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O1 INTRODUCTION

Complife Academy: Bridging the gap between idea & business

Drawing on the extensive expertise and cross-disciplinary experience of
Complife Group professionals, Complife Academy is born today: a dedicated
hub for training and professional development in the Medical Device,

Cosmetics, and Nutraceutical sectors.

In a landscape where regulations, interpretations, and market expectations
evolve rapidly, training means not only acquiring clear knowledge but also
knowing how to apply and manage it over time to ensure and demonstrate the

safety, efficacy, and compliance of your products.

For this reason, Complife Academy offers a pragmatic and strategic approach:
training built on real cases, analytical data, and daily consultancy, transforming

complexity into concrete decisions.

The 2026 Training Catalog combines regulatory affairs, quality, testing
strategies, and scientific best practices, providing the essential tools to position
yourself optimally in both local and international markets.
We invite you to explore the Complife Academy offering, structured into three
main areas:

« Medical Device

« Cosmetics

o Nutraceuticals

We are ready to provide you with all the support you need.

Committed to Science. Committed to you.



02 AVAILABLE COURSES

With Complife Academy’s training programs, you learn to manage compliance
and turn it into a competitive advantage. Bring to market products that are

safe, effective, and future-ready.

We believe that training should adapt to your challenges, not the other way

around.

For this reason, every course in this catalog can be customized to your
company'’s needs. Moreover, we are ready to co-design tailor-made training
paths, developing specific topics beyond those listed here, to address every

technical or regulatory requirement with precision.
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02 AVAILABLE COURSES | YEX“A

DEVICE

“Regulatory core” line: Core regulatory expertise in the MD field
This line provides the essential skills to confidently navigate MDR/IVDR and
establish a solid, audit-ready compliance framework. It is designed for RA/QA
Managers, PRRCs, designers, and professionals involved in the device lifecycle.
Objective: reduce regulatory risks, strengthen document governance, and

prevent non-compliance.

COURSES:

-

4

ABSTRACT: This course addresses the practical management of

regulatory obligations under the MDR, with a focus on responsibilities,
document flows, and the required checks throughout the supply chain.
Special attention is given to the most common errors observed during

audits and inspections.
STRUCTURE: 8-hour course.

ABSTRACT: This course focuses on the practical application of the IVDR,
analyzing key requirements and the main differences compared to the
previous framework. It provides operational tools for planning a

compliance roadmap for IVD devices.
STRUCTURE: 8-hour course.


https://www.complifegroup.com/academy-course/mdr-eu-2017-745-operational-management-of-regulatory-obligations/
https://www.complifegroup.com/academy-course/mdr-eu-2017-745-operational-management-of-regulatory-obligations/
https://www.complifegroup.com/academy-course/ivdr-reg-ue-2017-746-implementation-and-gap-analysis/
https://www.complifegroup.com/academy-course/ivdr-reg-ue-2017-746-implementation-and-gap-analysis/

AVAILABLE COURSES | VEoea

DEVICE

ABSTRACT: This course examines how to effectively integrate the PRRC
role into company quality and regulatory processes. It provides practical
guidance on decision-making flows, shared responsibilities, and

interactions with other functions involved in the device lifecycle.
STRUCTURE: 8-hour course.

ABSTRACT: This course offers a practical approach to the preparation
and updating of technical documentation, using operational checklists
and real-life case studies. It is designed to support companies in
maintaining compliance throughout the entire device lifecycle.
STRUCTURE: 8-hour course.

ABSTRACT: This course is dedicated to the practical management of
UDI requirements and the use of EUDAMED, with a focus on processes,
modules, and information flows required by the MDR. Through
examples and hands-on simulations, it provides concrete guidance to

prevent common errors and ensure proper device traceability.
STRUCTURE: 8-hour course.


https://www.complifegroup.com/academy-course/prrc-integrating-the-role-into-company-processes/
https://www.complifegroup.com/academy-course/technical-documentation-for-mdr-and-ivdr-preparation-updating-and-content-control/
https://www.complifegroup.com/academy-course/technical-documentation-for-mdr-and-ivdr-preparation-updating-and-content-control/
https://www.complifegroup.com/academy-course/udi-eudamed-processes-modules-and-practical-requirements/
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DEVICE

“Advanced Hot Topics” line: Digital, cybersecurity, & compliance
An advanced offering for professionals tackling the most current challenges of
digital innovation applied to medical devices. This line focuses on cybersecurity,
medical software, and emerging global regulations, such as the Al Act. It is
designed for RA/QA professionals, IT specialists, product owners, and

developers operating in complex international contexts.

