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01. PURPOSE

SCEN operates in the electronic manufacturing sector, carrying out the assembly of electronic components
on printed circuit boards, related electromechanical assemblies and copper cable termination.

The organization also performs work for high-criticality sectors and, depending on the applicable
requirements, manufactures electronic boards and mechanical parts for medical equipment.

At the same time, SCEN develops and places on the market the LetiSmart medical device, an active, non-
sterile and non-implantable device for disability support, assuming responsibility for design, production,
placing on the market, installation, servicing and post-market activities.

SCEN ensures compliance with customer requirements and applicable mandatory requirements through a
process-based approach, risk management, change control, documented information management and
continuous improvement, with attention to product safety and transparency towards the customer.

This Manual describes the structure of the Quality Management System, the boundaries of the system and
the methods by which SCEN integrates general requirements and sector-specific requirements. As a
management choice, the Manual does not include specific references to individual documents; evidence of
implementation is ensured by the controlled document system and operational records.

The QMS applies to the processes necessary for the supply of products and services carried out by SCEN
and includes management and planning, sales management, purchasing, logistics, production, inspections,
document management, competencies, maintenance, audits, review, non-conformity management,
corrective actions, risk management and change management.

For the aerospace scope, when SCEN operates on requirements, drawings and technical data provided by
the customer, the design and development of the customer’s product is not included in the scope.

However, the control of technical information, management of authorized revisions, production configuration,
change management, control of procurement, quality inspections and release remain controlled.

02. REFERENCES

SCEN’s QMS uses ISO 9001 as its basic reference and is integrated, depending on the activities performed,
with the requirements of EN 9100 for the aerospace and defence sector and with the requirements of ISO
13485 and Regulation (EU) 2017/745 for medical devices.

SCEN also applies technical standards, criteria and internal process and product rules when required by the
customer or when necessary to ensure control and conformity.
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The system is managed as a single integrated system. Specific requirements are applied to the relevant
activities with a level of control, traceability and documented evidence proportionate to the criticality and
applicable requirements.

03. PROCESSES

SCEN manages the QMS through a process-based approach, defining for each process its purpose, inputs,
activities, outputs, responsibilities, control criteria, indicators and review methods, so that the interaction
between the different processes makes it possible to transform customer requirements and applicable
mandatory requirements into a compliant, verified and released product.

The process structure is defined by Management, which establishes guidelines, objectives, resources and
priorities based on the context, the needs of interested parties, the performance detected and the risks
identified, translating these elements into consistent operational planning and clearly assigned
responsibilities.

Sales management and requirements review collect and clarify customer requests, verify their feasibility,
identify technical, documentary and sector requirements and define the necessary operating conditions,
thereby creating a clear and controlled basis for planning, purchasing and subsequent product realization.

Purchasing and supplier management transform the applicable requirements into procurement specifications
and ensure the selection of suitable suppliers, while incoming inspection verifies the documentary and
physical conformity of supplies and ensures that anything intended for production is suitable or, where
necessary, correctly identified and segregated.

Production is carried out under controlled conditions, using authorized technical information, compliant
materials, operating instructions and defined process parameters, while in-process inspections and final
inspections make it possible to detect anomalies and keep the product status under control until release.

Release is subject to the availability of objective evidence of conformity and, where necessary, to the
formalized management of anomalies and related dispositions, while the management of non-conformities
and corrective actions ensures containment, root-cause analysis, implementation of defined actions and
verification of their effectiveness.

In support of the overall effectiveness of the system, cross-functional processes also operate, relating to
competencies, infrastructure and maintenance, measuring instruments, documented information, risk
management, change management, audits and review; together, these contribute to ensuring operational
stability, conformity and continuous improvement.

04. LEADERSHIP

Management ensures the effectiveness of the QMS, guaranteeing consistency between company guidelines,
objectives, resources and process control, and clearly defining responsibilities, authorities and roles that
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affect product conformity, with particular attention to release, anomaly management, change control and
document management.

SCEN promotes a culture focused on quality, responsibility and awareness of one’s role in company
processes, ensuring that personnel operate under controlled conditions and with adequate understanding of
the applicable requirements, while ethical commitment is reflected in transparency towards customers and
interested parties, rigorous management of non-conformities, protection of information and prevention of
conduct that could compromise conformity, reliability and trust.

Communications relevant to quality and conformity are managed according to criteria that ensure clarity,
timeliness and traceability, so that all significant information is correctly transferred to the functions
concerned and, when an anomaly may affect products already delivered or imminent deliveries, the need to
inform the customer and adopt the resulting measures is assessed in a structured manner, proportionate to
the criticality of the case.

05. PLANNING

SCEN defines objectives consistent with the policy and company guidelines, ensuring that they are
measurable, monitored and linked to process and product performance, so that the analysis of results
supports operational management, priority setting and Management Review.

Risk management is applied at system, process and, where necessary, product or activity level, using an
approach proportionate to the criticality and applicable requirements, so that, when the context requires
greater rigor, SCEN adjusts the level of control, traceability, document discipline and verification activities.

