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E U  R e l e a s e s  N e w  M D C G  D o c u m e n t s  |  D e c e m b e r  2 0 2 4

The European Commission has released the fol lowing guidel ines in
December
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EUROPEAN UNION (EU)

Title Overview

Q&A Obligation to inform in
case of interruption or
discontinuation of supply

Q&A rev.1

The MHRA's Q&A guidance (REV 1) outlines
manufacturers' obligations under Article 10a of the
MDR and IVDR, introduced by Regulation (EU)
2024/1860, to notify authorities about supply
interruptions or discontinuations. Notifications must
include reasons, expected duration, and mitigation
measures, with permanent discontinuations reported
six months in advance and interruptions over 30
days reported promptly.

During EUDAMED’s roll-out, interim reporting
mechanisms apply. The guidance highlights
proactive monitoring, clear communication, and risk
mitigation to minimize disruptions and ensure
compliance.

Manufacturer Information
Form on Interruption or
Discontinuation of Supply of
certain medical devices and
certain in vitro diagnostic
medical devices

MDCG 2024-16

Device Identification table

MDCG 2024-16 Annex

The MDCG 2024-16 guidance standardizes how
manufacturers notify EU authorities about supply
interruptions or discontinuations of medical devices
and IVDs, as required by Regulation (EU) 2024/1860.
Notifications must be submitted at least six months
in advance or immediately in emergencies and
include key details like device identifiers and
estimated disruption dates.

The guidance also includes an Annex with a Device
Identification Table, which helps manufacturers
accurately report device-specific information. This
approach aims to enhance transparency and
safeguard public health.

https://health.ec.europa.eu/document/download/b431b10f-8512-4f47-9191-e1b84b2f9a27_en?filename=mdr_qna-article10a_mdr-ivdr_en.pdf
https://health.ec.europa.eu/document/download/919061d9-5dfa-4d0b-ab9b-3543eed98f76_en?filename=md_mdc-2024-16_en.pdf
https://health.ec.europa.eu/document/download/b4a7dea7-ae73-4e13-a8a8-11dcd2678d38_en?filename=md_mdc-2024-16_annex_en.pdf
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Title Overview

Verification of manufactured
class D IVDs by notified bodies

MDCG 2022-3 rev.1

This MHRA guidance document clarifies the role of
notified bodies in the conformity assessment of class
D IVDs under the IVDR. It outlines best practices for
verifying manufactured devices or batches, including
procedures, pre-agreed conditions with
manufacturers, and testing frequencies.

The guidance applies to devices where batch testing
is relevant, excluding medical device software.

Guidance on sampling of
devices for the assessment of
the technical documentation

MDCG 2019-13 rev.1

This guidance document provides requirements for
sampling the technical documentation of Class IIa
and IIb medical devices under the MDR, and Class B
and C in vitro diagnostic devices under the IVDR. It
outlines the process for creating and maintaining a
sampling plan to ensure a comprehensive
assessment of the technical documentation.

The guidance clarifies the roles of notified bodies in
performing these assessments, particularly
regarding the application of Chapter II of Annex IX of
both regulations, which details the conformity
assessment procedures and the extent of
documentation review required.

Guidance on the publication
of the clinical investigation
reports and their summaries
in the absence of EUDAMED
(November 2024)

MDCG 2024-15

This guidance document outlines the process for
submitting and publishing clinical investigation
reports and summaries under the EU Medical Device
Regulation (MDR) in the absence of EUDAMED.
Sponsors must submit these documents to the
relevant competent authorities, who will track them
using a specific identification system.

The reports will be made publicly available through
the CIRCABC platform, with immediate access
granted for investigations that are halted early. This
guidance will remain until the EUDAMED system is
fully operational.

https://health.ec.europa.eu/document/download/ebbc4f6a-4945-4d5d-9c22-9bc1aafc5532_en?filename=mdcg_2022-3_en.pdf
https://health.ec.europa.eu/document/download/36268741-3591-4130-ad21-b09487ff2074_en?filename=md_mdcg_2019_13_sampling_mdr_ivdr_en.pdf
https://health.ec.europa.eu/document/download/0e076d19-62dc-4ff9-83f2-be6072a45993_en?filename=mdcg_2024-15_en.pdf
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C O M B I N E  P r o g r a m m e  f o r  C l i n i c a l  T r i a l s  a n d  M e d i c a l  D e v i c e s
E n d o r s e d  b y  M e m b e r  S t a t e s  |  1 6  D e c e m b e r  2 0 2 4

National  author i t ies in EU Member States have endorsed the COMBINE
programme, a cross-sector  in i t iat ive designed to streamline
combined studies of  medicines,  medical  devices,  and diagnost ics .  

The programme wi l l  be implemented through seven projects and
aims to foster  col laborat ion between nat ional  author i t ies ,  the
European Commission,  the European Medicines Agency,  ethics
committees,  and var ious stakeholders .

Key goals include pi lot ing a s ingle assessment process for  mult i-
country studies ,  harmoniz ing ser ious adverse event report ing,
clar i fy ing regulatory interfaces between cl in ical  t r ia ls  and medical
devices,  and faci l i tat ing knowledge exchange among nat ional
author i t ies .
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E U  L a u n c h e s  P u b l i c  C o n s u l t a t i o n  o n  M e d i c a l  D e v i c e s  L e g i s l a t i o n
E v a l u a t i o n  |  1 2  D e c e m b e r  2 0 2 4

The European Commission has in i t iated a publ ic consultat ion and
cal l  for  evidence to evaluate the EU’s  legis lat ion on medical  devices
and in v i t ro diagnost ic medical  devices.

This  evaluat ion aims to assess the effect iveness of  current  rules ,
their  impact on administrat ive burdens (part icular ly  for  SMEs) ,  and
benef i ts  for  pat ients and users .  The consultat ion wi l l  a lso examine
the avai labi l i ty  of  devices,  including orphan devices,  and the
development of  innovative devices.