COURSES:

-

(

ABSTRACT: This course explains how to address and prevent the main
cyber threats affecting medical devices and medical software, analyzing
European regulatory requirements and international regulatory
expectations. It provides practical tools to develop defensive strategies,
manage incidents, and demonstrate compliance in multi-market
contexts.

STRUCTURE: 8-hour course.

ABSTRACT: This course examines the impact of the Al Act in the field of
medical devices, with a focus on the interactions between MDR, GDPR,
and the Al Act. It provides a strategic perspective to correctly interpret
the application of artificial intelligence in the management of digital

solutions.
STRUCTURE: 8-hour course.


https://www.complifegroup.com/academy-course/cybersecurity-for-medical-devices-including-software-and-ivds/
https://www.complifegroup.com/academy-course/ai-act-software-as-a-medical-device-compliance-assessment-and-strategies/
https://www.complifegroup.com/academy-course/ai-act-software-as-a-medical-device-compliance-assessment-and-strategies/

Q

02 AVAILABLE COURSES | ME“A

DEVICE

“Quality System & Process Excellence” line

This line trains professionals to lead robust quality systems, support complex
audits, and enhance process efficiency in accordance with ISO 13485. It is
designed for Quality Managers, internal auditors, process owners, and plant
operators. The focus is on building an audit-proof, prevention-oriented

organization.

COURSES:

-

(

ABSTRACT: This course provides a structured and practical overview of
the internal audit process for medical device quality systems, in
accordance with ISO 13485 and ISO 19011. It focuses on the preparation,
execution, and management of internal audits, with emphasis on evidence

collection, non-conformities, and follow-up actions.
STRUCTURE: 8-hour course.

AABSTRACT: This course provides a practical interpretation of ISO
13485 requirements applied to the daily management of the Quality
System. It focuses on process integration, functional responsibilities, and
maintaining compliance over time, with particular attention to audits and
inspections.

STRUCTURE: 8-hour course.


https://www.complifegroup.com/academy-course/iso-13485-quality-systems-audit-methodology-and-operational-practice-according-to-iso-13485/
https://www.complifegroup.com/academy-course/iso-13485-quality-systems-audit-methodology-and-operational-practice-according-to-iso-13485/
https://www.complifegroup.com/academy-course/iso-134852016-operational-management-of-the-quality-system/
https://www.complifegroup.com/academy-course/iso-134852016-operational-management-of-the-quality-system/
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ABSTRACT: This course provides an in-depth overview of the structured
management of changes, non-conformities, and CAPAs as key elements
of the Quality System. It offers practical tools to prevent recurrence,
enhance the effectiveness of corrective actions, and strengthen the
preventive approach required by ISO 13485.

STRUCTURE: 8-hour course.

ABSTRACT: This course focuses on supplier management in the Medical
Device sector, with emphasis on audits, Quality Technical Agreements
(QTA), and regulatory responsibilities across the supply chain. It analyzes
common critical issues, real-life case studies, and the expectations of
Notified Bodies regarding supplier control.

STRUCTURE: 8-hour course.

ABSTRACT: This course provides a practical approach to cleanroom
management, with particular focus on maintenance, calibration, and
validation activities. It is designed to support regulatory compliance and
audit readiness, minimizing the risk of non-conformities related to

controlled environments.

STRUCTURE: 8-hour course.


https://www.complifegroup.com/academy-course/supply-chain-suppliers-audits-qta-and-regulatory-responsibilities/
https://www.complifegroup.com/academy-course/supply-chain-suppliers-audits-qta-and-regulatory-responsibilities/
https://www.complifegroup.com/academy-course/cleanrooms-maintenance-calibration-and-validation/
https://www.complifegroup.com/academy-course/change-control-capa-and-non-conformity-management/

Q
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DEVICE

“International Markets & Export Compliance” line

Designed for companies that export or plan to export MD/IVD, this line helps

navigate the requirements of major international regulatory authorities and

global traceability standards. It is intended for RA Export professionals, QA

Managers, and commercial managers. Objective: avoid costly errors, accelerate

market access, and reduce the risk of rejections or warning letters.

COURSES:

ABSTRACT: This course provides a practical guide to FDA requirements
applicable to medical devices, focusing on the Quality System
Regulation (QSR) and cGMP. Through real-life examples and audit
simulations, it helps identify the most common critical issues and
effectively prepare for FDA inspections.