Changes that may affect the product, process or system are planned and assessed before implementation,
considering the impact on customer requirements, applicable mandatory requirements, planned controls and
any need to update documentation, so that, when a change affects acceptance criteria or required evidence,
appropriate verification or re-acceptance methods are defined.

Operational continuity is managed in a manner proportionate to the context and identified risks, taking into
account the availability of critical resources, procurement, logistics and other factors that may affect the
regularity of activities, with mitigation actions defined where necessary.

06. SUPPORT

SCEN determines and maintains the competencies necessary for activities that affect quality, managing
education and training in line with assigned roles and applicable requirements, so that verification of the
effectiveness of training activities supports process stability and personnel operational awareness.

Infrastructure and equipment are made available and maintained in suitable condition, while preventive and
corrective maintenance contributes to process continuity and stability; likewise, the work environment is
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controlled to ensure conditions compatible with product conformity, including, where necessary, ESD
management, product protection, operational order and segregation.

Monitoring and measuring equipment is identified, maintained and verified or calibrated at defined intervals
and, in the event of out-of-tolerance conditions or anomalies, SCEN assesses the impact on checks already
performed and defines the necessary actions on the instrument and on the product, maintaining appropriate
evidence and traceability of the decisions taken.

Control of documented information ensures that documents and technical data are correct, up to date and
available at points of use, while external documents, including customer specifications, drawings and
applicable standards, are managed in a controlled manner to ensure the use of authorized revisions; records
provide objective evidence of conformity and are retained according to criteria consistent with applicable
contractual and mandatory requirements.

07. CUSTOMER REQUIREMENTS

SCEN ensures that customer requirements are determined, understood and reviewed before accepting
activities, assessing in a structured manner the technical, documentary and sector aspects, internal capability
and planning constraints, in order to confirm feasibility and define clear and controlled operating conditions.

Requirements review makes it possible to precisely identify what is required by the customer and to transfer
these elements to the processes concerned, ensuring consistency between what is requested, what is
planned and what is produced, with particular attention to cases where additional prescriptions, specific
constraints or sector requirements are present.

When changes occur to requirements or technical data, SCEN manages these changes in a controlled
manner, verifying authorizations and impacts on production, inspections and delivery, and ensuring that
updated information is made available to the functions involved before its application.

08. SUPPLIERS

SCEN selects, evaluates and monitors suppliers according to the criticality of the supplies and the associated
risk, ensuring that purchasing requirements include the relevant technical and documentary characteristics
and, where applicable, the additional requirements requested by the customer or by the reference sector.

Procurement management ensures that applicable requirements are transferred to external suppliers in a
clear and controlled manner and that the required evidence is obtained, verified and made available as
necessary for product and process conformity.

Incoming inspection verifies the documentary and physical conformity of supplies and ensures that any
anomalies are managed through identification, segregation, traceability and resulting actions, including,
where appropriate, reassessment of supplier performance.
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Where applicable, in the aerospace and defence sector, SCEN strengthens controls over procurement
channels and supply traceability in order to reduce risks related to unsuitable or non-conforming materials.

09. PRODUCTION

SCEN plans and controls product realization by defining operational activities, responsibilities, acceptance
criteria and inspections, taking into account customer requirements, material availability and production
capacity, in order to adapt the level of control to the criticality of the work and to the applicable requirements.

Production is carried out under controlled conditions through the use of competent personnel, suitable
equipment, operating instructions and defined process parameters, ensuring the use of authorized technical
information and compliant materials throughout all realization phases.

SCEN applies product preservation measures during handling, processing, storage and packaging in order to
prevent damage, deterioration or alterations that could affect conformity and, when required by the type of
work or destination sector, also adopts proportionate measures to maintain operational order and prevent
undesired events that could compromise the product.

Production activities are supported by in-process inspections and final checks, defined in line with the
applicable requirements, in order to keep the product status under control and detect any anomalies before
release.

10. INSPECTIONS AND RELEASE

SCEN performs inspections at the various operational stages and on the finished product in accordance with
the applicable requirements, defining verification criteria and recording methods suitable for providing
objective evidence of conformity and promptly detecting any anomalies.

Inspections are planned and carried out in a manner proportionate to the criticality of the product, the work
performed and the applicable requirements, prioritizing, as far as compatible with the production
organization, the detection of anomalies at the earliest possible stages of the process.

Product release takes place only after the completion of the planned checks and the availability of the
required evidence of conformity, while, in the presence of non-conformities, it may take place exclusively on
the basis of a formalized and authorized disposition and, where necessary, after the required re-acceptance.

Where applicable, in the aerospace and defence sector, release also takes into account the completeness of
the documentation required by the customer, alignment with authorized revisions and the controlled
management of any concessions or deviations.
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11. TRACEABILITY

SCEN ensures identification of the product status throughout all operational phases and applies traceability
according to customer requirements, applicable mandatory requirements and product criticality, in order to
maintain control of the work performed and the associated evidence.

Traceability may include, where applicable, identification of the batch or serial number, linkage to the
materials used, significant process parameters and inspection records; for medical devices, where required,
it also includes management of the Unique Device Identification, UDI, in order to allow reconstruction of the
information relevant to product conformity.