Stakeholders can share their  v iews unt i l  March 21 ,  2025.

https://ec.europa.eu/newsroom/sante/newsletter-archives/58613
https://ec.europa.eu/newsroom/sante/newsletter-archives/58613
https://ec.europa.eu/newsroom/sante/newsletter-archives/58530
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UNITED KINGDOM (UK)

N e w  U n f e t t e r e d  A c c e s s  P r o c e d u r e  f o r  M a r k e t i n g  A u t h o r i z a t i o n s  i n
N o r t h e r n  I r e l a n d  a n d  G r e a t  B r i t a i n  |  2 0  D e c e m b e r  2 0 2 4

The Unfettered Access Procedure (UAP) al lows market ing
author isat ions (MAs) approved in Northern I re land (NI)  to be
recognized in Great Br i tain (GB) unt i l  December 31 ,  2024.  From
January 1 ,  2025,  fo l lowing the Windsor Framework ,  the MHRA wi l l  no
longer issue GB-only MAs.  UAP wi l l  only apply to MAs approved
through European mutual  recognit ion or  decentral ised procedures.

Companies wishing to apply must be based in NI  and submit  a
dossier  through the MHRA submissions portal .  This  process includes
providing detai led information on the product and i ts  regulatory
history .  The UAP aims for  approvals within 70 days,  but  issues such as
major  object ions may extend the t imel ine.

Furthermore,  appl icants must meet paediatr ic  and orphan drug
requirements where appl icable ,  and fees wi l l  be required for  each
submission.
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G u i d a n c e  o n  S o u r c i n g  C o m p a r a t o r  P r o d u c t s  f o r  B i o e q u i v a l e n c e
S t u d i e s  i n  t h e  U K  |  2 0  D e c e m b e r  2 0 2 4

This  guidance out l ines the requirements for  sourcing comparator
products (CPs) in bioequivalence and therapeutic equivalence
studies for  market ing author isat ion appl icat ions in the UK.  Unt i l  31
December 2024,  CPs must be sourced from Great Br i tain for
appl icat ions in England,  Wales ,  and Scot land.  From 1  January 2025,
this  wi l l  apply to UK-wide appl icat ions.

CPs should be representat ive of  the UK reference medicinal  product
(RMP).

Non-UK sourced CPs must be supported by data demonstrat ing their
equivalence.  Minor di f ferences are al lowed i f  just i f ied.  The guidance
appl ies to gener ic ,  hybr id ,  and combinat ion medicines,  and
appl icants are advised to consult  with the MHRA for  complex
products .

https://www.gov.uk/guidance/unfettered-access-procedure-for-marketing-authorisations-approved-in-northern-ireland
https://www.gov.uk/guidance/comparator-products-in-bioequivalencetherapeutic-equivalence-studies
https://www.gov.uk/guidance/comparator-products-in-bioequivalencetherapeutic-equivalence-studies
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The Medicines and Healthcare products Regulatory Agency (MHRA)
has selected f ive innovative AI-powered medical  devices for  i ts  AI
Air lock pi lot  program.

This  in i t iat ive aims to develop a regulatory f ramework that faci l i tates
the quick and safe introduct ion of  AI  technologies to the NHS and
patients .  The chosen devices span areas such as cancer care,
chronic respiratory diseases,  radiology,  and cl in ic ian decis ion-
making.

The pi lot  wi l l  explore how to col lect  evidence on the safety and
effect iveness of  AI  medical  devices,  addressing chal lenges l ike AI
learning and performance changes over t ime.  The f indings,  expected
in 2025,  wi l l  help shape future AI  medical  device regulat ions in the
UK,  u l t imately enabl ing faster  and safer  access to transformative AI
solut ions for  healthcare.

M H R A  L a u n c h e s  A I  A i r l o c k  P i l o t  t o  A c c e l e r a t e  S a f e  I n t e g r a t i o n  o f  A I
M e d i c a l  D e v i c e s  |  0 4  D e c e m b e r  2 0 2 4  

UNITED STATES OF AMERICA (USA)

The U.S .  FDA has updated i ts  guidance on the Global  Unique Device
Ident i f icat ion Database (GUDID) to ref lect  changes in the use of
Global  Medical  Device Nomenclature (GMDN) Codes.  The FDA wi l l
remove FDA Preferred Term (PT) Codes from GUDID,  as GMDN Codes
are now freely accessible .  Users are encouraged to transit ion to
GMDN Codes and ut i l i ze avai lable resources for  this  purpose.  

Addit ional  updates aim to enhance user exper ience and improve
data val idat ion.  GUDID serves as a reference catalog for  devices with
Unique Device Ident i f iers  (UDIs) ,  of fer ing enhanced search
capabi l i t ies through f ie lds such as GMDN Code status and other
attr ibutes.

F D A  U p d a t e s  G U D I D  G u i d a n c e  t o  R e f l e c t  C h a n g e s  i n  G M D N  C o d e
U s a g e  |  1 7  D e c e m b e r  2 0 2 4  

https://www.gov.uk/government/news/mhra-trials-five-innovative-ai-technologies-as-part-of-pilot-scheme-to-change-regulatory-approach
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The FDA has released guidance on predetermined change control
plans (PCCPs) for  art i f ic ial  intel l igence (AI)-enabled devices.  This
guidance aims to faci l i tate i terat ive improvements to these devices
whi le ensur ing safety and effect iveness.  A PCCP should out l ine
planned modif icat ions,  the methodologies for  development ,
val idat ion,  and implementat ion of  changes,  and their  impact
assessments .

The FDA evaluates PCCPs within market ing submissions,  e l iminat ing
the need for  addit ional  submissions for  pre-approved changes.  This
guidance appl ies to AI-enabled devices,  including components of
device-led combinat ion products ,  under 510(k) ,  De Novo,  and PMA
pathways.  I t  ref lects the FDA's  commitment to innovative regulatory
approaches for  AI-dr iven healthcare technologies .

F D A  I s s u e s  F i n a l  G u i d a n c e  o n  C h a n g e  C o n t r o l  P l a n s  f o r  A I - E n a b l e d
D e v i c e  S o f t w a r e  |  0 4  D e c e m b e r  2 0 2 4  

ARGENTINA

A N M A T  A p p r o v e s  O v e r - t h e - C o u n t e r  S a l e  o f  A c e t y l c y s t e i n e - B a s e d
M e d i c i n e s  |  0 6  D e c e m b e r  2 0 2 4  

The Nat ional  Administrat ion of  Drugs,  Food,  and Medical  Technology
(ANMAT) has author ized the over-the-counter  sale of  acetylcysteine
medicat ions up to 400 mg,  used for  upper respiratory tract
decongest ion.  This  decis ion,  formal ized in Provis ion No.  10 ,823/2024
and publ ished in the Off ic ial  Gazette ,  fo l lows a Ministry of  Health
request  to evaluate these drugs for  qual i ty ,  safety ,  and eff icacy.  No
ser ious adverse effects were recorded over the past  f ive years .