STRUCTURE: 4-hour course.

ABSTRACT: This course provides an in-depth overview of ANVISA
regulatory requirements for accessing the Brazilian market, with
particular focus on the required documentation and audit expectations.
It offers practical guidance and best practices to manage compliance in

the South American context and avoid delays or rejections.
STRUCTURE: 4-hour course.


https://www.complifegroup.com/academy-course/fda-qsr-cgmp-21-cfr-820-how-to-prepare-for-a-us-audit/
https://www.complifegroup.com/academy-course/brazil-compliance-rdc-665-2022-anvisa/

AVAILABLE COURSES | VEoea
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ABSTRACT: This course examines the MDSAP program as a key tool for
achieving simultaneous compliance across participating international
markets. It provides practical guidance on preparing for the audit,
implementing a compliant quality system, managing evidence, and
minimizing the risk of non-conformities across different regulatory
contexts.

STRUCTURE: 4-hour course.

ABSTRACT: This course provides a step-by-step guide to implementing
the UDI system in major markets (EU, USA, and Brazil), clarifying
requirements, differences, and impacts on company processes. It offers a
practical focus on workflows, data management, and critical points to
reduce errors and ensure compliant traceability.

STRUCTURE: 4-hour course.

ABSTRACT: This course provides an essential overview of FDA
requirements for accessing the US market, focusing on roles,
responsibilities, and basic obligations needed to navigate the certification
process and obtain marketing authorization for medical devices. It is
designed to support companies in the initial stages of entering the US
market, helping to reduce early errors and regulatory challenges.
STRUCTURE: 4-hour course.


https://www.complifegroup.com/academy-course/mdsap-what-it-is-and-how-to-successfully-prepare-for-an-mdsap-audit/
https://www.complifegroup.com/academy-course/mdsap-what-it-is-and-how-to-successfully-prepare-for-an-mdsap-audit/
https://www.complifegroup.com/academy-course/udi-system-step-by-step-operational-guide-europe-usa-brazil/
https://www.complifegroup.com/academy-course/usa-fda-fundamentals-of-export-compliance-for-md/

Q
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DEVICE

ABSTRACT: This course introduces the key regulatory requirements for
placing medical devices on the Canadian market, focusing on the role of
Health Canada and the basic obligations necessary to navigate the
registration process. It provides practical guidance to correctly operate
within the Canadian system and avoid errors during the initial stages of
market entry.

STRUCTURE: 4-hour course.

“Special Processes and Technical Compliance” line

This line provides in-depth coverage of design, special process validations,
sterilization, and medical software management—critical areas requiring
specialized expertise to prevent audit obstacles and post-market issues. It is
designed for R&D professionals, designers, process technicians, and QA

personnel, with a focus on design robustness and technical compliance.

COURSES:

e

ABSTRACT: This course provides an in-depth overview of Design
Control applied to medical devices according to ISO 13485 and MDSAP
requirements, focusing on structured design, traceability, and impact on
technical documentation. It offers practical guidance to make the design
process robust and audit-ready.

STRUCTURE: 8-hour course.


https://www.complifegroup.com/academy-course/canada-fundamentals-of-export-compliance-for-medical-devices/
https://www.complifegroup.com/academy-course/canada-fundamentals-of-export-compliance-for-medical-devices/
https://www.complifegroup.com/academy-course/design-control-according-to-iso-13485-mdsap-robust-and-audit-ready-design/
https://www.complifegroup.com/academy-course/design-control-according-to-iso-13485-mdsap-robust-and-audit-ready-design/

AVAILABLE COURSES | VEoea
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ABSTRACT: This course is dedicated to the management and validation of
medical software in accordance with ISO/TR 80002-2, focusing on risks,
required controls, and audit expectations. It provides practical tools for
document verification and the integration of software into the Quality
System.

STRUCTURE: 8-hour course.

ABSTRACT: This course addresses the validation of sterile packaging
according to ISO 11607-1/2 and GMP requirements, analyzing
approaches, testing methods, and the most common critical issues. It
focuses on the practical evaluation of the standard and the correct
procedures to ensure sterile barrier integrity.

STRUCTURE: 8-hour course.

