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Ph ical f :
Solids, liquids and g ’ SOFEX

2020 | 2022

1954 § 2021 | 2022/2023

é 5s4ao New administration

.OG.H._,

;;;;;;;;;;;;




F' X

el

L Sites

FARMACEUTICA LDA

()SOFEX

2 SITES Conventional Medicines for Human Use

H
N

Cannabis based products for medical use
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Road Blocks

CHALLENGES

AP| Cannabis

Security

Consultancy

Supply Chain

New
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Good Agricultural and Collection Practices Production of Starting Materials
Seeds or Vegetatlve Post API - Dry
Clones Grovvth Treatment Flower

Good Manufacturing Practices

Semi Finished and Finished Product Manufacturing

Good Manufacturing Practices
)

Patient

Good Distribution Practices
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15Q Multidisciplinary team

Synergies | ‘Know-how’

Strategies

New vs Used

Integrated Q&V SOPs

Premises & Equipments & Utilities & Software

k’k %\ Timings | Deadlines
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(ual destas opcbdes acha que melhor define "Qualificacao
Integrada”?

Qual destas opgoes acha que melhor define uma Qualificagao Integrada?
90 responses

O Qualificagdo usando a mesma
estratégia, definida num unico Plano

@ Qualificacao usando estratégias
distintas, definidas num unico Plano

@ Qualificagéo usando a mesma
estratégia, definida em Planos distintos

@ Outra
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Access and Security Policies
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One VMP to rule them all...

i
Validation
Master Plan
Production Analytical s o .
Equipment Equipment Facilities Utilities Software
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21 CFRPart 11
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J Lifecycle Approach

Validation Master Plan
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Potential Migration [ ] ] - Destruction

AR

s

Requirements Release Changes
" GxP Assessment | |
CONCEPT PROJECT i OPERATION " RETIREMENT
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Risk Management Design Review Change and Configuration Management Traceability Document Management
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Life cycle
approach
within a GMS

Validation Master Plan

Leveraging
supplier
involvement

Scalable life
cycle activities

u
K-
"
®
5

Principles

Science based
quality risk
management

—|€

~~% Product and
@ process
understanding




i"‘ 's

SOFEX

5 &
$ ¢ ¥ validation Master Plan

s

Validation Master Plan Risk-based Approach
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Val@atmn Mast_e;r Plan Low Impact
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eV EUR User Requirement Specification
- _7)1 0;""“?,1‘?5:\%

/High Impact
SYSTEM TESTS
ASSESSMENT DEFINITION
Requirement Review Matrix ) )
Impact High Risk
Evaluation Score
Thorough Testing
: Validation Qualification
AUtEg:/:F'On GAMP Strategy Requirement Risk Analysis Bl
Categorization
STEP 2 STEP 3 Moderate Testing

ERES Low Risk
Applicability Score
Basic Testing
STEP 1 STEP 4
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Impact
Evaluation

Val_idation Master P_Ian

SYSTEM ASSESSMENT
STEP 1

No Impact
Indirect
Direct

GAMP
Categorization

Not applicable
Category 3

Category 4
~ Category 5

(

SOFEX
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ERES
Applicability

Applicable
Not applicable

[Dne set of questions applied to all systems J

‘P@ Universal

‘P@ Easy to apply

% Consistent results
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. . o
N, Como classificaria o sistema*
=

UV-Vis Spectrophotometer
Como responderia as questdes do esquema?

21 responses

@ Non automated, equipment standalone,
indirect impact= “commissioning +
Calibration protocol”

@ Non-Automated, Software, Cat. 3,
Indirect Impact= Abbreviated life cycle

@ Automated, Computerized system,
Cat.4, Direct Impact = Full life Cycle

@® Nio sei
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Step by step... -

Automation GAMP Impact ERES
Level Category Assessment Applicability
Computerized . :
S — Category 4 Direct Applicable

UV-Vis Spectrophotometer

Validation Strate —
STEP 2 e I Full Life Cycle

r&y B




. Step by step...