Acetylcysteine,  a mucolyt ic agent ,  reduces mucus v iscosity ,  making
it  easier  to expel .  The change al igns with ANMAT's  responsibi l i ty  to
regulate medicat ion safety and sale condit ions.  The decis ion bui lds
on pr ior  measures permitt ing the free sale of  other medicat ions,
including ant i-al lergy products ,  analgesics ,  and dietary supplements .

https://www.argentina.gob.ar/noticias/anmat-amplia-la-condicion-de-venta-libre-para-una-serie-de-medicamentos-que-estaban-bajo
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The European Medicines Agency (EMA) has introduced the European
Shortages Monitor ing Platform (ESMP) to central ize and automate the
report ing of  medicine shortages for  central ly  author ized medicines in
the EU and EEA.  Market ing author isat ion holders are current ly  in  a
transit ion per iod (ending February 2 ,  2025) dur ing which they can
report  shortages v ia emai l  or  the new platform.

From February 2025,  the ESMP's  funct ional i t ies wi l l  expand to include
data on medicine demand,  supply ,  and avai labi l i ty  dur ing cr ises ,  with
publ ic access to information on unavai lable medicines.  The in i t iat ive
aims to enhance monitor ing,  prevent shortages,  and improve pat ient
access to medicines.

BELGIUM

E M A  L a u n c h e s  P l a t f o r m  t o  A d d r e s s  M e d i c i n e  S h o r t a g e s  i n  t h e  E U  | 1 6
D e c e m b e r  2 0 2 4

B e l g i u m  I n t r o d u c e s  O n l i n e  P h a r m a c y  R e g i s t r a t i o n  S y s t e m  |  1 3
D e c e m b e r  2 0 2 4  

Belgium has launched an onl ine appl icat ion for  pharmacy
registrat ion and updates with the Federal  Agency for  Medicines and
Health Products (FAMHP).  The system al lows pharmacists to submit
appl icat ions for  var ious changes,  such as opening,  t ransferr ing,  or
closing pharmacies ,  and report ing modif icat ions l ike a new
pharmacist  in  charge.

This  digital  process replaces paper forms,  of fer ing faster ,  more
eff ic ient  service and improved communicat ion with the FAMHP.  I t  a lso
enables easier  t racking of  appl icat ion statuses and data for
stat ist ical  analysis .

B e l g i u m  I n t r o d u c e s  O n l i n e  P h a r m a c y  R e g i s t r a t i o n  S y s t e m  |  1 3
D e c e m b e r  2 0 2 4  

Belgium has launched an onl ine appl icat ion for  pharmacy
registrat ion and updates with the Federal  Agency for  Medicines and
Health Products (FAMHP).  The system al lows pharmacists to submit
appl icat ions for  var ious changes,  such as opening,  t ransferr ing,  or
closing pharmacies ,  and report ing modif icat ions l ike a new
pharmacist  in  charge.

https://www.famhp.be/en/news/european_medicines_agency_launches_platform_for_a_better_monitoring_of_medicine_shortages
https://www.famhp.be/en/news/european_medicines_agency_launches_platform_for_a_better_monitoring_of_medicine_shortages
https://www.famhp.be/en/news/applications_for_revisions_to_the_register_of_pharmacies_can_from_now_on_be_done_online
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The FAMHP has approved a guide for  the service and technical  home
assistance (STHA) sector  to implement a sel f-checking system for
the instal lat ion,  maintenance,  and removal  of  medical  devices used
in s leep apnea diagnosis  and treatment outside hospitals .

Developed by BeMedtech in col laborat ion with hospital  associat ions,
the NIHDI ,  and FAMHP,  the guide out l ines key obl igat ions for  actors in
the sector ,  cover ing areas such as qual i ty  management ,  resource
management ,  r isk  analysis ,  and incident handl ing to ensure proper
operat ion of  these medical  devices.

F A M H P  A p p r o v e s  G u i d e  f o r  S e l f - C h e c k i n g  S y s t e m  i n  S l e e p  A p n e a
M e d i c a l  D e v i c e  S e r v i c e s  |  0 4  D e c e m b e r  2 0 2 4

BRAZIL

A n v i s a  A p p r o v e s  L i s t  o f  P r i o r i t y  E q u i v a l e n t  F o r e i g n  R e g u l a t o r y
A u t h o r i t i e s  t o  S t r e n g t h e n  G l o b a l  R e g u l a t o r y  T r u s t |  2 3  D e c e m b e r  2 0 2 4  

Anvisa has approved a l ist  of  pr ior i ty  Equivalent  Foreign Regulatory
Author i t ies (AREEs) to foster  regulatory trust ,  a strategy al igned with
its  2024-2029 Strategic P lan.  The aim is  for  70% of  these author i t ies
to adopt rel iance on Anvisa 's  decis ions.  The selected AREEs ,  including
regulators f rom Colombia,  Mexico,  Peru,  Chi le ,  Austral ia ,  Egypt ,
Thai land,  and the UK,  play a crucial  role in registrat ions and GMP
inspect ions for  medicines and medical  devices.

This  in i t iat ive wi l l  enhance Anvisa 's  global  recognit ion and faci l i tate
the entry of  Brazi l ian products into foreign markets ,  a l igning with
WHO’s recommendations to streamline product evaluat ions and
improve access to safe medicines and devices worldwide.

A n v i s a  U n v e i l s  N e w  B u s i n e s s  I n t e l l i g e n c e  D a s h b o a r d  f o r  M e d i c a l
D e v i c e  C l i n i c a l  I n v e s t i g a t i o n s |  1 9  D e c e m b e r  2 0 2 4  

Anvisa has introduced a new Business Intel l igence (BI)  dashboard
that provides transparency regarding cl in ical  invest igat ions of
medical  devices author ized in Brazi l .

