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:* EUROPEAN UNION (EU)

MDCG Issues Revision 4 of IVD Classification Guidance | 18
March 2025

The Medical Device Coordination Group (MDCG) has released
Revision 4 of its guidance document, MDCG 2020-16, titled
"Guidance on Classification Rules for In Vitro Diagnostic Medical

Devices under Regulation (EU) 2017/746." This updated version

introduces key clarifications and editorial changes aimed at
improving regulatory understanding and implementation of the
In Vitro Diagnostic Medical Devices Regulation (IVDR).

Key highlights from the latest revision include:

e Rule 1 - second indent: Updated to include a revision of the
examples provided, offering clearer guidance to stakeholders
on its application.

e Rule 3(m): Footnote 8 has been modified to reflect additional
clarifications.

e Rule 4(a): Examples under this rule have been revised to
better illustrate regulatory expectations.

e Rule 6: The rationale behind this rule has undergone minor
modifications, along with revisions to associated examples
to enhance consistency with the regulation.

e« Annex 1 and Annex 2: Minor editorial changes have been
made for improved readability and alignment with other
regulatory documents.

The updated guidance is expected to facilitate smoother
implementation of IVDR requirements as the sector adapts to
evolving regulatory landscapes.


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
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EU Launches European Health Data Space to Transform
Healthcare Data Sharing | 18 March 2025

The European Union has announced the official publication of
the European Health Data Space (EHDS) Regulation, a landmark
framework designed to revolutionize healthcare data
management across Member States. The regulation, published
in the Official Journal of the EU.

The EHDS Regulation aims to create a wunified digital
environment where health data can be securely accessed and
shared between patients, healthcare providers, researchers,
and policymakers across the EU.

Key Highlights:

« Empowering Citizens: EU citizens will have free, fast, and
secure access to their electronic health records across
Member States, with control over how their data is shared
and used.

e Cross-Border Healthcare Boost: Healthcare professionals
will benefit from improved data sharing and interoperability,
enhancing cross-border medical care.

e Driving Research & Innovation: Researchers will gain access
to anonymized health data, supporting medical discoveries
and new treatment development.

e Supporting Evidence-Based Policy: Policymakers will use
health data to create more effective, evidence-based health
initiatives.

e Robust Data Protection: The EHDS ensures GDPR-level data
privacy and security, with opt-out options for secondary
data use.

The regulation will gradually roll out, starting from March 26,
2025, with full implementation set for 2029.


https://health.ec.europa.eu/ehealth-digital-health-and-care/european-health-data-space-regulation-ehds_en
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UNITED KINGDOM (UK)

MHRA Enhances Transparency in Safety Communications | 25
March 2025

The Medicines and Healthcare products Regulatory Agency
(MHRA) has reaffirmed its commitment to ensuring the safety,
quality, and efficacy of medicines and medical devices
available to UK patients. Recognising that no medical product is
entirely risk-free, the agency continuously monitors safety
concerns and takes prompt action when necessary.

To enhance transparency, the MHRA publishes safety
communications via its website, media channels, and social
platforms. Healthcare professionals and the public can
subscribe to receive alerts about critical updates.

Key safety communications issued by the MHRA include:

e National Patient Safety Alerts: For urgent safety issues with
a risk of death or disability.

e Drug Safety Updates & Device Safety Information: To guide
healthcare professionals on medicine and device safety
concerns.

e Recalls & Defect Notifications: Issued for defective
medicinal products to mitigate risks.

o Field Safety Notices (FSNs): Manufacturer notices regarding
medical device risks and corrective actions.

The MHRA also releases a monthly Safety Roundup Bulletin,
summarising recent alerts and news related to medicines and
medical devices.


https://www.gov.uk/government/publications/safety-communications-concerning-medicines-medical-devices-and-other-healthcare-products/safety-communications-concerning-medicines-medical-devices-and-other-healthcare-products
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MHRA Publishes Latest Changes to ‘Register Medical Devices to
Place on the Market' Guidance | 13 March 2025

The UK’'s Medicines and Healthcare products Regulatory Agency
(MHRA) has released important updates to its guidance on the
registration of medical devices for placing on the market in
Great Britain and Northern Ireland.

Key Changes:

Re-registration trigger: The MHRA has confirmed that if
there are changes to the characteristics of an already
registered device, this may trigger the need for re-
registration. Where applicable, such re-registration will
require payment of the statutory registration fee.

Updated guides: The MHRA has published revised versions of
its account management and device registration reference
guides. These updates streamline the registration process
and provide step-by-step instructions for manufacturers and
UK Responsible Persons (UKRPs).

