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Introduction 

As a member of the European Union (EU), Lithuania follows EU legislation for the regulation of medicines, medical 

devices, and novel foods, as well as International Council for Harmonization of Technical Requirements for 

Pharmaceuticals for Human Use (ICH) guidelines. 

This document applies the Technology Readiness Level framework to the regulatory environment in the European 

Union, clarifying Lithuanian institutions that may be involved in the pathway to market access. 

 

Technology Readiness Level Scale 

The Technology Readiness Level (TRL) Scale is a widely used tool that maps a product’s development from idea 

(TRL 1) to market entry (TRL 9 or 10, depending on the framework): 

Diagram of Technology Readiness Levels 

 

Sample diagram demonstrating Technology Readiness Levels. Based off of Maurelli et al.1 

 

Applying the TRL framework to medicines, medical devices, and novel foods allows innovators and regulators to 

align on the innovation’s maturity and the tests required to advance the product, such as the specific studies 

required in order to start preclinical and clinical trials. The frameworks below intend to provide a general overview 

of the regulatory pathway aligned with TRLs. 

 

 

 

1 https://www.frontiersin.org/journals/veterinary-science/articles/10.3389/fvets.2020.580649/full 
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Medicinal Products 

This framework encompasses medicinal products intended for human use, including advanced therapeutic 

medicinal products (ATMPs), biologics, small molecules, generic drugs, herbal products, orphan medicines, and 

others. 

It is essential to note that the development of medicines is an iterative process and varies depending on the type of 

product, trials conducted, and other factors. Therefore, regulatory steps are generalized to provide a simplified 

overview of the pathway.  

Medical Devices 

Medical devices are defined as products or equipment intended for a medical purpose, in which the primary mode of 

action is not achieved via pharmacological, immunological, or metabolic means. In vitro diagnostic medical devices 

are used outside the body to examine specimens, such as blood or tissue, to provide information on a disease state, 

predict treatment response, or guide clinical decisions.2 

Medical devices in this section refer to both medical devices under the Medical Device Regulation (MDR) and in 

vitro diagnostic devices under the In Vitro Diagnostic Devices Regulation (IVDR). 

Novel Foods 

Novel foods in the EU are defined as “food that had not been consumed to a significant degree by humans in the EU 

before 15 May 1997”. This includes new varieties or cultivars of existing foods, foods produced from new sources, 

and foods produced through innovative technologies, such as biomass fermentation, precision fermentation, or 

cellular agriculture. Foods that are traditionally eaten outside of the EU but not consumed to a “significant degree” 

before the cut-off date are also included in this definition.3  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

2 https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/user-guide-micro-small-medium-sized-

enterprises_en.pdf 

3 https://food.ec.europa.eu/food-safety/novel-food_en 



4. SOLUTION

TRL 7: PHASE II CLINICAL TRIALS

TRL 8: REGULATORY SUBMISSION 

Identify what unmet need the product will fill
Identify similar products and what kinds of clinical trials/timelines
they followed
Regulatory familiarization

TRL 6: PHASE I CLINICAL TRIALS

www.reallygreatsite.com

TRL 1: BASIC PRINCIPLES OBSERVED

TRL 2: PRODUCT DEVELOPMENT
PLAN 

TRL 4: DEMONSTRATE PROOF OF
CONCEPT

MEDICINES REGULATORY
PATHWAY

TECHNOLOGY READINESS LEVELS

Define intended use
Identify who the product is for (clinicians, patients)
Where the product is intended to be marketed (EU, US, APAC,
LATAM, etc.)

Develop Product Development Plan
Create Target Product Profile

TRL 3: INITIAL PROOF OF CONCEPT
Limited in-vitro and in-vivo research models are carried out to set the
initial proof of concept 
Identification of required regulatory pathway - refer to Appendix

Preclinical studies to identify and assess potential safety and toxicity
problems, adverse events, and side effects 
Preclinical pharmacology and toxicology studies 

Phase III clinical trials are conducted to demonstrate safety and
efficacy
GMP manufacturing process is finalized
Marketing Authorization Application is prepared and submitted to the
relevant authority

Phase II clinical trials are conducted to demonstrate initial safety and
efficacy, proof of concept, dose selection
GMP manufacturing process is scaled and validated

Further development of drug candidate
GLP safety and toxicity studies in animal model systems
Develop clinical protocols for Phase I clinical testing