The platform al lows users to access detai led information,  including
invest igat ion types,  medical  device categories ,  sponsors ,  pr incipal
invest igators ,  and research centers involved.

https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2024/anvisa-seleciona-autoridades-estrangeiras-prioritarias-para-fortalecer-confianca-regulatoria
https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2024/anvisa-seleciona-autoridades-estrangeiras-prioritarias-para-fortalecer-confianca-regulatoria
https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2024/novo-painel-traz-dados-sobre-investigacoes-clinicas-com-dispositivos-medicos
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A n v i s a  U p d a t e s  O p e r a t i n g  A u t h o r i z a t i o n  R u l e s  f o r  M e d i c a l  D e v i c e
C o m p o n e n t s  a n d  S t o r a g e  F a c i l i t i e s  |  1 0  D e c e m b e r  2 0 2 4  

Anvisa has updated i ts  understanding of  the Operat ing Author izat ion
(AFE) for  storage faci l i t ies in special  warehouses and importers of
medical  device components ,  fo l lowing the publ icat ion of  Col legiate
Board Resolut ions (RDCs) 860/2024 and 939/2024.  Key updates
include exemptions for  importers of  medical  device parts and
accessor ies under specif ic  c i rcumstances,  such as when the
components are used for  nat ional  manufactur ing or  repair  of
medical  equipment .

However ,  importers of  accessor ies with independent regular izat ion
must obtain an AFE .  Import  procedures for  components ,  including the
purpose and manufactur ing stage,  must be properly  documented.
Special  warehouses are exempt from AFE for  stor ing products in
customs premises,  whi le other bonded warehouses must comply with
RDC 939/2024.

Importers affected by pr ior  process reject ions must fol low new
protocols to obtain approval .

Anvisa has updated i ts  guidel ines for  the classi f icat ion of  border
products ,  detai l ing the required information for  f i l ing pet i t ions and
the necessary consultat ion with the agency's  service channels .  This
update,  part  of  the 2024-2025 Regulatory Agenda,  aims to enhance
the eff ic iency and predictabi l i ty  of  the classi f icat ion process.  The
goal  is  to improve access to innovative products and support  the
development of  new health technologies in Brazi l .

A n v i s a  U p d a t e s  G u i d e l i n e s  f o r  B o r d e r  P r o d u c t  C l a s s i f i c a t i o n
R e q u e s t s  |  0 6  D e c e m b e r  2 0 2 4  

https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2024/anvisa-esclarece-sobre-importacao-de-componentes-de-dispositivos-medicos
https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2024/anvisa-atualiza-orientacoes-para-os-pedidos-de-enquadramento-de-produtos-fronteira
https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2024/anvisa-atualiza-orientacoes-para-os-pedidos-de-enquadramento-de-produtos-fronteira
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C h i n a  T i g h t e n s  A d m i n i s t r a t i v e  I n s p e c t i o n s  a n d  A d v a n c e s
P h a r m a c e u t i c a l  R e f o r m s  |  2 4  D e c e m b e r  2 0 2 4  
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A State Counci l  execut ive meeting in China approved measures to
str ict ly  regulate enterpr ise-related administrat ive inspect ions,
aiming to stabi l ize market  expectat ions and enhance governance.
The meeting emphasized enforcing inspect ion standards,  reducing
arbitrary act ions,  and lowering the frequency of  on-site inspect ions.

Addit ional ly ,  i t  proposed reforms to the regulat ion of  medicines and
medical  devices,  focusing on support ing innovation,  improving
review processes,  and enhancing regulatory oversight to boost  the
pharmaceutical  industry and meet publ ic demand.

Other discussions included enhancing food safety regulat ions and
optimiz ing transfer  payment mechanisms to encourage high-qual i ty
local  development .  Draft  rules were also approved to standardize
intermediary services for  publ ic stock offer ings.

CHINA

EGYPT

E g y p t i a n  D r u g  A u t h o r i t y  R e c e i v e s  O v e r  1 , 2 0 0  D r u g  I n q u i r i e s  i n  2 0 2 4  |
1 8  D e c e m b e r  2 0 2 4  

The Egypt ian Drug Author i ty  (EDA) reported receiv ing 1 ,230 drug
consultat ions this  year through i ts  " Inquiry about Rel iable Drug
Information"  service.  The in i t iat ive ,  managed by the Central
Administrat ion for  Pharmaceutical  Care,  aims to provide accurate,
evidence-based information on pharmaceuticals ,  promote safe drug
use,  and educate pat ients and healthcare providers for  opt imal
therapeutic outcomes.

This  ef fort  al igns with the EDA’s commitment to enhancing publ ic
health and ensur ing pat ient  safety .