ABSTRACT: This course provides a comprehensive analysis of the
sterilization process, from parameter definition to sterile barrier
validation. It focuses on the correct process setup, required

documentation, and the most common issues observed during audits.
STRUCTURE: 8-hour course.


https://www.complifegroup.com/academy-course/sterile-packaging-validation-according-to-iso-11607-and-gmp/
https://www.complifegroup.com/academy-course/sterilization-process-and-its-validation-up-to-the-sterile-barrier/
https://www.complifegroup.com/academy-course/medical-software-management-and-validation-according-to-iso-tr-80002-2/
https://www.complifegroup.com/academy-course/medical-software-management-and-validation-according-to-iso-tr-80002-2/

AVAILABLE COURSES | VEoea
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ABSTRACT: This course provides an in-depth overview of the main

sterilization methods using steam and ionizing radiation, focusing on
regulatory requirements, process controls, and validation activities. It
offers practical guidance to ensure compliance and prevent technical

and regulatory non-conformities.
STRUCTURE: 8-hour course.

ABSTRACT: This course explores the principles of Human Factors
Engineering applied to medical devices, focusing on usability
requirements and their integration into technical documentation. It is

oriented toward the practical application of these requirements.
STRUCTURE: 8-hour course.

ABSTRACT: This course is dedicated to the safety requirements,
essential performance, and electromagnetic compatibility of medical
electrical equipment and systems within the scope of EN 60601-1. It
provides an in-depth overview of the requirements necessary to
demonstrate compliance with the IEC 60601-1 standard.
STRUCTURE: 8-hour course.


https://www.complifegroup.com/academy-course/usability-of-medical-devices-requirements-and-practical-application/
https://www.complifegroup.com/academy-course/usability-of-medical-devices-requirements-and-practical-application/
https://www.complifegroup.com/academy-course/iec-60601-1-safety-of-electromedical-devices-and-conformity-testing/
https://www.complifegroup.com/academy-course/iec-60601-1-safety-of-electromedical-devices-and-conformity-testing/
https://www.complifegroup.com/academy-course/sterilization-steam-and-ionizing-radiation/

. .
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"Post-Market & Clinical Evaluation” line

A line dedicated to PMS and vigilance processes, which are increasingly central
under MDR and IVDR. Designed for RA/QA professionals, PRRCs, quality teams,

and customer service personnel, its objective is to establish effective

surveillance systems, reduce the risk of incidents, and ensure impeccable

documentation management during inspections.

COURSES:

ABSTRACT: This course provides a practical guide to organizing a Post-
Market Surveillance system in accordance with the MDR, focusing on
roles, information flows, and best practices. It includes a hands-on
session dedicated to setting up the PMS Plan and integrating it into
company processes.

STRUCTURE: 8-hour course.

ABSTRACT: This course provides an in-depth overview of complaint
management and vigilance reporting, analyzing regulatory
requirements, timelines, and responsibilities, with a focus on MDR (EU)
2017/745 and IVDR (EU) 2017/746. Through practical exercises, it offers
operational guidance for correctly preparing reports and managing
responses to Competent Authorities.

STRUCTURE: 8-hour course.


https://www.complifegroup.com/academy-course/post-market-surveillance-pms-organization-best-practices-and-incident-reporting/
https://www.complifegroup.com/academy-course/post-market-surveillance-pms-organization-best-practices-and-incident-reporting/
https://www.complifegroup.com/academy-course/complaint-management-regulatory-reporting-and-vigilance/

02 AVAILABLE COURSES | YEX“A
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ABSTRACT: This course provides an in-depth overview of ISO 18969
requirements for the planning and management of Clinical Evaluation
activities in accordance with the MDR. It offers practical guidance to
structure a systematic clinical evaluation process and integrate it into the

post-market surveillance system throughout the device lifecycle.
STRUCTURE: 8-hour course.


https://www.complifegroup.com/academy-course/iso-18969-clinical-evaluation-and-post-market-clinical-follow-up-pmcf/
https://www.complifegroup.com/academy-course/iso-18969-clinical-evaluation-and-post-market-clinical-follow-up-pmcf/

02 AVAILABLE COURSES | cosmerics
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Microplastics: Definitions, restrictions, and new notifications

ABSTRACT: A technical analysis of Regulation 2023/2055 to understand
the definition of microplastics and the associated reporting and
notification obligations. The course will also explore the regulatory
context outside the EU (Switzerland and California) and discuss potential

testing strategies and alternative solutions.
STRUCTURE: 4-hour course.

