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01 INTRGDUCTEON

Where science, reqgulatory expertise and practical industry

experience come together.

Included in this chapter:
About

Areas of Expertise



01

ABOUT

Chris Bacco

MPharm, MSc

Cosmetic Scientist
Regulatory Affairs Consultant

Christina Bakopoulou is a pharmacist and cosmetic scientist with extensive
experience spanning cosmetic formulation, laboratory management,
quality systems and cosmetic regulatory affairs, since 2007.

As the founder of Chris Bacco Laboratory, she combines scientific expertise
with practical industry experience, supporting cosmetic companies
throughout the product development lifecycle—from formulation review
and regulatory strategy to Product Information Files (PIF), Cosmetic
Product Safety Reports (CPSR), product notifications and scientific
documentation.

Her professional background integrates pharmaceutical sciences, cosmetic
technology, toxicological assessment, quality management and regulatory
compliance, allowing her to approach each project from both a scientific
and regulatory perspective.

Christina holds an Integrated Master in Pharmacy (Industrial) and a Master
of Science in Bioethics and continuously expands her expertise in modern
cosmetic safety assessment, toxicological evaluation and international
regulatory requirements. Her work is driven by scientific integrity,
regulatory precision and a commitment to helping clients develop
compliant, safe and technically robust cosmetic products.

Through Chris Bacco Laboratory, she provides independent scientific and
regulatory consulting to cosmetic companies seeking reliable, evidence-
based support for the European market and other selected international
jurisdictions.
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AREAS OF EXPERTISE

Regulatory Affairs

Cosmetic Regulatory Compliance « Regulatory Strategy * Product
Compliance & Market Readiness * Regulatory Gap Analysis « Label &
Claims Review ¢« Ingredient Compliance Review

Cosmetic Safety Assessment

Cosmetic Product Safety Reports (CPSR) *» Ingredient Risk Assessment
Toxicological Evaluation * Exposure Assessment

Product Information File (PIF)
PIF Preparation « PIF Review & Updating * Technical Documentation

Scientific & Regulatory Consulting

Scientific Opinions « Formula Regulatory Review « Active Ingredient
Assessment ¢ Literature Review * Regulatory Feasibility Assessment

Research & Development Support

Formulation Review * Formula Optimisation « Ingredient Selection
Claims Support Strategy « Stability Study Planning *« Challenge Test
Planning

Advanced Cosmetic Technologies

Botanical Extract Development ¢ Active Ingredient Development -
Cosmetic Raw Material Innovation ¢« Liposomal Delivery Systems -
Natural Active Ingredients * Sustainable Cosmetic Ingredients
Prototype Development

Quality Systems & Laboratory Compliance

ISO 22716 (Cosmetic GMP) * Quality Documentation « SOP Development -
Internal Quality Systems * Laboratory Compliance

Training & Professional Education

Regulatory Affairs Training « Cosmetic GMP (ISO 22716) Training
Quality Systems Training (ISO 9001 « ISO 14001 « ISO 45001) » Cosmetic
Workshops ¢« Scientific Lectures & Professional Seminars ¢ Tailored
Corporate Training Programmes
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02 SCEENRIFIC REGULATORY SERVICES

Supporting cosmetic companies throughout the product

lifecycle with scientific, regulatory and quality expertise.

Included in this chapter:

Regulatory Affairs

Cosmetic Safety Assessment

Product Information File (PIF)

Scientific & Regulatory Consulting

Research & Development Support

Quality Systems & Laboratory Compliance
Scientific Training & Professional Education
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SCIENTIFIC REGULATORY SERVICES

Regulatory Affairs

Providing independent regulatory and scientific support to cosmetic
companies throughout the product development process, ensuring
compliance with applicable legislation while supporting successful
market access.

Cosmetic Regulatory Compliance

European Union (EU)
Guidance on compliance with Regulation (EC) No. 1223/2009, supporting
cosmetic products throughout their regulatory lifecycle.

United Kingdom (UK)
Guidance on compliance with the UK Cosmetics Regulation, supporting
cosmetic products intended for the Great Britain market.

Switzerland
Guidance on compliance with the Swiss Ordinance on Cosmetics (CosO),
supporting cosmetic products intended for the Swiss market.

Regulatory Documentation Review
Independent review of regulatory documentation to assess completeness,
consistency and compliance with applicable cosmetic legislation.