TRL 5: ADVANCED
CHARACTERIZATION OF CANDIDATE

Conduct further GLP studies for toxicology, pharmacology, and
immunogenicity
Prepare and submit an application to conduct clinical trials through
the Clinical Trials Information System (CTIS)
Phase I clinical trial conducted to demonstrate initial safety
GMP pilot lot production

TRL 9: APPROVAL AND CLINICAL USE
Marketing authorization is granted by the respective regulatory body
following scientific assessment
Pharmacovigilance

https://euclinicaltrials.eu/


Appendix

Centralized procedure: Submit the Marketing Authorization
Application to the European Medicines Agency

National, decentralized, or mutual recognition procedures:
Submit the application to the State Medicines Control Agency

Post-Authorization

Product Development Plan: Detailed roadmap of the
development strategy, including quality plan, non-clinical plan,
clinical development plan, and chemistry, manufacturing, and
controls (CMC) strategy

NIH Product Development Plans, Checklists, and Target
Product Profiles

Target Product Profile (TPP): Defined framework including
patient population, primary endpoints, and safety/efficacy related
characteristics

WHO Target Product Profile Directory

Directive 2001/83/EC 
EMA Authorization of Medicines
Law on Ethics of Biomedical Research
EU Clinical Trials Register
Clinicaltrials.gov
EMA’s Medicine Finder
Regulatory Considerations for Human Medicine
Development

Regulatory and Clinical Familiarization

Product Development Plan

National Regulatory Authorities: 
Lithuanian Bioethics Committee, the State Medicines Control
Agency, and the State Food and Veterinary Service may be
involved for approvals of some trials, such as animal studies
The State Medicines Control Agency offers scientific advice

Universities: Various services offered, such as: 
Opportunities to rent laboratory space and equipment

Services at Vilnius University 
Conducting animal studies

Hospitals: Opportunities to conduct clinical trials
Vilnius University Hospital Santaros Klinikos - Research
Innovation Reports
The Hospital of Lithuanian University of Health Sciences
Kauno Klinikos

Contract Developing and Manufacturing Organizations
(CDMOs):

Northway Biotech: Delivers end-to-end gene therapy and
biologics CDMO services, including cell line development,
analytical methods development, and formulation
development

Resources for Conducting Trials

Regulatory Submission

Overview of Pharmacovigilance
Products that fall under the scope of the EU Joint Clinical
Assessment (JCA) will require submission for a clinical
assessment before national-level reimbursement decisions

https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/obtaining-eu-marketing-authorisation-step-step
https://vvkt.lrv.lt/en/marketing-authorisation/
https://www.niaid.nih.gov/research/product-development-plans-checklists-and-target-product-profiles
https://www.niaid.nih.gov/research/product-development-plans-checklists-and-target-product-profiles
https://seed.nih.gov/sites/default/files/2023-12/Creating-Target-Profile-for-New-Drug-Products.pdf
https://www.who.int/tools/target-product-profile-database
https://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2001:311:0067:0128:en:PDF
https://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2001:311:0067:0128:en:PDF
https://www.ema.europa.eu/en/about-us/what-we-do/authorisation-medicines
https://e-seimas.lrs.lt/portal/legalAct/lt/TAD/83d798e0c21111ec9f0095b4d96fd400?jfwid=spnhjcj0n
https://www.clinicaltrialsregister.eu/
https://clinicaltrials.gov/
https://www.ema.europa.eu/en/medicines
https://www.ema.europa.eu/en/documents/presentation/presentation-legal-basis-and-types-approvals-s-prilla_en.pdf
https://www.ema.europa.eu/en/documents/presentation/presentation-legal-basis-and-types-approvals-s-prilla_en.pdf
https://bioetika.lrv.lt/en/biomedical-research/issuing-approval-to-conduct-biomedical-research/
https://vvkt.lrv.lt/en/clinical-trials-341/#:~:text=Authorisation%20of%20a%20clinical%20trial%20on%20medicinal%20products%20shall%20be,registration%20of%20the%20valid%20application.
https://vvkt.lrv.lt/en/clinical-trials-341/#:~:text=Authorisation%20of%20a%20clinical%20trial%20on%20medicinal%20products%20shall%20be,registration%20of%20the%20valid%20application.
https://vmvt.lrv.lt/lt/veiklos-sritys/gyvunu-sveikata-ir-gerove/gyvunu-gerove/bandomieji-gyvunai/
https://vvkt.lrv.lt/en/marketing-authorisation/advice-to-applicants-and-pre-submission-meetings/
https://www.vu.lt/verslui/inovacijos-ir-moksliniai-tyrimai/mtep-iranga-ir-paslaugos/paslaugos
https://www.santa.lt/clinical-trials/
https://www.santa.lt/science-and-innovation/
https://www.santa.lt/science-and-innovation/
https://www.kaunoklinikos.lt/mokslas-ir-studijos/biomedicininiai-tyrimai/
https://www.kaunoklinikos.lt/mokslas-ir-studijos/biomedicininiai-tyrimai/
https://www.ema.europa.eu/en/human-regulatory-overview/pharmacovigilance-overview
https://health.ec.europa.eu/health-technology-assessment/implementation-regulation-health-technology-assessment/joint-clinical-assessments_en
https://health.ec.europa.eu/health-technology-assessment/implementation-regulation-health-technology-assessment/joint-clinical-assessments_en
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Additional Resources