https://english.www.gov.cn/news/202412/24/content_WS676ab6e8c6d0868f4e8ee3ea.html
https://www.edaegypt.gov.eg/ar/%D8%A7%D9%84%D9%85%D8%B1%D9%83%D8%B2-%D8%A7%D9%84%D8%A7%D8%B9%D9%84%D8%A7%D9%85%D9%89/%D8%A7%D9%84%D8%A7%D8%AE%D8%A8%D8%A7%D8%B1/%D9%81%D9%8A-%D8%A5%D8%B7%D8%A7%D8%B1-%D8%AA%D8%B9%D8%B2%D9%8A%D8%B1-%D8%A7%D9%84%D8%A7%D8%B3%D8%AA%D8%AE%D8%AF%D8%A7%D9%85-%D8%A7%D9%84%D8%A2%D9%85%D9%86-%D9%88%D8%A7%D9%84%D9%81%D8%B9%D8%A7%D9%84-%D9%84%D9%84%D8%A3%D8%AF%D9%88%D9%8A%D8%A9-%D9%87%D9%8A%D8%A6%D8%A9-%D8%A7%D9%84%D8%AF%D9%88%D8%A7%D8%A1-%D8%A7%D9%84%D9%85%D8%B5%D8%B1%D9%8A%D8%A9-%D8%AA%D9%82%D8%AF%D9%85-1230-%D8%A7%D8%B3%D8%AA%D8%B4%D8%A7%D8%B1%D8%A9-%D8%AF%D9%88%D8%A7%D8%A6%D9%8A%D8%A9-%D8%AE%D9%84%D8%A7%D9%84-%D8%A7%D9%84%D8%B9%D8%A7%D9%85-%D8%A7%D9%84%D8%AC%D8%A7%D8%B1%D9%8A/
https://www.edaegypt.gov.eg/ar/%D8%A7%D9%84%D9%85%D8%B1%D9%83%D8%B2-%D8%A7%D9%84%D8%A7%D8%B9%D9%84%D8%A7%D9%85%D9%89/%D8%A7%D9%84%D8%A7%D8%AE%D8%A8%D8%A7%D8%B1/%D9%81%D9%8A-%D8%A5%D8%B7%D8%A7%D8%B1-%D8%AA%D8%B9%D8%B2%D9%8A%D8%B1-%D8%A7%D9%84%D8%A7%D8%B3%D8%AA%D8%AE%D8%AF%D8%A7%D9%85-%D8%A7%D9%84%D8%A2%D9%85%D9%86-%D9%88%D8%A7%D9%84%D9%81%D8%B9%D8%A7%D9%84-%D9%84%D9%84%D8%A3%D8%AF%D9%88%D9%8A%D8%A9-%D9%87%D9%8A%D8%A6%D8%A9-%D8%A7%D9%84%D8%AF%D9%88%D8%A7%D8%A1-%D8%A7%D9%84%D9%85%D8%B5%D8%B1%D9%8A%D8%A9-%D8%AA%D9%82%D8%AF%D9%85-1230-%D8%A7%D8%B3%D8%AA%D8%B4%D8%A7%D8%B1%D8%A9-%D8%AF%D9%88%D8%A7%D8%A6%D9%8A%D8%A9-%D8%AE%D9%84%D8%A7%D9%84-%D8%A7%D9%84%D8%B9%D8%A7%D9%85-%D8%A7%D9%84%D8%AC%D8%A7%D8%B1%D9%8A/
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E g y p t i a n  D r u g  A u t h o r i t y  U n d e r g o e s  S u c c e s s f u l  I S O  9 0 0 1 : 2 0 1 5
C e r t i f i c a t i o n  R e n e w a l  A u d i t  |  1 0  D e c e m b e r  2 0 2 4  

The Egypt ian Drug Author i ty  (EDA) hosted an external  audit  by Qual i ty
Middle East  (QME) to renew i ts  ISO 9001 :2015 cert i f icat ion,  reaff i rming
its  dedicat ion to qual i ty  management and service improvement .  The
audit  evaluated the compl iance of  the Author i ty 's  administrat ive
processes with internat ional  standards,  emphasiz ing operat ional
eff ic iency and cont inuous performance enhancement .

The audit  team commended the Author i ty 's  robust  systems,
innovative approaches,  and commitment to qual i ty  standards.  As an
accredited cert i f ier  recognized by the Internat ional  Accreditat ion
Forum, QME's  involvement underscores the cert i f icat ion 's  global
credibi l i ty .  This  renewal  highl ights the EDA's  commitment to
achieving inst i tut ional  excel lence and customer sat isfact ion whi le
ensur ing the qual i ty  and safety of  medical  products and services.

FRANCE

E f f o r t s  I n t e n s i f y  t o  C o m b a t  R i s i n g  C a s e s  o f  C h e m i c a l  S u b m i s s i o n  i n
F r a n c e  |  2 0  D e c e m b e r  2 0 2 4  

A recent survey conducted by the Centre for  Evaluat ion and
Information on Pharmacodependence-Addictovigi lance (CEIP-A) for
the French ANSM highl ights a 69% r ise in chemical  submission cases
from 2021  to 2022,  with 1 ,229 reports recorded.  Chemical  submission,
involv ing the non-consensual  administrat ion of  psychoactive
substances such as drugs or  i l l ic i t  chemicals to commit  offenses,
remains a growing publ ic health concern.

To address this ,  the ANSM is  col laborat ing with pharmaceutical
companies to introduce prevent ive measures ,  including alter ing drug
formulas to make them less prone to misuse.  Proposed changes
include modify ing the appearance,  taste ,  or  smel l  of  drugs to alert
potent ial  v ict ims.  These in i t iat ives ,  alongside enhanced vigi lance and
education,  aim to mit igate r isks ,  part icular ly  in  fest ive environments ,
start ing January 2025.

https://www.edaegypt.gov.eg/ar/%D8%A7%D9%84%D9%85%D8%B1%D9%83%D8%B2-%D8%A7%D9%84%D8%A7%D8%B9%D9%84%D8%A7%D9%85%D9%89/%D8%A7%D9%84%D8%A7%D8%AE%D8%A8%D8%A7%D8%B1/%D9%87%D9%8A%D8%A6%D8%A9-%D8%A7%D9%84%D8%AF%D9%88%D8%A7%D8%A1-%D8%A7%D9%84%D9%85%D8%B5%D8%B1%D9%8A%D8%A9-%D8%AA%D8%B3%D8%AA%D9%82%D8%A8%D9%84-%D9%81%D8%B1%D9%8A%D9%82-%D9%85%D8%B1%D8%A7%D8%AC%D8%B9%D8%A9-%D9%88%D8%A7%D8%B9%D8%AA%D9%85%D8%A7%D8%AF-%D8%B4%D9%87%D8%A7%D8%AF%D8%A9-%D8%A7%D9%84%D8%A3%D9%8A%D8%B2%D9%88-9001-2015-%D9%85%D9%86-%D9%83%D9%88%D8%A7%D9%84%D9%8A%D8%AA%D9%8A-%D9%85%D9%8A%D8%AF%D9%84-%D8%A5%D9%8A%D8%B3%D8%AA/
https://ansm.sante.fr/actualites/prevention-de-la-soumission-chimique-lansm-engage-de-nouvelles-mesures-afin-de-reduire-le-risque-du-detournement-dusage-des-medicaments
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T e m p o r a r y  C o m m i t t e e  t o  D e f i n e  C o n d i t i o n s  f o r  B i o s i m i l a r  D r u g
S u b s t i t u t i o n  |  0 7  D e c e m b e r  2 0 2 4

A temporary scient i f ic  committee (CST) is  being establ ished to
out l ine the condit ions under which pharmacists can subst i tute
biosimi lar  drugs for  reference biologic drugs.  The committee,
compris ing pat ient  associat ions and health professionals ,  wi l l
provide recommendations to the Minister  for  Health .  B iosimi lars are
biologic drugs with the same composit ion and form as reference
biologic drugs and are used to treat condit ions l ike diabetes ,  cancer ,
and autoimmune diseases.