Sunscreens: Formulation, testing strategies, and regulatory
context

ABSTRACT: This course provides a comprehensive overview of sun
protection, analyzing the impact of UVA/UVB radiation and the
biological mechanisms of photoprotection. Through a technical and
practical approach, it examines cutting-edge formulation strategies, the
effectiveness of UV filters, and the most current testing methodologies.
The course also includes an in-depth review of the international
regulatory framework and the latest technological innovations shaping
the sector.

STRUCTURE: 8-hour course.

Skin Microbiome: The invisible ecosystem of the skin

ABSTRACT: Discover how microbiome balance influences skin health,
based on the latest evidence from the Complife university research
team. The seminar will present advanced clinical studies and innovative
testing methodologies to support truly relevant product claims that
demonstrate the protection and care of the skin ecosystem.
STRUCTURE: 4-hour course.


https://www.complifegroup.com/academy-course/microplastics-definitions-restrictions-and-new-notifications/
https://www.complifegroup.com/academy-course/sunscreens-formulation-testing-strategies-and-regulatory-context/
https://www.complifegroup.com/academy-course/sunscreens-formulation-testing-strategies-and-regulatory-context/
https://www.complifegroup.com/academy-course/skin-microbiome-the-invisible-ecosystem-of-the-skin/

02 AVAILABLE COURSES | cosmerics

ABSTRACT: An analysis of the technical and legislative requirements
necessary for placing cosmetic products on the market in the EU, UK,
USA, Canada, and China. Our consultants will highlight the main
regulatory differences between markets, providing a comprehensive

overview to help plan compliance processes on a global scale.
STRUCTURE: 4-hour course.

ABSTRACT: A technical analysis of Proposition 65, with particular focus
on the criteria for determining the presence of substances exceeding
the safe harbor limits. The course examines the implications of California
regulations, highlighting differences with Regulation (EC) 1223/2009,
and provides guidance on labeling rules and required toxicological
assessments to ensure the safety of products marketed in California.
STRUCTURE: 4-hour course.


https://www.complifegroup.com/academy-course/global-regulatory-the-international-regulatory-landscape-of-the-cosmetic-market/
https://www.complifegroup.com/academy-course/global-regulatory-the-international-regulatory-landscape-of-the-cosmetic-market/
https://www.complifegroup.com/academy-course/california-proposition-65-compliance-obligations-for-cosmetic-products/
https://www.complifegroup.com/academy-course/california-proposition-65-compliance-obligations-for-cosmetic-products/

02 AVAILABLE COURSES | cosmerics
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Regulatory framework for fragrances and perfume ingredients:
IFRA standards, allergens, and safety assessment

ABSTRACT: An advanced technical analysis of the regulatory framework
for fragrances and perfume ingredients, with a focus on IFRA standards,
ingredient restrictions, and allergens. The course examines plant-based
and synthetic raw materials as well as essential oils, with particular
attention to chemical composition, substance classification, and local
and systemic toxicological assessments, to ensure product safety and
secure access to international markets.

STRUCTURE: 4-hour course.

Cosmetovigilance: Adverse event management and compliance

ABSTRACT: From regulatory foundations to procedural obligations
under EU, UK, and US regulations, with a focus on implementing an
effective quality system for managing adverse events and serious
undesirable effects. The program covers operator responsibilities, case
collection and evaluation methods, PIF updates, and staff training,
providing practical guidance for accurate reporting and communication
with Competent Authorities.

STRUCTURE: 4-hour course.


https://www.complifegroup.com/academy-course/regulatory-framework-for-fragrances-and-perfume-ingredients-ifra-standards-allergens-and-safety-assessment/
https://www.complifegroup.com/academy-course/regulatory-framework-for-fragrances-and-perfume-ingredients-ifra-standards-allergens-and-safety-assessment/
https://www.complifegroup.com/academy-course/cosmetovigilance-adverse-event-management-and-compliance/

02 AVAILABLE COURSES | SosMeTcs
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ABSTRACT: Translating a technical report into marketing concepts is a
key step in transforming experimental data, regulatory constraints, and
scientific rationale into clear, credible, and market-ready value
messages. This course introduces a practical framework to convert
laboratory evidence and technical documentation (claims substantiation,
instrumental and clinical studies, stability and compatibility data, safety
assessment, and regulatory compliance) into a structured hierarchy of
consumer benefits, while maintaining accuracy, traceability, and
compliance.

STRUCTURE: 4-hour course.