IVDR transition: The updated guides now include direct links
to new MHRA guidance relating to the EU In Vitro Diagnostic
Medical Devices Regulation (IVDR) transition extension under
Article 110.

Letter of Designation: The MHRA has also clarified its
position on Letters of Designation issued to UKRPs. The
maximum validity of these letters has been specified to
ensure alignment with regulatory expectations.

NI Authorised Representatives: MHRA corrected guidance
regarding the list of countries from which Northern Ireland
Authorised Representatives may represent manufacturers.

Manufacturers, Authorised Representatives, and UK Responsible
Persons are encouraged to review the latest guidance to ensure
continued compliance with UK device registration requirements.


https://www.gov.uk/guidance/register-medical-devices-to-place-on-the-market#full-publication-update-history
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BRAZIL

Anvisa Cancels Notifications for IVD Equipment Cleaning Solutions
Under New Regulation | 26 March 2025

Anvisa has announced the cancellation of notifications for
equipment cleaning solutions previously regulated as in vitro
diagnostic (IVD) medical devices. Under the new regulation
(RDC No. 830/2023), effective since June 2024, these products
are now classified as low-risk and no longer require
notification.

The rule clarifies that cleaning solutions used exclusively for IVD
instrument maintenance can be freely marketed without
regulatory approval. Anvisa emphasizes that these
cancellations are not due to quality concerns, and the products
remain available for sale.

However, non-1VD cleaning products continue to be regulated
as sanitizing agents.

Anvisa Mandates Use of WHODrug and E2B (R3) Format for
Pharmacovigilance Reporting | 21 March 2025

Anvisa has published RDC No. 967 (March 18, 2025) amending
RDC No. 406/2020, requiring pharmaceutical companies to
adopt WHODrug (C3) coding and the ICH E2B (R3) format for
adverse event reporting via the VigiMed system. Companies
have one year to comply.

This change does not affect how healthcare professionals and
patients submit reports. WHODrug, alongside MedDRA (already
mandatory), enhances data standardization for improved
global pharmacovigilance.

To support this transition, Uppsala Monitoring Centre (UMC) and
Anvisa will provide training, including a webinar on April 14 and
another training session planned for September.


https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2025/agencia-informa-sobre-adequacoes-ao-novo-regulamento-de-dispositivos-medicos-para-diagnostico-in-vitro
https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2025/agencia-informa-sobre-adequacoes-ao-novo-regulamento-de-dispositivos-medicos-para-diagnostico-in-vitro
https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2025/whodrug-passa-a-ser-obrigatorio-para-as-empresas-notificarem-eventos-adversos-de-medicamentos
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Anvisa Presents Key Changes in RDC 954/2024 to Streamline Drug
Registration | 14 March 2025

On March 13, Anvisa hosted an event in Brasilia to present and
clarify the main points of RDC 954/2024, a resolution that
simplifies the procedures for drug registration, post-
registration, and renewal. The event, attended both in-person
and virtually, aimed to promote transparency and direct
communication with the regulated sector.

RDC 954/2024 introduces the so-called "clone" registration
process, allowing for faster approval of generic, similar,
phytotherapeutic, radiopharmaceutical, and biological drugs by
linking them to the dossier of an already registered "parent’
drug. This approach reduces documentation requirements while
maintaining quality, safety, and efficacy standards.

Anvisa's leadership emphasized that this measure is not about
creating new requirements but about improving efficiency in
response to the dynamic pharmaceutical market. The agency
also committed to holding regular discussions with the sector
to further enhance regulatory processes.

China Strengthens Drug and Medical Device Regulations to Boost
Innovation and Global Competitiveness | 20 March 2025

China has unveiled a comprehensive plan to enhance its drug
and medical device regulatory framework, aiming to improve
innovation, safety, and global competitiveness. By 2027, the
country seeks to establish a modern regulatory system
supporting pharmaceutical innovation and high-quality
industrial development, with further advancements by 2035.



https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2025/anvisa-apresenta-pontos-principais-da-rdc-954-2024-para-setor-regulado
https://english.nmpa.gov.cn/2025-03/25/c_1080969.htm
https://english.nmpa.gov.cn/2025-03/25/c_1080969.htm

= Key measures include:

o

& e Accelerated Approvals: Streamlining the review and approval

S process for innovative drugs, medical devices, and

% treatments for rare diseases.

g e R&D Support: Strengthening policies on intellectual property

g protection, promoting clinical research, and encouraging the

s modernization of traditional Chinese medicine.