Regulatory Strategy
Strategic regulatory planning for new product development, ingredient
selection, product positioning and market entry.

Product Compliance & Regulatory Readiness

Comprehensive evaluation of cosmetic products to identify regulatory
requirements prior to market launch, helping ensure documentation,
labelling and compliance are in place.
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SCIENTIFIC REGULATORY SERVICES

Regulatory Affairs

(continued)

Regulatory Due Diligence

Independent regulatory assessment of cosmetic products, technical
documentation and compliance status to support business decisions,
partnerships and product acquisitions.

International Market Entry Support

Regulatory guidance for cosmetic companies preparing products for
international markets, supporting regulatory documentation, compliance
strategy and market readiness.

Regulatory Gap Analysis

Independent review of existing technical documentation and regulatory
status to identify compliance gaps, potential risks and required corrective
actions before product commercialization.

Label & Claims Review
Scientific and regulatory review of cosmetic labels and marketing claims to
support compliance with applicable cosmetic legislation.

Ingredient & Formula Compliance Review

Scientific and regulatory evaluation of cosmetic ingredients and
formulations to identify compliance issues, regulatory restrictions and
formulation-related risks, supporting safe product development and
market readiness.

All regulatory services are provided independently and tailored to the
specific requirements of each product, project and applicable target
market legislation.

Jurisdictions Supported: Related Services
European Union (EU) Cosmetic Safety Assessment
United Kingdom (UK) PIF

Switzerland Product Notification
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SCIENTIFIC REGULATORY SERVICES

Cosmetic Safety Assessment

Providing independent scientific safety assessment services for
cosmetic products, supporting regulatory compliance and consumer
safety through evidence-based toxicological evaluation, risk
assessment and the application of contemporary New Approach
Methodologies (NAMs), where appropriate, in accordance with
applicable cosmetic legislation.

Cosmetic Product Safety Reports (CPSR)

Preparation, review and updating of Cosmetic Product Safety Reports (Part
A & Part B) in accordance with Regulation (EC) No. 1223/2009 and support
for equivalent cosmetic safety documentation required under other
applicable regulatory frameworks.

Ingredient Risk Assessment

Scientific assessment of cosmetic ingredients based on toxicological
profiles, regulatory status, exposure conditions and available scientific
evidence to support safe formulation development.

Toxicological Evaluation

Scientific evaluation and critical interpretation of toxicological data, SCCS
Opinions, published literature and other recognised scientific safety
resources to support cosmetic ingredient and product safety.

Exposure Assessment

Consumer exposure assessment based on intended product use,
application patterns and recognised scientific guidance, supporting the
overall cosmetic safety assessment process.

Margin of Safety (MoS) Assessment

Calculation and interpretation of the Margin of Safety (MoS) using
recognised toxicological principles to support ingredient and product
safety evaluation.
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SCIENTIFIC REGULATORY SERVICES

Cosmetic Safety Assessment

(continued)

Safety Data Review

Critical review and interpretation of scientific and technical
documentation, including Safety Data Sheets (SDS), Technical Data Sheets
(TDS), Certificates of Analysis (CoA), toxicological studies, available safety
information and supporting scientific evidence.

Advanced Toxicological Assessment

Integration of contemporary New Approach Methodologies (NAMs),
evidence-based toxicological evaluation and modern toxicological
approaches, where appropriate, to support cosmetic safety assessment
and regulatory decision-making.

Safety assessment services are provided independently and tailored to
the specific characteristics, intended use and regulatory requirements
of each cosmetic product and target market.

Related Services
Regulatory Affairs
PIF

Product Notification
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SCIENTIFIC REGULATORY SERVICES

Product Information File (PIF)

Providing independent preparation, review and lifecycle
management of Product Information Files (PIFs) and related
technical documentation, supporting regulatory compliance and
market readiness in accordance with applicable cosmetic legislation.

PIF Preparation

Preparation of Product Information Files (PIFs) in accordance with
Regulation (EC) No. 1223/2009, together with preparation and review of
equivalent technical documentation required under the UK Cosmetics
Regulation, the Swiss Ordinance on Cosmetics (CosO) and other applicable
cosmetic regulatory frameworks.