ABSTRACT: This course provides a clear overview of Regulation (EU)
2025/40 (PPWR) on packaging and packaging waste, which introduces
harmonized rules at the European level. It presents the objectives,
structure, and main obligations of the regulation, offering practical tools
to understand the operational impacts and compliance timelines for

economic operators.
STRUCTURE: 6-hour course.


https://www.complifegroup.com/academy-course/testing-and-marketing-synergies-in-building-the-evidential-support/
https://www.complifegroup.com/academy-course/testing-and-marketing-synergies-in-building-the-evidential-support/
https://www.complifegroup.com/academy-course/ppwr-regulation-the-future-of-sustainable-packaging/

02 AVAILABLE COURSES | SosMeTcs
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NUTRACEUTICALS

Novel Food: Regulatory framework and testing strategies

ABSTRACT: This course provides an operational overview of the
European regulatory framework for Novel Foods, with a focus on testing
strategies supporting safety assessment. It begins with a preliminary
analysis to determine whether a food or ingredient falls under
Regulation (EU) 2015/2283, then explores the authorization procedure
and the tools available to operators for preparing and submitting the
authorization dossier. The various categories of Novel Foods are
examined in relation to applicable requirements and the types of studies
needed. Significant attention is given to testing strategies supporting

safety assessment within the authorization process.
STRUCTURE: 4-hour course.

Beauty Claims & In-Out: Between cosmetics and nutraceuticals

ABSTRACT: This course explores the “In & Out” approach as an
integrated strategy between cosmetics and dietary supplementation,
with particular focus on Beauty Claims. It examines the regulatory
framework applicable to claims in both dietary supplements and
cosmetics, and the importance of the required scientific support.
Through publications and case studies, the course illustrates how to
design and structure integrated clinical studies capable of
demonstrating the efficacy of combined treatments, highlighting their
value in the beauty sector.

STRUCTURE: 4-hour course.


https://www.complifegroup.com/academy-course/novel-food-regulatory-framework-and-testing-strategies/
https://www.complifegroup.com/academy-course/beauty-claims-in-out-between-cosmetics-and-nutraceuticals/

03 FREE WEBINARS

Free monthly webinars: Staying up-to-date has never been easier

Every month, Complife Academy offers free webinars dedicated to professionals
in the Medical Device, Cosmetic, and Nutraceutical sectors, providing timely

updates on regulatory changes and highly relevant technical aspects.

The webinars are live-streamed, with a practical, action-oriented approach, and

include opportunities for direct interaction with our experts and guest speakers.
Why attend Complife Academy’s free webinars:

Timely updates on the most relevant regulatory changes and guidelines;

Operational approach, offering insights that can be applied immediately;

Live Q&A with experts, providing clarification on real cases or specific
doubts:

Flexible format, designed for professionals who want to stay updated even

with limited time.

Check out the up-to-date webinar schedule directly on our website.


https://www.complifegroup.com/academy/webinar-academy/
https://www.complifegroup.com/academy/webinar-academy/

03 FREE WEBINARS i

Regulatory Agenda: The most anticipated event of the year | 5 Feb

The Regulatory Agenda is a concise, clear, and practical overview of the year’s
key deadlines, obligations, and requirements, with a focus on MDR, IVDR,
vigilance, certifications, transitions, and all activities necessary for manufacturers

to ensure uninterrupted market access for their devices.
A must-attend event for:

|dentifying critical points of the year in advance;

Efficiently organizing internal RA/QA activities;

Avoiding documentation delays or non-conformities;

Preparing for audits or certificate and derogation expirations;

Gaining a unified view of national and international updates.

The webinar program is continuously evolving: new topics and in-depth
sessions will be revealed each quarter, ensuring content is always up-to-date

and aligned with the needs of the industry.



04 E-LEARNING TRAINING

E-Learning Training: Learn anytime, anywhere

Alongside live training, Complife Academy offers a new e-learning video platform
designed to provide always-accessible, up-to-date, and highly flexible training
content.

You can follow recorded video lessons on the core topics of Regulatory & Quality
in the Medical Device sector, as well as content specific to the Cosmetic and
Nutraceutical markets.

The lessons are developed by our experts and designed for those who want to

learn independently, at their own pace, without calendar constraints.

What our e-learning training offers:
« Immediate access to video courses anytime, anywhere;
« Short, practical lessons focused on topics that are truly useful in the
workplace;
 Exercises, educational materials, and downloadable operational resources;
o Certificate of completion at the end of the course;
« Constant content updates based on regulatory changes.
Who benefits from it:
« Professionals seeking a solid foundation before attending more advanced
courses;
« New employees in RA/QA departments needing rapid onboarding;
« Companies looking to integrate asynchronous modules into internal training
plans;
« Those who want timely updates without attending live sessions.
Why choose it:
E-learning is the solution for those who need continuous, accessible, high-quality

training, without sacrificing an intuitive and engaging learning experience.