Approval Procedures

Centralized
Procedure

National
Procedure

Decentralized
Procedure

Mutual
Recognition
Procedure

Definition

A single
application is
submitted to the
European
Medicines
Agency (EMA). If
approved, the
medicine
receives a single
EU-wide
marketing
authorization.

Used to obtain
marketing
authorization in
one country only.
Applications are
submitted to the
national authority
of a single
EU/EEA country.

A procedure for
approval in which
the product has
not yet been
approved in EU or
EEA countries. A
Reference
Member State
(RMS) evaluates
the application
and shares it with
Concerned
Member States
(CMSs). If all
agree,
authorization is
granted in each
CMS.

Used for
medicines
already
authorized in
one EU/EEA
country. The
Reference
Member State
shares the
dossier with
Concerned
Member States,
which agree to
recognize the
authorization.

Scope
All EU/EEA
countries

One country only

Only selected
countries who are
involved in the
application

Only selected
countries who
are involved in
the application

Applying for SME Status - EMA: Allows companies to
receive financial assistance, access to SME briefing
meetings, etc. 
SME User Guide 
Innovation Task Force Briefing meetings with EMA: Free of
charge meetings held virtually, take place before scientific
advice

Provide special support with artificial intelligence (AI),
advanced therapy medicinal products (ATMPs),
antimicrobial resistance

PRIority MEdicines (PRIME) scheme for human medicines:
An initiative that provides support for the development of
medicines that target an unmet medical need

Targeted towards researchers and companies that
have demonstrated proof-of-principle

Orphan drug designation: Medicines intended to diagnose,
prevent or treat life-threatening or serious and debilitating
conditions that are rare
Directive 2001/83/EC 
EMA Authorization of  Medicines
Conditional marketing authorization: Fast-track approval of
a medicine that fulfills an unmet need
EMA Pre-authorization Guidance
National Competent Authorities
EMA Guidelines on Combination Products 

https://www.lakemedelsverket.se/en/permission-approval-and-control/marketing-authorisation/mutual-recognition-procedure
https://www.lakemedelsverket.se/en/permission-approval-and-control/marketing-authorisation/mutual-recognition-procedure
https://www.lakemedelsverket.se/en/permission-approval-and-control/marketing-authorisation/mutual-recognition-procedure
https://www.ema.europa.eu/en/about-us/support-smes/applying-sme-status
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/user-guide-micro-small-medium-sized-enterprises_en.pdf
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/innovation-task-force-briefing-meetings
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/prime-priority-medicines
https://www.ema.europa.eu/en/human-regulatory-overview/orphan-designation-overview
https://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2001:311:0067:0128:en:PDF
https://www.ema.europa.eu/en/about-us/what-we-do/authorisation-medicines
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/conditional-marketing-authorisation
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/pre-authorisation-guidance
https://www.ema.europa.eu/en/partners-networks/eu-partners/eu-member-states/national-competent-authorities-human
https://www.ema.europa.eu/en/quality-documentation-medicinal-products-when-used-medical-device-scientific-guideline


4. SOLUTION

TRL 7: REGULATORY SUBMISSION

TRL 8: REGISTRATION AND LISTING

Identify unmet clinical need
Regulatory familiarization 
Scientific literature evaluation: Identify similar productss, what
kinds of trials/tests were completed 

TRL 6: PROTOTYPE TESTING

www.reallygreatsite.com

TRL 1: BASIC PRINCIPLES OBERVED

TRL 2: CONCEPT FORMULATION

TRL 4: PROTOTYPE DEVELOPMENT

MEDICAL DEVICE
REGULATORY PATHWAY

TECHNOLOGY READINESS LEVELS

Define intended use
Identify who the product is for (clinicians, patients)
Where the product is intended to be marketed (EU, US,
APAC, LATAM, etc.)