PIF Review & Updating

Independent review, updating and maintenance of existing Product
Information Files to ensure continued regulatory compliance, accuracy and
alignment with product lifecycle changes.

Technical Documentation

Preparation, organisation, review and maintenance of scientific and
technical documentation supporting cosmetic product compliance,
including formulation data, manufacturing information, stability
documentation, safety documentation, product claims support and other
supporting technical documentation.

Documentation Gap Analysis

Independent assessment of existing Product Information Files and
technical documentation to identify missing information, compliance gaps
and documentation requirements prior to product launch, regulatory
submission or regulatory review.

PIF and technical documentation services are provided independently
and tailored to the specific regulatory requirements of each cosmetic
product, its intended target market and the applicable legislation.
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SCIENTIFIC REGULATORY SERVICES

Scientific & Regulatory Consulting

Providing independent scientific and regulatory consulting services
to support evidence-based decision-making throughout the cosmetic
product development lifecycle, from concept evaluation to
regulatory compliance and market readiness.

Scientific Opinions

Preparation of independent scientific opinion reports based on current
scientific evidence, regulatory requirements and recognised guidance to
support product development, ingredient evaluation and regulatory
decision-making.

Formula Regulatory Review

Comprehensive scientific and regulatory evaluation of cosmetic
formulations to assess ingredient compliance, concentration limits,
regulatory restrictions and overall suitability for the intended target
market.

Active Ingredient Assessment

Scientific evaluation of cosmetic active ingredients, including mechanism
of action, regulatory status, safety considerations, scientific substantiation
and suitability for the intended cosmetic application.

Literature Review

Comprehensive review and critical appraisal of scientific literature, SCCS
Opinions, peer-reviewed publications and other recognised scientific
sources to support regulatory decisions, product development and claim
substantiation.

Regulatory Feasibility Assessment

Comprehensive review and critical appraisal of scientific literature, SCCS
Opinions, peer-reviewed publications and other recognised scientific
sources to support regulatory decisions, product development and claim
substantiation.
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SCIENTIFIC REGULATORY SERVICES

Scientific & Regulatory Consulting

(continued)

Scientific Claim Support

Scientific evaluation of available evidence to support cosmetic product
claims, ensuring that marketing claims are scientifically substantiated and
aligned with applicable cosmetic legislation.

Innovation Feasibility Assessment

Scientific and regulatory evaluation of innovative cosmetic concepts, novel
raw materials and advanced technologies to support research,
development and commercial feasibility.

Scientific and regulatory consulting services are provided independently
and tailored to the scientific objectives, requlatory requirements and
commercial goals of each project and target market.

Complementary Services
Regulatory Affairs

Cosmetic Safety Assessment
Research & Development Support
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SCIENTIFIC REGULATORY SERVICES

Research & Development Support

Providing independent scientific research and development support
for cosmetic products, combining formulation expertise, ingredient
innovation and regulatory considerations to facilitate the

development of safe, effective and market-ready cosmetic products.

Formula Development

Development of cosmetic formulations tailored to the intended product
concept, target market, performance objectives and applicable regulatory
requirements.

Formula Optimisation

Scientific optimisation of existing cosmetic formulations to improve
stability, functionality, safety, sensory characteristics and regulatory
compliance.

Ingredient Selection

Scientific selection and evaluation of cosmetic ingredients based on
functionality, compatibility, requlatory status, safety profile and
formulation objectives.

Active Ingredient Development

Scientific development and technical evaluation of novel and naturally
derived cosmetic active ingredients, supporting innovation, functionality,
safety and regulatory readiness for cosmetic applications.

Cosmetic Raw Material Innovation

Research and development of novel cosmetic raw materials and functional
ingredients, supporting cosmetic innovation, product differentiation and
next-generation formulation development.

Fragrance Development

Scientific and creative development of bespoke cosmetic fragrances and
olfactory concepts, supporting brand identity, formulation compatibility,
fragrance safety evaluation and regulatory compliance, including guidance
on the application of the IFRA Standards for cosmetic products.
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SCIENTIFIC REGULATORY SERVICES

Research & Development Support

(continued)

Botanical Extract Development

Scientific development and technical evaluation of botanical extracts
through evidence-based extraction approaches, supporting cosmetic
ingredient innovation, quality and regulatory readiness for cosmetic
applications.