05 SPECIALIZED PROGRAMS | Meoea

DEVICE

Advanced Master in regulatory disciplines (12th Edition) and
Specialized MDR course (9th Edition)

In the medical device sector, regulatory training requires a structured, up-to-
date, and progressive approach. Our two programs—the Advanced Master in
regulatory disciplines and the Specialized MDR course—share the same
modular architecture, built on years of experience, and are both AICQ-SICEV

qualified.
The difference lies in the scope of the training pathway:

« The Advanced Master includes the full set of 10 modules, providing a
comprehensive, multidisciplinary, and strategic preparation, ideal for those
aspiring to responsible RA/QA roles.

« The MDR course brings together the core modules required by Regulation
(EU) 2017/745, focusing on the essential operational skills needed for

documentary and procedural compliance.

One common platform, two levels of depth, a single objective: to train

professionals capable of supporting the entire lifecycle of a medical device.

SiCevV

Sistema di Certificazione e Valutazione


https://www.complifegroup.com/academy-course/advanced-master-program-in-regulatory-affairs-12th-edition/
https://www.complifegroup.com/academy-course/mdr-specialized-course-9th-edition/
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Advanced Master in regulatory disciplines (12th Edition) and
Specialized MDR course (9th Edition)
Program 2026 Advanced Specialized MDR
module Edition Master course
Regulatory Activities 7 may J
Management

MDR (EU) 2017/745 — Medlical
Device Regulation

28 may

MDR (EU) 2017/745 - Person
Responsible for Regulatory 11 june
Compliance (PRRC)

MDR (EU) 2017/745 -
Economic Operators

25 june

MDR (EU) 2017/745 — Technical

Documentation and General 9 july
Safety and Performance

Requirements

MDR (EU) 2017/745 -

Clinical Evaluation 23 july

MDR (EU) 2017/745 -
Post-Market Surveillance 10 september

A N N N N S

EN ISO 14971:2019/A11:2021 -
Risk Management Applled to 24 september
Medical Devices

Medical Devices Usability 22 october

Communication and Advertising
in the Medical Sector: Rules, 5 november
Limits, and Opportunities

A N N U U N R A


https://www.complifegroup.com/academy-course/regulatory-activities-management/
https://www.complifegroup.com/academy-course/regulatory-activities-management/
https://www.complifegroup.com/academy-course/mdr-eu-2017-745-medical-device-regulation/
https://www.complifegroup.com/academy-course/mdr-eu-2017-745-medical-device-regulation/
https://www.complifegroup.com/academy-course/mdr-eu-2017-745-person-responsible-for-regulatory-compliance-prrc/
https://www.complifegroup.com/academy-course/mdr-eu-2017-745-person-responsible-for-regulatory-compliance-prrc/
https://www.complifegroup.com/academy-course/mdr-eu-2017-745-person-responsible-for-regulatory-compliance-prrc/
https://www.complifegroup.com/academy-course/mdr-eu-2017-745-economic-operators/
https://www.complifegroup.com/academy-course/mdr-eu-2017-745-economic-operators/
https://www.complifegroup.com/academy-course/mdr-eu-2017-745-economic-operators/
https://www.complifegroup.com/academy-course/mdr-eu-2017-745-economic-operators/
https://www.complifegroup.com/academy-course/mdr-eu-2017-745-technical-documentation-and-general-safety-and-performance-requirements/
https://www.complifegroup.com/academy-course/mdr-eu-2017-745-technical-documentation-and-general-safety-and-performance-requirements/
https://www.complifegroup.com/academy-course/mdr-eu-2017-745-technical-documentation-and-general-safety-and-performance-requirements/
https://www.complifegroup.com/academy-course/mdr-eu-2017-745-technical-documentation-and-general-safety-and-performance-requirements/
https://www.complifegroup.com/academy-course/mdr-eu-2017-745-clinical-evaluation/
https://www.complifegroup.com/academy-course/mdr-eu-2017-745-clinical-evaluation/
https://www.complifegroup.com/academy-course/mdr-eu-2017-745-clinical-evaluation/
https://www.complifegroup.com/academy-course/mdr-eu-2017-745-post-market-surveillance/
https://www.complifegroup.com/academy-course/mdr-eu-2017-745-post-market-surveillance/
https://www.complifegroup.com/academy-course/mdr-eu-2017-745-post-market-surveillance/
https://www.complifegroup.com/academy-course/mdr-eu-2017-745-post-market-surveillance/
https://www.complifegroup.com/academy-course/en-iso-149712019-a112021-risk-management-applied-to-medical-devices/
https://www.complifegroup.com/academy-course/en-iso-149712019-a112021-risk-management-applied-to-medical-devices/
https://www.complifegroup.com/academy-course/en-iso-149712019-a112021-risk-management-applied-to-medical-devices/
https://www.complifegroup.com/academy-course/medical-device-usability/
https://www.complifegroup.com/academy-course/communication-and-advertising-in-the-medical-sector-rules-limits-and-opportunities/
https://www.complifegroup.com/academy-course/communication-and-advertising-in-the-medical-sector-rules-limits-and-opportunities/
https://www.complifegroup.com/academy-course/communication-and-advertising-in-the-medical-sector-rules-limits-and-opportunities/
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Mode of delivery