Current ly ,  pharmacists are author ized to subst i tute certain
biosimi lars ,  such as growth factors (f i lgrast im and pegf i lgrast im),  for
their  reference drugs.  The CST aims to expand this  pract ice
responsibly ,  consider ing both cl in ical  and regulatory aspects .  The
decis ion-making framework wi l l  be based on input f rom the
committee,  with updates publ ished on the ANSM website .

FINLAND

E U  E n d o r s e s  N e w  S t r a t e g y  f o r  C o m b i n e d  S t u d i e s  o f  M e d i c i n e s  a n d
M e d i c a l  D e v i c e s  |  2 3  D e c e m b e r  2 0 2 4  

The EU Member States have formal ly  approved a new strategy for  the
COMBINE programme, focusing on combined studies of  medicines
and medical  devices.  Key goals for  the upcoming years include
establ ishing a harmonised assessment process for  mult i-country
studies ,  standardis ing adverse event report ing procedures,  c lar i fy ing
the interface between cl in ical  t r ia ls  and combined studies ,  and
explor ing new advisory opportunit ies for  sponsors .

The programme is  a col laborat ive effort  involv ing nat ional
author i t ies ,  the European Commission,  the European Medicines
Agency (EMA),  ethics committees,  and other stakeholders .

https://fimea.fi/en/-/harmonisation-of-assessment-processes-for-combined-studies-of-medicines-and-medical-devices-is-progressing
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E U  H e a l t h  T e c h n o l o g y  A s s e s s m e n t  R e g u l a t i o n  t o  B e g i n  i n  2 0 2 5 |  2 0
D e c e m b e r  2 0 2 4  

The European Union's  Health Technology Assessment (HTA)
Regulat ion wi l l  be implemented start ing in January 2025.  In i t ia l ly ,
jo int  c l in ical  assessments (JCAs) wi l l  focus on new ant i-cancer
medicines and advanced therapies approved by the European
Medicines Agency (EMA).

These assessments wi l l  evaluate the therapeutic effects of  the
medicine compared to current  t reatment alternat ives.  However ,
economic evaluat ions,  valuat ion,  and decis ion-making wi l l  remain
the responsibi l i ty  of  indiv idual  Member States.  The f i rst  JCAs are
expected by the end of  2025.

The regulat ion wi l l  a lso impact nat ional  assessment processes,
including F imea's  involvement in def ining and using JCAs for
hospital-only medicines.  Further  detai ls  on implementat ion wi l l  be
clar i f ied in the future.

INDONESIA

T e m p o r a r y  S u s p e n s i o n  o f  M e d i c a l  D e v i c e  a n d  C e r t i f i c a t i o n  S y s t e m s
i n  I n d o n e s i a  |  1 1  D e c e m b e r  2 0 2 4  

The Ministry of  Health of  Indonesia has temporar i ly  c losed the
Medical  Device L icensing and Onl ine Cert i f icat ion Systems for
scheduled maintenance and f inancial  year-end processes from 16
December 2024 to 3 January 2025.  Dur ing this  per iod,  new
appl icat ions,  renewals ,  and changes for  medical  device distr ibut ion
l icenses and permits ,  as wel l  as cert i f icat ion requests ,  wi l l  not  be
accepted.  Ongoing evaluat ions wi l l  cont inue without interrupt ion.  

Appl icants must ensure payments for  appl icat ions submitted in 2024
are completed by 31  December 2024.  Stakeholders are advised to
plan submissions and payments accordingly to avoid delays.

https://fimea.fi/en/-/eu-hta-regulation-to-be-applied-to-fimea-s-assessment-of-hospital-only-medicinal-products
https://regalkes.kemkes.go.id/index.php/home/fileDownload/BERITA_FILE.pdf/1000976
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N o r d i c  M e d i c i n e  A g e n c i e s  L a u n c h  P i l o t  P r o j e c t  f o r  C o m m o n  E n g l i s h -
L a n g u a g e  P a c k a g i n g  |  0 2  D e c e m b e r  2 0 2 4

Nordic medicine agencies are test ing a project  to increase the use of
common Nordic packaging for  hospital  medicines,  focusing on
Engl ish-language labels across Denmark ,  F in land,  Iceland,  Norway,
and Sweden.  The in i t iat ive aims to improve supply secur i ty  and the
avai labi l i ty  of  essent ial  medicines by reducing language
requirements on packaging for  low-volume products .  Digital  package
leaf lets in al l  Nordic languages wi l l  be avai lable for  pat ients and
healthcare personnel .

The project  targets medicines used by smal l  pat ient  groups,
addressing shortages that ar ise due to the separate language
requirements in each country .  Pharmaceutical  companies are
encouraged to part ic ipate in the pi lot  to streamline product ion and
distr ibut ion.

ICELAND

ITALY

T r a n s i t i o n  o f  D i s i n f e c t i o n  P r o d u c t s  f r o m  M e d i c a l  D e v i c e s  t o
M e d i c i n a l  P r o d u c t s  U n d e r  N e w  D e c r e e  |  2 4  D e c e m b e r  2 0 2 4  

The Director ial  Decree of  29 March 2023 introduced a gradual
revocation of  medical-surgical  devices (PMC) used for  sk in
dis infect ion before medical  t reatments .  These devices,  previously
author ized under the PMC legis lat ion,  are now regulated as medicinal
products .  A transit ion per iod wi l l  conclude with the revocation of
these products by 1  January 2025,  with a deadl ine for  using exist ing
stock by 1  July 2025.

In response to concerns from regional  health author i t ies ,  a new
decree on 24 December 2024 permits the cont inued sale and use of
dis infectants containing 2% Chlorhexidine Digluconate in specif ic
packaging s izes unt i l  30 June 2025,  with a possible extension unt i l  5
July 2026.

https://www.ima.is/frettir/common-nordic-packages-for-better-availability/
https://www.salute.gov.it/portale/news/p3_2_1_1_1.jsp?lingua=italiano&menu=notizie&p=dalministero&id=6714
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N e w  G u i d e l i n e s  f o r  t h e  L a b e l i n g  o f  M e d i c a l  S u r g i c a l  D e v i c e s
A p p r o v e d  |  2 4  D e c e m b e r  2 0 2 4

On 17 December 2024,  new guidel ines for  the proper label ing of
medical  surgical  devices were approved.  The guidel ines aim to
ensure consumer and professional  user  safety by promoting
responsible product use and protect ing against  v iolat ions of
market ing author izat ion condit ions.  They incorporate common
regulatory chal lenges and updates from European legis lat ion.

