.CM ‘ E] = || o e |
The system requires an electronic Page 10of 5 (25 items) 2 3 4 53 »
Opened status. 0.URS.CMP Table 3 v —
Signature to save. . G =
Select the “Submit’ activity. | = URS.CMP.0S Syt 1215 : User ID and
ty. Th di . di - - ( ” " ) 3 Expected Results Reference Actual Results Pass/Fail - .
€ record Is correctly moved Iin @ Pass || X Fzil || ® N/A imestamp
Verify that the mandatory fields RS.CMP.027 :
Investigation Definition status. . Login to SAP NWBC Successfully logged into SAP system  [URS_LURS_ 4 Reason for Edit: Reason for Reason for Edit:
. BB | Resul Reason for Edit: Reason for Reason for Edit:
and the Electronic Slgnature are S.CMP. : Forgot about something Edit: Forgot about something
I- A~ A- B 7 U =i =2 New Value:- Forgot about New Value:-

— This is failure Successiully logged into SAP something Executed By: Mary
system. Simply provide your New Value:- Manager (marymuc)-
changes. Pass 18Mar2022 02:47:51 PM

(CET)
Old Value:-
‘ \ Sussesshiiy-fogaedinte-SAR Old Value:- Old Value:.
syster Bass Exeetted By hary
Marager{manmmucH
6B
Expected Results \ % displays “Software MRS_3 The index displays “Software Pass Executed By: Mary
Displays screen Software Recor ent” Management” Manager (marymuc)-
oy 18Mar2022 02:44:57 PM
[IMGSCR_3_2_1] (CEn)
are Management menu |MRS_10,URS_2,URS 8 Displays Software Management  |Pass Executed By: Mary
n the left menu on the left Manager (marymuc)-
18Mar2022 02:46:58 PM
[Certificate-1] (CET)
Description \
[ et e e
\
\ —
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VLMS: Test Traceability

Thank to the references huge) job, it is possible to link
URS with different Validation steps: FS, 1Q, OQ, PQ, etc.

Trace View

fif  Trace Dependencies

Trace Matrix 1D

T2 | TRACE VIEW |

RTM-ERF M-8-1022-0001.01-1

L'f B DIGITALIZING LIFE SCIENCES
| e ee A ProductLifeGroup Company

The system will automatically create
the traceability matrix and will show
the test execution progress

-8
A
A

L GONNECT

URS_1 URS_1-Thisisthe new...
URS_1 URS_2-System will hav...
URS_1URS_3-Accesstothes...
URS5_1 URS_4-Specific functi...
URS_1 URS_5-Sub menu will c...
URS_1URS_&-Verify sub menu...
URS_1URS_7-Edit sub menu w...
URS_1URS_8-Design sub menu...
URS_1 URS_%-System will all...
URS_1 URS_10-System will au...

4

P} L.-Login to SAP NWBC

B

P} 2.-Ensure that Software ...

P 3.-Click on role: Softwa. .,

P 4.-Click on Create Softw...

Select Batch

P} 5.-Click Continue

F} 6.-Enter Description and...

P} 7.-Click SAVE

4|
< < |

P 8.-Click "You can alse™ ...

< <

1-10

P O.-switch to Golden Medi...

< < |
< < W< |

P 10.-Click Upload/Downloa...

P 11.-0n password screen, ...

4, |
<, |
<, |
<, |
<, |

P 12.-Under the Upload tab...

P 13.-Browse and select th...

P 14.-Click OPEN

P 15.-Click SUBMIT to crea...

P 16.-Switch backto thes...

<]
< < |

F} 17.-Change the scftware ...

M MENA

Quality Connect 2024 - DIGITAL VALIDATION: Validation and Qualification process - F. Merlini, Menarini | 75

RINI

group




Life Bee

Unique System for the management and

sharing of Validation/Qualification
documentation among The Menarini Group

Tree-gerarchic structure for an easy search of
<> documentation:

Site —» System — Document

| Std System Assessment in line with Company
Policies and Procedures

- Management of template and test libraries for a
quick creation of std documents and protocols

Electronic completicn of Risk Analysis starting
from a std risk model (es. FMEA) and automatic
calculation of Risk Class and Risk Priority

DIGITALIZING LIFE SCIENCES
A ProductLifeGroup Company

DIGITAL VALIDATION: PRO and CONS

<

Test execution, evidence capture and
orotocol completicn totally paperless

Dinamic Traceability matrix automatically
created and updated with test progress and
results

Standard review and approval Workflows

Automatic cheduling for Periodic review and
re-Qualification with automatic notification
to key functions

Registration and management of validation
deviations directly inside the system.

M MENARgo\g
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DIGITAL VALIDATION: Recommendation
for implementation

Involvment of several users among the companies of
\ “ the group can be time-consuming: user
request/attivation, training, support for first validation

Once rules are set: the system require them
to be respected: a good design helps to be
more flexible during the routine system usage

<

o
) g
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Main advantages of VLMS implementation

Strong collaboration among different departments and
sites for document issuing and test execution

Backoffice job for signature collaction, test review
2 and evidence management drastically reduced

Quick search of test cases and evidencies in case of
3 Audit request

M MENARINI
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