The programs are delivered via live streaming on a dedicated platform, with the
opportunity for direct interaction with the instructor. Each lesson alternates
theoretical explanation, regulatory analysis, real case studies, and discussion
sessions. The sessions are enriched with practical examples, operational

checklists, and updated materials.

Lesson schedule
Lessons are held from 9:30 AM to 5:30 PM, according to the updated program
calendar. Each module is scheduled to facilitate participation of busy

professionals and ensure continuity in the learning process.

Included benefits

« Access to the digital platform with all educational materials (slides,
reference regulations, operational tools);

« Recording of individual lessons, when permitted, available for a limited
period for personal review;

« Direct line to instructors for questions on the content covered,;

« Exclusive participant group for in-depth discussion, updates, and post-
lesson exchanges;

o Final certificate verifying acquired skills.

For the Advanced Master only: a pre-exam coaching session is provided, and

the program concludes with the final exam discussion (thesis).
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Participation fee

Advanced Master in regulatory disciplines:
Complife Group Clients — €2,770 | Non-Clients — €3,700

Specialized MDR course (EU) 2017/745:
Complife Group Clients — €1,800 | Non-Clients — €2,400

Fees are exclusive of VAT.

Do you want to focus on just one specific topic included in the two

programs? No problem.

Each session of the Master and the MDR Course can also be attended as a
single seminar, with full access to the live lesson, educational materials, and
final certificate. This option allows you to build a personalized learning path,
selecting only the topics most relevant to your role or company, without

committing to the full program.

Ideal for:
 Quickly updating knowledge on a specific aspect of the MDR;
 Receiving training on a single topic;

« Integrating a targeted module into the company training plan.

Choose the seminar you need, when you need it. Dates correspond to the

official program calendar.

Participation fee for single seminars:
Complife Group Clients — €435 | Non-Clients — €580

Fees are exclusive of VAT.



UPDATE AND NETWORKING
06 EVENTS

Live Sessions: The value of sharing

At Complife, we believe that excellent training is not only about studying but
also grows from direct interaction and the exchange of perspectives. Our live
events are designed to provide timely updates on market developments, while

also offering a privileged space for networking among industry professionals.
Our must-attend annual event returns this year:

MDG - MedGenerAction: our long-standing meeting dedicated to the Medical
Device sector, a consolidated reference point that has guided companies

through regulatory challenges for years.
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MDG - MedGenerAction: The annual Summit for Medical Device
professionals

MDG — MedGenerAction is the annual summit organized by Complife,
dedicated to professionals operating in the Medical Device and IVD sectors.
Over the years, it has become a key reference point for Regulatory Affairs,
Quality Management, PRRCs, technical managers, and all Economic Operators

involved in the device lifecycle.

Designed to create a unique opportunity for discussion, networking, and high-
level training, MDG brings together national and international experts,
competent authorities, notified bodies, and industry representatives to discuss
regulatory developments, future scenarios, and the most current market

challenges.

Why Attend:

« Stay up-to-date on the European and global regulatory landscape;

« Gain strategic insights on topics with high impact for manufacturers;

« Attend expert presentations, roundtables, and multidisciplinary
contributions;

« Engage in high-quality networking with professionals, companies, and
sector stakeholders;

« Join an exclusive community event designed to share experiences,

challenges, and practical solutions.

A must-attend event, this year expands to two days.
30 September 2026 and 1 October 2026, Bologna
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