Natural & Sustainable Cosmetic Ingredients

Research, development and scientific evaluation of naturally derived and
sustainable cosmetic ingredients, supporting cosmetic innovation,
functional performance, safety, regulatory readiness and environmentally
responsible product development.

Ingredient Technical Evaluation

Scientific evaluation and technical characterisation of cosmetic raw
materials, supporting product development, quality assessment, technical
documentation and regulatory readiness for cosmetic applications.

Ingredient Documentation Support

Preparation and review of technical documentation supporting cosmetic
raw materials, including technical specifications, recommended use,
supporting scientific information and documentation required for
downstream cosmetic product development.

Advanced Delivery Systems

Scientific research, development and optimisation of advanced cosmetic
delivery systems, including liposomal technologies and other scientifically
appropriate carrier strategies, designed to enhance ingredient stability,
delivery performance and formulation functionality according to project
objectives and technological feasibility.

Claims Support Strategy

Scientific support for the development of substantiated cosmetic product
claims through formulation design, ingredient selection and evidence-
based documentation.
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SCIENTIFIC REGULATORY SERVICES

Research & Development Support

(continued)

Stability Study Planning
Scientific planning of cosmetic stability studies to support product
development, shelf-life determination and regulatory documentation.

Challenge Test Planning

Scientific planning of microbiological challenge testing programmes in
accordance with recognised industry standards and product-specific
requirements.

Prototype & Proof-of-Concept Development

Laboratory-scale development and evaluation of cosmetic prototypes and
proof-of-concept formulations to assess scientific feasibility, formulation
performance and innovation potential prior to further optimisation and
commercial development.

Technology Transfer Support

Scientific support for the translation of laboratory-scale innovations into
technically feasible cosmetic products suitable for further development
and commercialisation.

R&D Strategy

Scientific planning of cosmetic research and development projects,
supporting experimental design, development strategy, project feasibility
and technical decision-making throughout the innovation process.

Research and development services are provided independently and
tailored to the scientific objectives, technical requirements and
regulatory considerations of each cosmetic product, ingredient and
innovation project.

Complementary Services
Scientific & Regulatory Consulting
Cosmetic Safety Assessment
Regulatory Affairs

Product Information File (PIF)
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SCIENTIFIC REGULATORY SERVICES

Quality Systems & Laboratory Compliance

Providing independent consulting services for the development,
implementation and continuous improvement of quality
management systems, supporting operational excellence, regulatory
compliance and sustainable laboratory performance in accordance
with internationally recognised standards.

ISO 22716 - Cosmetic Good Manufacturing Practices (GMP)

Scientific and technical support for the implementation, maintenance and
continuous improvement of Cosmetic Good Manufacturing Practices (ISO
22716), promoting consistent product quality and regulatory compliance.

ISO 9001 - Quality Management Systems

Support for the development, implementation and optimisation of Quality
Management Systems (ISO 9001), facilitating process effectiveness,
continuous improvement and customer satisfaction.

ISO 14001 - Environmental Management Systems

Scientific and technical support for the implementation of Environmental
Management Systems (ISO 14001), promoting sustainable laboratory and
manufacturing practices.

ISO 45001 - Occupational Health & Safety Management Systems
Support for the development and implementation of Occupational Health &
Safety Management Systems (ISO 45001), contributing to safe working
environments and risk-based organisational management.

Integrated Management Systems (IMS)

Development and optimisation of integrated management systems
combining quality, environmental and occupational health & safety
requirements into a unified operational framework.

Internal Audit Support

Planning, preparation and support for internal audits, including audit
documentation, findings evaluation, corrective action planning and
continuous improvement activities.
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SCIENTIFIC REGULATORY SERVICES

Quality Systems & Laboratory Compliance

(continued)

Quality Documentation

Preparation, review and optimisation of quality documentation, including
quality manuals, procedures, forms, records and supporting
documentation required for effective management system implementation.

SOP Development

Development, review and optimisation of Standard Operating Procedures
(SOPs) supporting laboratory operations, manufacturing processes, quality
assurance and regulatory compliance.

CAPA & Quality Improvement

Support for the investigation of nonconformities, root cause analysis,
implementation of Corrective and Preventive Actions (CAPA) and
continuous quality improvement initiatives.