S : , ,

2 e Industry Regulation: Enhancing compliance,
pharmacovigilance, and digital transformation of

pharmaceutical manufacturing and distribution.

e International Alignment: Adopting global regulatory
standards, easing import/export rules, and supporting cross-
border pharmaceutical collaboration.

e Regulatory Capacity Building: Expanding inspection
capabilities, fostering drug regulatory sciences, and
implementing digital oversight tools.

These reforms align with China’s goal of transitioning from a
major pharmaceutical manufacturer to a global industry leader,
ensuring high-quality, accessible, and innovative healthcare
products.
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HPRA Warns Against Unauthorised Online Promotion of Advanced
Therapy Medicinal Products (ATMPs)| 18 March 2025

The HPRA has issued a warning following a joint statement from
the HMA and EMA about the risks of unregulated advanced
therapy medicinal products (ATMPs) being promoted online for
therapeutic purposes.
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https://www.hpra.ie/news-events/news/article/potential-risks-of-advanced-therapy-products-promoted-online
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These products, including dendritic cell therapies, are often
marketed without sufficient evidence of safety or effectiveness.
While there are no known cases of their use in Ireland, the HPRA
urges anyone approached by such providers to report their
experience confidentially.

Patients are advised to consult healthcare professionals before
considering any ATMPs. The HPRA remains committed to
collaborating with other authorities to address this issue.

// )
“ SOUTH KOREA
N

Korea and Romania Strengthen Healthcare Cooperation through
Bilateral Meeting and MOU | 24 March 2025

On March 20, the Ministry of Health and Welfare of Korea held a
bilateral meeting with the Romanian Ministry of Health during
Medical Korea 2025. The two sides discussed expanding
cooperation in ICT-based healthcare, medical training,
pharmaceuticals, biotech, and medical devices.

Romania showed interest in collaborating on hospital
digitalization, telemedicine, investment, and healthcare

personnel exchanges.

Korea shared its experiences in pandemic cooperation and
smart hospitals, aiming for deeper future collaboration.

The meeting concluded with the signing of a Memorandum of

Understanding between a Romanian university and a Korean
hospital to foster joint healthcare education and cooperation.



https://www.mohw.go.kr/board.es?mid=a20401000000&bid=0032&act=view&list_no=1485068&tag=&nPage=1
https://www.mohw.go.kr/board.es?mid=a20401000000&bid=0032&act=view&list_no=1485068&tag=&nPage=1

UNITED STATES OF AMERICA (USA)

FDA Releases First Report on MOCRA Cosmetic Registrations
and Product Listings | 26 March 2025

On March 15, 2025, the U.S. FDA published its first statistical
report on cosmetic facility registrations and product listings
under the Modernization of Cosmetics Regulations Act of 2022
(MoCRA). As of January 1, 2025, 9,528 manufacturing facilities
have registered, and 589,762 cosmetic products have been
listed—far surpassing the numbers from the previous Voluntary
Cosmetic Registration Program (VCRP).

www.omcmedical.com

International participation is strong, with China accounting for
44.71% of global facility registrations. The report highlights
MoCRA's role in enhancing transparency and regulatory
oversight in the cosmetics industry.

Key requirements, such as mandatory adverse event reporting,
labeling updates, and safety substantiation, are now in effect.
Companies must ensure compliance, as the FDA has begun
enforcing these regulations. The finalization of Good
Manufacturing Practice (GMP) standards by late 2025 will
further shape the regulatory landscape.
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FDA Blocks 101 Batches of Imported Cosmetics Over Regulatory
Violations | 26 March 2025

In February 2025, the FDA rejected 101 batches of imported
cosmetics from 16 countries due to regulatory non-compliance
under the FD&C Act.

South Korea accounted for over 40% of the rejections, with other
significant sources including Germany, China, Japan, and
Pakistan.

Skin care products made up the largest portion of rejected
goods (53.47%), followed by hair and personal cleanliness
items.
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The primary reason for rejection was the misclassification of
drugs as cosmetics, with 41 batches flagged as "unapproved
new drugs.” Other violations included improper labeling and
color additive issues. Rejected products had to be exported or
destroyed within 90 days.
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Canada Moves to Ban PFAS in Cosmetics to Protect Public
Health | 11 March 2025

Canada is planning to ban PFAS (per- and polyfluoroalkyl
substances) in cosmetics as part of a broader effort to reduce
their environmental and health risks. A recent government
report concluded that PFAS (excluding fluoropolymers) are
harmful. These chemicals, known as “forever chemicals,” are
widely used for their water and oil-resistant properties but have
been linked to serious health issues.

The government proposes a phased approach, first targeting
firefighting foams in 2025, followed by restrictions on non-
essential products like cosmetics, food packaging, and textiles.
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A public consultation is open until May 7, 2025, to gather
feedback on the proposed regulations. This move aligns with
global efforts to regulate PFAS and protect public health and
the environment.