Determine if the product is a medical device

TRL 3: PROOF OF CONCEPT
Initial proof of concept demonstrated
Preliminary risk and hazard analysis
Determine classification and identify preliminary regulatory
pathway

Done by the manufacturer
Possible to consult with the State Accreditation Service for
Health Care Activities for clarification

Proof of concept and safety of the device is demonstrated in
vitro, ex vivo, or in vivo conditions (as necessary)
Initiate technical documentation 
Begin Quality Management System (QMS) activies

Until EUDAMED is mandatory, Lithuanian-based
manufacturers/authorized representatives must register devices
with the State Accreditation Service for Health Care Activities and
receive written confirmation before placing on the market

Safety/efficacy evaluated under relevant field conditions
Conformity assessment is completed either by the manufacturer
(lowest classes for MDR and IVDR) or the Notified Body
The manufacturer or authorized representative applies a
Conformité Européenne (CE) mark

Formalize QMS in preparation for clinical investigation
Prepare application for clinical trials if required

Apply to the State Accreditation Service for Health Care
Activities (VASPVT)

TRL 5: VERIFICATION AND
APPLICATION FOR CLINICAL TRIALS

Prototype is demonstrated in an operational environment
Clinical performance studies (if required) after approval from the
State Accreditation Service for Health Care Activities and the
Lithuanian Bioethics Committee
Collection of clinical and operational data
QMS fully implemented 

TRL 9: CLINICAL USE
Post-market surveillance and vigilance

https://bioetika.lrv.lt/en/biomedical-research/authorisation-of-clinical-trials-with-medical-devices/
https://bioetika.lrv.lt/en/biomedical-research/authorisation-of-clinical-trials-with-medical-devices/
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MDR Classifications IVDR Classifications

Class I, Class IIa, Class IIb, Class III 
Unless the medical device is a Class I,
custom made medical device all classes
(including Class I sterile device, Class I with
measuring function and Class I reusable
device) require conformity assessment
carried out by an EU Notified Body.
There are no notified bodies in Lithuania,
therefore consult list of notified bodies under
Regulation (EU) 2017/745 on medical
devices

Class A, Class B, Class C, Class D
Unless IVD is a Class A, non-sterile device,
it will require conformity assessment carried
out by an EU Notified Body
There are no notified bodies in Lithuania,
therefore consult list of notified bodies under
Regulation (EU) 2017/746 on in vitro
diagnostic medical devices

Application for clinical trials: The manufacturer applies directly
to the State Accreditation Service for Health Care Activities

More information and documents needed
Registration of the device with the State Accreditation
Service for Health Care Activities (until EUDAMED is
mandatory):

Required forms for registration
Registration process: ~ 20 working days

Post-Authorization

Factsheet for Class I Medical Devices 
Guidance on Classification of Medical Devices
Factsheet for Manufacturers of in vitro diagnostic medical
devices
Guidance on Classification Rules for in vitro Diagnostic
Medical Devices under Regulation (EU) 2017/746
Clarifications for in vitro diagnostic medical devices
If the device involves personal data, the GDPR applies -
GDPR Checklist
If the device uses AI, it is subject to the EU AI Act (High-level
summary by the Future of Life Insitute)
Guidance on borderline between medical devices and
medicinal products under Regulation (EU) 2017/745 on
medical devices
EMA Guidelines on combination products

Medical Device Regulation (MDR): Regulation (EU) 2017/745
In Vitro Diagnostic Medical Devices Regulation (IVDR):
Regulation (EU) 2017/746
Law on Ethics of Biomedical Research
EUDAMED database
Clinicaltrials.gov

Regulatory and Clinical Familiarization

Determination and Classification

Technical Documentation: Includes risk analysis, usability
considerations, and preliminary design controls

Refer to Annex II and III of the Medical Device Regulation 
Conformity assessment: Completed either by the manufacturer
(for lowest risk classes) or by a Notified Body