Laboratory Compliance

Scientific and technical support for laboratory compliance, assisting
organisations in establishing quality systems, operational controls and
documentation aligned with applicable regulatory and quality standards.

Quality systems and laboratory compliance services are provided
independently and tailored to the operational objectives, organisational
needs and applicable quality and regulatory requirements of each
client.

Complementary Services

Training & Professional Education
Scientific & Regulatory Consulting
Research & Development Support

Chris Bacco Laboratory Professional Capability Statement Page 17



SCIENTIFIC REGULATORY SERVICES

Scientific Training & Professional Education

Providing scientific and professional training programmes tailored
to cosmetic companies, laboratories and industry professionals,
supporting regulatory competence, quality management and
continuous professional development.

Regulatory Affairs Training

Professional training covering cosmetic legislation, regulatory compliance,
product documentation, market requirements and regulatory best
practices for cosmetic products.

Cosmetic GMP Training (ISO 22716)

Training programmes focused on Cosmetic Good Manufacturing Practices
(ISO 22716), supporting effective implementation of GMP principles within
cosmetic manufacturing and laboratory environments.

Quality Management Systems Training

Professional training covering ISO 9001, ISO 14001, ISO 45001 and
Integrated Management Systems (IMS), supporting quality culture,
regulatory compliance and organisational excellence.

Cosmetic Safety Assessment Workshops

Scientific workshops covering cosmetic safety assessment principles,
toxicological evaluation, exposure assessment, Margin of Safety (MoS),
Product Information Files (PIFs) and Cosmetic Product Safety Reports
(CPSRs).

Scientific Lectures

Preparation and delivery of scientific lectures, seminars and educational
presentations covering cosmetic science, regulatory affairs, quality
systems and emerging scientific developments.

Laboratory Staff Training

Training of laboratory and manufacturing personnel in quality systems,
Good Manufacturing Practices (GMP), documentation practices and
regulatory compliance.

Chris Bacco Laboratory Professional Capability Statement Page 18



SCIENTIFIC REGULATORY SERVICES

Scientific Training & Professional Education

(continued)

Custom Corporate Training

Tailor-made training programmes designed according to the scientific,
regulatory and operational requirements of cosmetic companies,
laboratories and professional organisations.

Training programmes are developed according to the educational
objectives, scientific background and professional requirements of each
organisation or audience.

Complementary Services

Quality Systems & Laboratory Compliance
Scientific & Regulatory Consulting
Regulatory Affairs
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03 WORKING WITH US

A transparent and collaborative approach from initial

discussion to project delivery.

Included in this chapter:
How we Work

Markets Supported

Our Professional Principles
Working Arrangements
Commercial Information

Chris Bacco Laboratory Professional Capability Statement Page 20



WORKING WITH US

How We Work

Every project is managed through a structured and transparent
workflow, ensuring clear communication, scientific integrity,
confidentiality and efficient project execution.

Initial Discussion
Initial consultation to understand the project objectives, reqgulatory
requirements, scientific challenges and expected deliverables.

Confidentiality Agreement (NDA)

Execution of a Non-Disclosure Agreement (NDA), where required, to ensure
the confidentiality and protection of proprietary information prior to
project commencement.

Scope Definition
Definition of the project scope, deliverables, timelines, responsibilities and
required documentation to establish a clear framework for collaboration.

Proposal

Preparation of a tailored technical and commercial proposal outlining the
agreed scope of work, project milestones, estimated timelines and
professional fees.

Project Agreement
Formal confirmation of the agreed scope, timelines, deliverables and
commercial terms prior to project initiation.

Project Execution

Execution of the project in accordance with the agreed scope, applying
scientific, regulatory and quality management principles while maintaining
regular communication throughout the collaboration.

Custom Corporate Training

Delivery of the agreed documentation, scientific reports and project
outputs, together with post-delivery clarification and technical support
where applicable.
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WORKING WITH US

How We Work

(continued)

Each project is managed independently and tailored to the specific
scientific, requlatory and business objectives of the client, ensuring a
professional, transparent and collaborative working relationship.

Working Languages
English
Greek

Project Delivery

Remote Collaboration
Online Meetings

Secure Document Exchange
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WORKING WITH US

Markets Supported

Regulatory, scientific and technical consulting services are provided
to support cosmetic companies preparing products for the following
markets. Services are tailored to the applicable regulatory
framework and project-specific requirements.