Canada Revises Cosmetic Notification Form | 06 March 2025

Health Canada has introduced updates to its Cosmetic
Notification Form (CNF), which will take effect in March 2025.
These changes aim to improve the clarity and completeness of
product information provided by manufacturers and importers.

A key update is the requirement for a Canadian address to be
included in all notifications, ensuring direct communication
with responsible parties.

info@omcmedical.co.uk
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Additionally, notifiers must now specify whether a cosmetic
product is a ‘leave-on” or ‘rinse-off" formulation, aligning with
international standards.

Health Canada Updates Cosmetic Ingredient Hotlist| 03 March
2025

Health Canada has updated its Cosmetic Ingredient Hotlist,
introducing new prohibitions and restrictions to enhance
product safety. The amendments include the addition of one
newly prohibited ingredient and three restricted substances,
while also revising the requirements for one previously banned
ingredient and three restricted ones.

www.omcmedical.com

Cosmetic manufacturers must review their formulations to
ensure compliance, as non-compliance could lead to
enforcement actions.

BRAZIL

Brazil’s Anvisa Simplifies Cosmetics Approval Process | 13
March 2025
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Brazil’s National Health Surveillance Agency (Anvisa) has
revised its cosmetics approval system to speed up regulatory
processes. Under the new rules, low-risk cosmetics like face
creams and toothpaste only require an online notification
before market entry, while high-risk products such as
sunscreen, hand gel, and children’s cosmetics must undergo
full registration.

The change aims to streamline approvals while maintaining
safety standards through periodic and random verifications.
This update follows industry complaints about prolonged
approval times delaying new product launches.

info@omcmedical.co.uk
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Brazil Postpones Implementation of RDC 949/2024 | 03 March
2025

On December 16, 2024, Brazil's National Health Surveillance
Agency (ANVISA) published Resolution RDC No. 949/2024,
amending Resolution RDC No. 907/2024 to update the
classification rules for personal hygiene products, cosmetics,
and perfumes. Originally set to take effect on March 3, 2025, the
implementation date has been postponed to April 7, 2025, as
per Resolution No. 966/2025 issued on February 28, 2025.

(=

France Bans PFAS in Cosmetics, Textiles, and Ski Wax| 10 March
2025

France has introduced a new law banning PFAS (per- and
polyfluoroalkyl substances) in certain products due to their
harmful environmental and health effects.

Starting January 1, 2026, the manufacture and sale of
cosmetics, ski wax, and most textiles containing PFAS will be
prohibited, with some exceptions for essential industrial uses.
The ban on PFAS in textiles will expand further in 2030.

Although the original proposal included restrictions on non-
stick cookware, industry lobbying led to its exclusion from the
final law. Given the serious health risks linked to PFAS, such as
cancer, liver damage, and immune system issues, France is also
strengthening its monitoring of these chemicals in drinking
water.

This legislation places France at the forefront of efforts to
reduce PFAS pollution and protect public health.
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Thailand Introduces Draft Guidelines for Cosmetic Ingredient
Evaluation | 05 March 2025

On February 28, 2025, Thailand’s Ministry of Public Health
released a draft regulation outlining criteria for evaluating
academic documents in the cosmetic review process. The draft
aims to establish clear guidelines for assessing new cosmetic
ingredients with no prior usage history.

Under the proposed framework, expert evaluators registered
with the Thai FDA will assess submitted documents for
completeness and accuracy. The regulation, currently open for
public consultation until March 14, 2025, seeks to standardize
the review process without adding extra burdens on businesses.
Once finalized, it will take effect immediately after publication
in the Government Gazette.

Thailand Updates Cosmetics Laws | 05 March 2025

Thailand's Ministry of Public Health and the Cosmetics
Committee have introduced key regulatory updates for the
cosmetics industry, published in the Royal Gazette in January
2025.

The new rules require warning labels on products containing
Climbazole, a preservative, with a mandatory advisory against
eye contact and irritation risks.

Additionally, 56 new substances have been added to the list of
prohibited ingredients in cosmetic formulations. Businesses
involved in manufacturing, importing, or selling cosmetics must
comply with these regulations within a 180-day transition
period.

Non-compliance may result in regulatory action, reinforcing
Thailand’s commitment to consumer safety and international
standards.



IS 1s0 STANDARDS

List of ISO standards updated in March 2025

e |SO 18190:2025 - Anaesthetic and respiratory equipment — General
requirements for airway devices and related equipment

www.omcmedical.com

e ISO/TR 18965:2025 - Medical devices — Examples of the application
of the risk management process to cardiac valve replacement and
repair systems
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