Documentation and Assessment

Application and Registration

Guidance on Periodic Safety Update Report (PSUR)
According to Regulation (EU) 2017/745 (MDR)
PMS and PSUR Requirements Under the European MDR
Products that fall under the scope of the EU Joint Clinical
Assessment (JCA) will require submission for a clinical
assessment before national-level reimbursement decisions

https://health.ec.europa.eu/medical-devices-topics-interest/notified-bodies-medical-devices_en
https://webgate.ec.europa.eu/single-market-compliance-space/notified-bodies/notified-body-list?filter=legislationId:34,notificationStatusId:1
https://webgate.ec.europa.eu/single-market-compliance-space/notified-bodies/notified-body-list?filter=legislationId:34,notificationStatusId:1
https://webgate.ec.europa.eu/single-market-compliance-space/notified-bodies/notified-body-list?filter=legislationId:34,notificationStatusId:1
https://health.ec.europa.eu/medical-devices-topics-interest/notified-bodies-medical-devices_en
https://webgate.ec.europa.eu/single-market-compliance-space/notified-bodies/notified-body-list?filter=legislationId:35,notificationStatusId:1
https://webgate.ec.europa.eu/single-market-compliance-space/notified-bodies/notified-body-list?filter=legislationId:35,notificationStatusId:1
https://webgate.ec.europa.eu/single-market-compliance-space/notified-bodies/notified-body-list?filter=legislationId:35,notificationStatusId:1
https://vaspvt.lrv.lt/lt/medicinos-priemones-pagal-es-direktyvas/klinikiniai-tyrimai-su-medicinos-priemone-ir-veiksmingumo-tyrimai/
https://bioetika.lrv.lt/en/biomedical-research/authorisation-of-clinical-trials-with-medical-devices/
https://vaspvt.lrv.lt/lt/paslaugos/prasymai-paraiskos/medicinos-priemones-pagal-es-direktyvas-1/
https://vaspvt.lrv.lt/lt/medicinos-priemones-pagal-es-direktyvas/registravimas/
https://health.ec.europa.eu/system/files/2021-07/md_mdcg_2021_factsheet-cl1_en_0.pdf
https://health.ec.europa.eu/document/download/cbb19821-a517-4e13-bf87-fdc6ddd1782e_en?filename=mdcg_2021-24_en.pdf
https://health.ec.europa.eu/document/download/82c113e2-7876-4405-9f5f-b2799c2f6a25_en?filename=ivd_manufacturers_factsheet_en.pdf
https://health.ec.europa.eu/document/download/82c113e2-7876-4405-9f5f-b2799c2f6a25_en?filename=ivd_manufacturers_factsheet_en.pdf
https://health.ec.europa.eu/document/download/12f9756a-1e0d-4aed-9783-d948553f1705_en?filename=md_mdcg_2020_guidance_classification_ivd-md_en.pdf
https://health.ec.europa.eu/document/download/12f9756a-1e0d-4aed-9783-d948553f1705_en?filename=md_mdcg_2020_guidance_classification_ivd-md_en.pdf
https://www.medtecheurope.org/wp-content/uploads/2020/05/clinical-evidence-requirements-ivdr-ebook-v3-medtech-europe-2023.pdf
https://eur-lex.europa.eu/eli/reg/2016/679/oj/eng
https://gdpr.eu/checklist/
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32024R1689
https://artificialintelligenceact.eu/high-level-summary/
https://artificialintelligenceact.eu/high-level-summary/
https://health.ec.europa.eu/document/download/b5a27717-229f-4d7a-97b1-e1c7d819e579_en?filename=mdcg_2022-5_en.pdf
https://health.ec.europa.eu/document/download/b5a27717-229f-4d7a-97b1-e1c7d819e579_en?filename=mdcg_2022-5_en.pdf
https://health.ec.europa.eu/document/download/b5a27717-229f-4d7a-97b1-e1c7d819e579_en?filename=mdcg_2022-5_en.pdf
https://www.ema.europa.eu/en/quality-documentation-medicinal-products-when-used-medical-device-scientific-guideline
https://eur-lex.europa.eu/eli/reg/2017/745/oj/eng
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02017R0746-20250110
https://e-seimas.lrs.lt/portal/legalAct/lt/TAD/83d798e0c21111ec9f0095b4d96fd400?jfwid=spnhjcj0n
https://ec.europa.eu/tools/eudamed/#/screen/home
https://clinicaltrials.gov/
https://eur-lex.europa.eu/eli/reg/2017/745/oj/eng
https://europa.eu/youreurope/business/product-requirements/compliance/conformity-assessment/index_en.htm
https://europa.eu/youreurope/business/product-requirements/compliance/conformity-assessment/index_en.htm
https://health.ec.europa.eu/document/download/a7df24c3-d4a3-4218-a8e0-726febfa01c2_en?filename=mdcg_2022-21_en.pdf
https://health.ec.europa.eu/document/download/a7df24c3-d4a3-4218-a8e0-726febfa01c2_en?filename=mdcg_2022-21_en.pdf
https://www.emergobyul.com/sites/default/files/2024-04/PMS-and-PSUR-Requirements-Under-European-MDR.pdf
https://health.ec.europa.eu/health-technology-assessment/implementation-regulation-health-technology-assessment/joint-clinical-assessments_en
https://health.ec.europa.eu/health-technology-assessment/implementation-regulation-health-technology-assessment/joint-clinical-assessments_en