The guidel ines cover the ent i re l i fecycle of  medical  device market ing
author izat ion,  f rom appl icat ion submission to cessat ion,  and address
digital  label ing to reduce packaging whi le maintaining adequate
consumer information.

JAPAN

P M D A  U p d a t e s  I n f o r m a t i o n  o n  B i o s i m i l a r s  |  2 0  D e c e m b e r  2 0 2 4  

On December 20,  2024,  the Pharmaceuticals  and Medical  Devices
Agency (PMDA) updated i ts  information on biosimi lars ,  ref lect ing the
latest  developments and approvals .  As of  December 2024,  the PMDA
has approved 35 biosimi lars across var ious product c lasses,
including human growth hormone,  granulocyte colony-st imulat ing
factor ,  and erythropoiesis-st imulat ing agents .  The PMDA maintains a
comprehensive l ist  of  approved biosimi lars ,  which can be accessed
on their  of f ic ial  website .

For  detai led information on each approved biosimi lar ,  including their
indicat ions and approval  dates ,  please refer  to the PMDA's  off ic ial  l ist
of  approved products .

https://www.salute.gov.it/portale/news/p3_2_1_1_1.jsp?lingua=italiano&menu=notizie&p=dalministero&id=6713
https://www.pmda.go.jp/english/review-services/reviews/0005.html
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A m e n d m e n t s  t o  V a r i a t i o n s  R e g u l a t i o n  E n t e r  i n t o  F o r c e  i n  J a n u a r y
2 0 2 5  |  2 0  D e c e m b e r  2 0 2 4
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The amended Variat ions Regulat ion No 1234/2008,  ef fect ive f rom 1
January 2025,  introduces several  key changes to the var iat ion
appl icat ion process.  These include revis ions to the procedures for
grouping and super-grouping Type IA var iat ions,  mandatory annual
updates for  minor Type IA var iat ions,  and adjustments to the Art ic le 5
procedure.

There are also updates concerning the annual  update of  human
inf luenza or  coronavirus vaccines,  as wel l  as the use of  the work-
sharing procedure,  which wi l l  be mandatory for  the same Market ing
Author izat ion Holder (MAH) and voluntary for  di f ferent  MAHs.

Var iat ion appl icat ions submitted before 1  January 2025 wi l l  fo l low the
current provis ions unt i l  their  conclusion.  The amended Variat ion
Guidel ines wi l l  be released in 2025,  and unt i l  then,  Market ing
Author izat ion Holders should cont inue to fol low the exist ing
guidel ines.

LATVIA

https://www.zva.gov.lv/en/news-and-publications/news/amended-variations-regulation-no-12342008-enter-force-1-january-2025
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On December 10 ,  2024,  the EU Scient i f ic  Committee on Consumer
Safety (SCCS) released a prel iminary opinion on HC Red No.  18 ,  a hair
dye ingredient ,  fo l lowing the industry 's  submission of  addit ional
safety data.  In i t ia l ly  evaluated in 2015 ,  the SCCS conf i rmed that the
ingredient is  safe for  use in ox idat ive hair  dyes at  concentrat ions up
to 1 .5%.

The updated opinion also extends the safety approval  for  use at
concentrat ions up to 0 .5% in non-oxidat ive hair  dye formulat ions.  The
opinion is  open for  publ ic comments unt i l  January 13 ,  2025.

U K  U p d a t e s  P r o h i b i t e d  a n d  R e s t r i c t e d  I n g r e d i e n t s  L i s t  f o r  C o s m e t i c s  |
1 8  D e c e m b e r  2 0 2 4

On December 17 ,  2024,  the UK publ ished the Cosmetic Products
(Restr ict ion of  Chemical  Substances) (No.  2)  Regulat ions 2024,
amending the ingredient l ists  in  the UK Cosmetics Regulat ion (EC)
1223/2009.

The new regulat ions,  ef fect ive f rom January 31 ,  2025,  include 64
addit ional  prohibited ingredients and one restr icted ingredient .
Compared to ear l ier  drafts ,  the f inal  regulat ion removes one
prohibited ingredient and updates transit ional  provis ions for
cosmetics containing the newly prohibited substances.

UNITED KINGDOM (UK)
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The Off ice of  Information and Regulatory Affairs  (OIRA) updated i ts
regulatory agenda,  delaying key rulemaking act ions mandated by
the Modernizat ion of  Cosmetics Regulat ion Act  of  2022 (MoCRA).  The
proposed rules address asbestos test ing in talc-based cosmetics ,
f ragrance al lergen disclosure,  good manufactur ing pract ices (GMP),
and formaldehyde use in hair  products .  Revised target dates extend
into 2025,  al lowing the cosmetics industry more t ime for  compl iance
preparat ion.

Despite the extended t imel ines ,  stakeholders are advised to monitor
updates from the FDA to ensure readiness and avoid penalt ies ,  as
further  delays may st i l l  occur .

F D A  R e l e a s e s  U p d a t e d  G u i d a n c e  o n  C o s m e t i c  F a c i l i t y  R e g i s t r a t i o n
a n d  P r o d u c t  L i s t i n g  |  1 3  D e c e m b e r  2 0 2 4

On December 1 1 ,  2024,  the U.S .  Food and Drug Administrat ion (FDA)
publ ished an updated Guidance on the Registrat ion and L ist ing of
Cosmetic Product Faci l i t ies and Products .

The updated document bui lds on the or iginal  2023 vers ion,  providing
essent ial  information on terminology,  submission responsibi l i t ies ,
required documentat ion,  submission methods,  and deadl ines.  I t
f inal izes 19 f requently  asked quest ions (FAQs) f rom the previous
version and introduces three new FAQs,  open for  publ ic comment
unt i l  January 13 ,  2025.

These new FAQs address topics such as the responsibi l i t ies of  the US
Agent ,  l ink ing mult iple bui ldings to a s ingle Faci l i ty  Establ ishment
Ident i f ier  (FE I)  number ,  and product l ist ings for  f ree samples and
gifts .