Full Life Cycle

V-Model

Specifications Testing

User Requirement Specification L Performance Qualification

Installation and Operational
Qualification

Configuration Specification

Implementation



Time based

f
LA¢ User Requirements Specification

Categorization

URS ID Category

REG XX Regulatory

UTI XX Utilities

DOC XX Documentation

SEC XX Access and Security
DI XX Data Integrity

OPE XX Operational

NFT XX Non-functional

DES XX

Desi. =ble

. SOFEX
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UV-Vis Spectrophotometer
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Measurable
*x
Attainable

Relevant

Time based

LA¢ User Requirements Specification

UV-Vis Spectrophotometer
Regulatory:
“The System must comply with USP <857> Ultraviolet-Visible Spectroscopy.”

Documentation:
“The System must be provided with a declaration of CE conformity”

Access and Security:
“The System must allow access only through individual and unique user acc 0. 'nte”

Data Integrity:
“The System must allow the audit trail to be presented in a3 r. adcule form”

Operational:
“The System must cover a wavelength opera ionc!lrange from 200 nm to 780 nm”
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TESTS
DEFINITION

|

Low Risk
Score

Basic Testing

Moderate Testing

High Risk
Score

Thorough Testing

STEP 4
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Que “GxP impact” atribuiria ao requisito:
“The System must comply with USP <857> Ultraviolet-Visible Spectroscopy.”

Que impacto GxP atribuiria ao requisito: “The System must comply with USP <857>
Ultraviolet-Visible Spectroscopy.”

21 responses

UV-Vis Spectrophotometer

® High
@® Medium
® Low
@® Nao sei
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Step by step...

“The System must comply with USP <857> Ultraviolet-Visible Spectroscopy.”

UV-Vis Spectrophotometer

Requirement Risk Assessment Ff'.Sk . Mltlga.t,ad F.hs'(
Classification . Classification
T Control actions and/or T Type of
Goes . . risk mitigation Testing
URS| ID | Impact to Potential Risk / Impact S|P |D| RPN S|(P| D |RPN
RRA?

If the system does not comply with applicable regulations, accuracy
and precision of quality control results can be compromised. This may 3|4
lead to inaccurate quality control results; thus, a poor-quality product
can be released to market.

This requirement will be

REG | 01 Yes tested during validation.
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UV-Vis Spectrophotometer
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Configuration Specification

[How should the system under validation be configured in order to meet the URS? J
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/ :Dv — ~—> Data Flow
@ ey (GONtrol Commands
e Spphamee T A

[Dper‘ating System} [ Software ] L Architecture J [ Data Flow }
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e Qualification Protocol

— Hardware [ Installation Gualification]

[Operational Gualification]

Combined

UV-Vis Spectrophotometer [Performance Gualification]
— Software

Integrated Qualification
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PQ Access and Security General
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PQ Backup and Restore
eneral

+ Complete + Consistent + Enduring + Available
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CALIBRATED
BY. DATE
NEXT CAL. DUE




PQ Access and Security

¢ Qualification Protocoi
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GGeneral
' = One Protocol to rule them all...
| BMS | UV-Vis m
ERP CDS ‘ -
= All different
Access and Security Requirements Data Integrity Requirements A" the same

!

One Performance Testing Protocol

EUDRALEX
ANNEX 11

Compliant

EUROPEAN \/
21 CFR Part 11 / COMMISSION

Compliant



*"‘ N
y“ S . ) ‘)SOFEX
?¢ ¢ _}ualification Protocol

s

PQ Functionalities
System Specific

Functionalities

/ \
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Software Hardware

Control of the hardware ﬁ Verification of all USP <857>

Generation of a report requirements

Underlaying strategy:
=2] Always maximize and leverage the supplier documentation! =
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User Requirement Specification \

Deliverables
Requirement Validation
Traceability Matrix Strategy
Requirement Risk
Al Analysis \
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‘Testing Effort”
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% ¢ 2% Validation Master Report

% One report

ast&rpl % Includes, at least, the following:
i

v Deviations
v’ CAPA’s

v" Validated Ranges of each system

[Systems under validation are released for use after the approval of the RTMJ
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SIG HVAC

SIG Utilities e ISPE

Iberia

A Risk-Based
. Approach to GxP Compliant

Lahoratory Computerized Affiliate

CoP GAMP

SIG Facilities Design

& |SPE. Giimp

CoP Portugal

https://ispe.org/publications/quidance-documents/qamp-5-quide-2nd-edition https.//ispe-iberia.org/es/ispe-portugal-engenharia-farmaceutica/
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