TRL 7: RISK ASSESSMENT PHASE

TRL 8: AUTHORIZATION 

Identify target food category and assess novelty
Regulatory familiarization and scientific literature review

TRL 6: REGULATORY SUBMISSION

www.reallygreatsite.com

TRL 1: BASIC PRINCIPLES OBSERVED

TRL 2: CONCEPT FORMULATION

TRL 4: PRODUCT TESTING

NOVEL FOODS REGULATORY
PATHWAY

TECHNOLOGY READINESS LEVELS

Preliminary assessment of novelty
Define production process, intended use, target population
(general population, infants, etc.) 

TRL 3: INITIAL PROOF OF CONCEPT
Initial proof of concept demonstrated through:

Studies assessing absorption, digestion, metabolism, and
excretion (cytotoxicity, genotoxicity, allergenicity)
Compositional characterization (nutrients, contaminants,
etc.) 

Functional and nutritional studies: digestibility, bioavailability,
shelf-life, stability 
Animal studies (if needed)
Request EFSA pre-submission advice

European Commission and Member States vote on
authorization based on EFSA’s opinion
Authorization is published in EU Register of Novel Foods

EFSA launches public consultation and performs scientific risk
assessment
Manufacturer responds to EFSA’s requests for additional
information
EFSA publishes scientific opinion in EFSA Journal

Pre-submission advice meeting with the European Food Safety
Authority (EFSA) (at least 6 months before intended submission
date of dossier
Optional: Human tolerability studies, tastings (if applicable)

TRL 5: PRE-SUBMISSION ADVICE

Submission of the completed dossier to the European
Commission (EC)
EC forwards the application to EFSA, which validates
completeness and initiates a 9-month review for risk
assessment (with potential clock-stops for additional
information)

TRL 9: MARKET ENTRY

Product is authorized for market placement in the EU
Ongoing post-market obligations if required

https://www.efsa.europa.eu/sites/default/files/2021-03/questions-and-answers-efsa-practical-arrangements.pdf
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Current Novel Food legislation 
Guidance on the scientific requirements for an application
of a novel food in the context of Regulation EU 2015/2283 
Notification Procedure for Traditional Foods
Application Procedure for Novel Foods
Union list of novel foods
Novel Food Status Catalogue
Consultations on Novel Food Status

Regulatory Familiarization

Navigating Novel Foods to Europe in 2025: Insights into the
Latest EFSA Guidance
EFSA Scientific Opinion on Allergenicity and protein safety
assessment
OECD Consensus Documents: safety of novel foods and
feeds

Additional Resources

https://food.ec.europa.eu/food-safety/novel-food/legislation_en
https://www.efsa.europa.eu/en/efsajournal/pub/8961
https://www.efsa.europa.eu/en/efsajournal/pub/8961
https://www.efsa.europa.eu/en/efsajournal/pub/8961
https://www.efsa.europa.eu/sites/default/files/applications/apdeskapplworkflownutritraditional2018.pdf
https://www.efsa.europa.eu/sites/default/files/applications/apdeskapplworkflownutrinovel2018.pdf
https://food.ec.europa.eu/food-safety/novel-food/authorisations/union-list-novel-foods_en
https://food.ec.europa.eu/food-safety/novel-food/novel-food-status-catalogue_en
https://food.ec.europa.eu/food-safety/novel-food/consultation-process-novel-food-status_en
https://www.cirs-group.com/en/food/navigating-novel-foods-to-europe-in-2025-insights-into-the-latest-efsa-guidance
https://www.cirs-group.com/en/food/navigating-novel-foods-to-europe-in-2025-insights-into-the-latest-efsa-guidance
https://www.efsa.europa.eu/en/efsajournal/pub/7044
https://www.efsa.europa.eu/en/efsajournal/pub/7044
https://www.oecd.org/en/topics/sub-issues/biosafety-novel-food-and-feed-safety/consensus-documents-on-the-safety-of-novel-foods-and-feeds.html
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