European Union (EU)

Support for cosmetic products intended for the European Union market in
accordance with Regulation (EC) No. 1223/2009 and related regulatory
requirements.

United Kingdom (Great Britain)

Support for cosmetic products intended for the Great Britain market in
accordance with the UK Cosmetics Regulation and applicable post-Brexit
regulatory requirements.

Switzerland

Support for cosmetic products intended for the Swiss market in accordance
with the Swiss Ordinance on Cosmetics (CosO) and applicable Swiss
regulatory requirements.

Support for additional international markets may be provided upon
project evaluation and subject to the applicable requlatory framework.
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WORKING WITH US

Our Professional Principles

Every project is delivered with a commitment to scientific excellence,
regulatory integrity and professional responsibility. The following
principles guide every collaboration:

Independent Scientific Advice
Objective, evidence-based scientific opinions developed with professional
independence and integrity.

Evidence-Based Decision Making
Recommendations supported by current scientific literature, recognised
guidance documents and applicable regulatory requirements.

Regulatory Integrity
Commitment to regulatory compliance, ethical professional practice and
scientifically justified decision-making.

Confidentiality
Strict protection of confidential information, proprietary formulations and
client intellectual property throughout every project.

Scientific Objectivity
Independent scientific assessments based on available evidence, without
commercial bias or unsupported claims.

Transparent Communication
Clear communication regarding project scope, timelines, deliverables,
limitations and professional fees.

Tailored Project Approach
Every project is approached individually, taking into account the scientific
objectives, regulatory requirements and commercial goals of each client.

Continuous Professional Development

Commitment to continuous education and keeping pace with evolving
scientific knowledge, cosmetic legislation and modern toxicological
approaches.
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WORKING WITH US

Working Arrangements

Every project is individually evaluated to ensure that the proposed
scope, deliverables and level of scientific support are tailored to the
specific requirements of the client.

Individual Project Quotations

Each project is assessed individually and quoted according to its scientific
complexity, regulatory requirements, scope of work and expected
deliverables.

Flexible Consulting Models

Consulting services are available on a project basis or through hourly
scientific consulting, depending on the nature and duration of the
assignment.

Confidentiality

Non-Disclosure Agreements (NDAs) are available upon request and are
recommended whenever confidential information, proprietary formulations
or intellectual property are involved.

International Collaboration
Remote collaboration with cosmetic companies, manufacturers,
laboratories and regulatory teams worldwide.

Project Scope

The scope of each project, expected deliverables, timelines and
responsibilities are agreed before project initiation to ensure transparency
and efficient collaboration.

Professional Fees
Professional fees are determined according to the scientific complexity,
regulatory requirements and scope of each individual project.

Payment Terms
Payment terms are defined within each project proposal prior to project
commencement.
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WORKING WITH US

Commercial Information

Every project is evaluated individually to ensure that the proposed
scope of work, deliverables and professional support accurately
reflect the scientific complexity, regulatory requirements and
commercial objectives of the assignment.

Individual Project Quotations

Each project is assessed individually and quoted according to its scientific
complexity, regulatory requirements, scope of work and expected
deliverables.

Flexible Consulting Models

Consulting services are available on a project basis or through hourly
scientific consulting, depending on the nature and duration of the
assignment.

Confidentiality

Non-Disclosure Agreements (NDAs) are available upon request and are
recommended whenever confidential information, proprietary formulations
or intellectual property are involved.

International Collaboration
Remote collaboration with cosmetic companies, manufacturers,
laboratories and regulatory teams worldwide.

Project Scope

The scope of each project, expected deliverables, timelines and
responsibilities are agreed before project initiation to ensure transparency
and efficient collaboration.

Flexible Consulting Models

Consulting services are available through project-based assignments or
hourly scientific and regulatory consulting, depending on the nature,
scope and duration of the collaboration.

Payment Terms

Payment terms are defined within each project proposal prior to project
commencement.
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WORKING WITH US

How We Work

(continued)

Project Proposal

A detailed technical and commercial proposal is provided before the
commencement of every project, ensuring a clear understanding of the
agreed scope of work, deliverables, timelines and commercial conditions.

The level of scientific support is tailored to the specific needs of each
project, ensuring proportionate, practical and scientifically robust
solutions.
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