SCEN also maintains control of technical data revisions and production configuration, ensuring that activities
are carried out on the basis of authorized and updated information and that changes affecting configuration
and requirements are managed in a controlled manner and consistently with what has been defined.

12. NON-CONFORMITIES

SCEN manages non-conformities detected internally, at incoming inspection or reported by the customer,
ensuring identification, containment, segregation, technical assessment and traceability, in order to prevent
unintended use or release of non-conforming materials and products.

The disposition of non-conforming material or product is defined by competent functions before execution
and may include rework, return to supplier, scrapping or other decisions consistent with the specific case,
with possible definition of the controls necessary for subsequent re-acceptance.

Corrective actions are initiated on the basis of root-cause analysis and are managed with defined
responsibilities and timeframes, ensuring the implementation of the established measures and verification of
their effectiveness, while information arising from non-conformities is used to prevent recurrence and
support system improvement.

13. PERFORMANCE

SCEN monitors customer satisfaction and QMS performance through the analysis of indicators, feedback,
complaints, punctuality, product quality and process trends, in order to have objective elements for assessing
system effectiveness and guiding operational decisions.

The data collected are analyzed at defined intervals and are used to identify deviations, trends, areas for
improvement and intervention priorities, in line with established objectives and applicable requirements.

Internal audits verify conformity with system requirements and the effectiveness of processes, while
Management Review assesses the overall suitability, adequacy and effectiveness of the QMS on the basis of
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the results achieved, the level of achievement of objectives, the outcomes of the checks performed, reports
received, non-conformities detected, corrective actions implemented, supplier performance, changes in the
context and any other element significant for improvement.

14. IMPROVEMENT

SCEN pursues continuous improvement of the QMS through data analysis, evaluation of results,
management of risks and opportunities and implementation of actions aimed at increasing process
effectiveness and the conformity of products and services.

Improvement initiatives are defined, planned and implemented in a controlled manner, taking into account
the causes of the critical issues detected, the trends emerging from performance and the need to adapt the
system, in order to ensure actions consistent with the operating context and applicable requirements.

When improvement involves operational, organizational or documentary changes, SCEN assesses their
impacts in advance, updates what is necessary and ensures implementation of the resulting actions,
including, where required, personnel training and verification of the effectiveness of the measures adopted.

15. ENVIRONMENT

SCEN considers the environmental aspects relevant to its context and to the expectations of interested
parties, adopting an approach proportionate to proper waste management, reduction of waste, conscious use
of resources and compliance with applicable environmental requirements.

When environmental or climate-related aspects may affect operational continuity or are relevant depending
on the applicable requirements, SCEN takes them into consideration in risk management and in the planning
of the related mitigation actions.

16. DEFINITIONS

QUALITY MANAGEMENT SYSTEM means the coordinated set of processes, rules, responsibilities, controls
and documented information through which SCEN manages applicable requirements and ensures the
conformity of products, services and activities performed.

MANDATORY REQUIREMENTS means the legal, regulatory and otherwise compulsory requirements
applicable to products, services, processes and the related operating context.

DOCUMENTED INFORMATION means the documents and records necessary to plan, perform, control and
demonstrate the effective implementation of activities and applicable requirements.

PRODUCT RELEASE means the formal authorization to make the product available only after completion of
the planned checks and the availability of objective evidence of conformity.

NON-CONFORMITY means the failure to meet an applicable requirement or a deviation from specifications,
acceptance criteria, documented prescriptions or expected requirements.

CONTAINMENT means the measures adopted to prevent unintended use, further processing or release of
non-conforming material or product and to limit its effects.
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Informazioni Legali: Questa comunicazione viene inviata in modo riservato ed esclusivo a clienti, fornitori, tecnici, installatori e collaboratori di SCEN S.r.|. e ad altri utenti che sono stati registrati
tramite il sito Internet, contatti, visite ed azioni di marketing. Ai sensi del Regolamento UE 2016/679, vi ricordiamo che i vostri dati vengono trattati ad uso interno dalla nostra azienda.
Legal Information: This communication is confidential and intended exclusively for clients, suppliers, technicians, installers, and collaborators of SCEN S.r.|. as well as other users who have been
registered through the website, contacts, visits, and marketing actions. In accordance with EU Regulation 2016/679, we remind you that your data is processed internally by our company.
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DISPOSITION means the formalized decision taken regarding the fate of non-conforming material or
product.

CORRECTIVE ACTION means the activities aimed at eliminating the cause of a non-conformity and reducing
or preventing its recurrence.

EFFECTIVENESS VERIFICATION means confirmation, based on objective evidence, that the actions
adopted have produced the expected results.

MANUFACTURER means the entity that designs or manufactures a device, or has it designed or
manufactured, and markets it under its own name or trademark, assuming responsibility for the purposes of
applicable conformity.

TRACEABILITY means the ability to reconstruct the history, identification, use and location of a product,
component, batch, series or related records through documented data and references.

COMPLAINT means any communication reporting alleged deficiencies relating to the identity, quality,
durability, reliability, usability, safety or performance of a product already released.

PLACING ON THE MARKET means the first making available of a product on the Union market, where
applicable to the relevant regulatory context.
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