UNITED STATES OF AMERICA (USA)
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M F D S  C r a c k s  D o w n  o n  F a l s e  A d v e r t i s i n g  i n  S o u t h  K o r e a n  C o s m e t i c s
M a r k e t  |  2 4  D e c e m b e r  2 0 2 4

SOUTH KOREA

The Ministry of  Food and Drug Safety (MFDS) announced on
December 24,  2024,  the results  of  an inspect ion of  200 onl ine
cosmetic advert isements ,  uncover ing 124 cases of  false or
exaggerated claims that v iolate the Cosmetics Act .  Most  infract ions
involved misleading claims about medical  ef fects ,  such as " fat
dissolut ion"  or  " reduct ion of  body fat , "  which could confuse
consumers.  Addit ional ly ,  one advert isement falsely c laimed "no
steroid ingredients , "  a prohibited pract ice under South Korean law.

MFDS has requested the Korea Communicat ions Standards
Commission to block access to these i l legal  post ings and ini t iated
administrat ive act ions against  13  impl icated enterpr ises .  The report
underscores the importance of  complying with South Korea's
str ingent cosmetic label ing and advert is ing regulat ions,  as improper
pract ices can lead to penalt ies or  business suspensions.

CHINA

C h i n a  E n h a n c e s  C o s m e t i c s  S a f e t y  A s s e s s m e n t  S u b m i s s i o n  P r o c e s s  |
1 3  D e c e m b e r  2 0 2 4

On December 6 ,  2024,  the China Nat ional  Inst i tutes for  Food and Drug
Control  (NIFDC) announced updates to the Cosmetics Intel l igent
Appl icat ion and Review system, opt imiz ing the submission of  product
safety assessment mater ials .  These changes aim to streamline the
process,  improve eff ic iency,  and ensure compl iance with cosmetic
laws and regulat ions,  including the 2021  Technical  Guidel ines for
Cosmetics Safety Assessment .  Enterpr ises can now submit  fu l l  safety
assessment reports as part  of  the product registrat ion and
noti f icat ion process.

This  move fol lows a July 2024 announcement f rom the Nat ional
Medical  Products Administrat ion (NMPA) stat ing that s impl i f ied
reports could be submitted unt i l  May 1 ,  2025,  after  which ful l  reports
wi l l  be mandatory .
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V i e t n a m  M i n i s t r y  o f  H e a l t h  S e t s  2 0 2 5  I n s p e c t i o n  a n d  S u p e r v i s i o n
A g e n d a |  2 5  D e c e m b e r  2 0 2 4

VIETNAM

The Vietnam Ministry of  Health has issued guidel ines for  health
inspect ion and supervis ion act iv i t ies in 2025,  emphasiz ing str icter
enforcement of  regulat ions to address ongoing chal lenges in
healthcare management .  Key issues include violat ions in the
product ion and sale of  food,  pharmaceuticals ,  and cosmetics;  delays
in l icensing and approvals;  and inadequate internal  monitor ing.

The Ministry 's  direct ive cal ls  for  improved pol icy implementat ion,
planned and unplanned inspect ions,  enhanced internal  oversight ,
publ ic awareness campaigns,  and str ingent handl ing of  v iolat ions.
Part icular  attent ion wi l l  be given to high-demand products dur ing
the Lunar New Year and fest ival  seasons.  Units  are required to report
results  and coordinate efforts  to resolve chal lenges effect ively .

INDONESIA

I n d o n e s i a  P r o p o s e s  A m e n d m e n t s  t o  C o s m e t i c s  N o t i f i c a t i o n
R e g u l a t i o n  |  1 3  D e c e m b e r  2 0 2 4

Indonesia has introduced a draft  amendment to i ts  cosmetics
not i f icat ion regulat ion,  aiming to streamline the process for
manufacturers and distr ibutors .  Key changes include a more def ined
scope of  products requir ing not i f icat ion,  updated documentary
requirements for  appl icants ,  and a new provis ion for  data updates to
maintain not i f icat ion val idi ty .

The amendment also revises the not i f icat ion val idi ty  per iod,
providing clearer  guidel ines for  stakeholders .  These changes are part
of  Indonesia’s  ef forts  to improve regulatory clar i ty  and ensure safe
market  pract ices for  cosmetic products .
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I n d o n e s i a  I d e n t i f i e s  N o n - C o m p l i a n t  C o s m e t i c  P r o d u c t s  D u r i n g
I n s p e c t i o n s  |  0 9  D e c e m b e r  2 0 2 4

Between September 2023 and October 2024,  Indonesia 's  BPOM
uncovered two major  categories of  non-compliant cosmetic
products .  The f i rst  involved 16 cosmetics falsely marketed for  needle
or microneedle appl icat ion,  posing health r isks when used for
inject ion due to their  lack of  ster i l i ty .  BPOM revoked their  not i f icat ion
numbers ,  ordered recal ls ,  and emphasized the need for  these
products to be registered as medicinal  products .

The second issue involved 55 products containing hazardous
ingredients l ike mercury ,  lead,  and hydroquinone,  prompting BPOM to
revoke their  not i f icat ions,  suspend product ion and distr ibut ion,  and
enforce recal ls .  BPOM has also intensi f ied oversight of  onl ine sales
and i l legal  cosmetic l inks .  Despite s ignif icant growth in the domest ic
cosmetic industry ,  BPOM remains focused on ensur ing regulatory
compliance to safeguard publ ic health .

AUSTRALIA

A u s t r a l i a  U p d a t e s  R o l l i n g  A c t i o n  P l a n  w i t h  C h e m i c a l  E v a l u a t i o n s  f o r
H u m a n  H e a l t h  a n d  E n v i r o n m e n t a l  R i s k s  |  1 9  D e c e m b e r  2 0 2 4

Austral ia ’s  Evaluat ions Roadmap out l ines a targeted approach to
assess r isks f rom industr ial  chemicals ,  pr ior i t iz ing t imely evaluat ions
from the nat ional  inventory .  The Rol l ing Act ion Plan guides this
process ,  detai l ing evaluat ion pr ior i t ies ,  focus areas,  and updates.
On December 16 ,  A ICIS publ ished eight completed evaluat ions under
the Industr ial  Chemicals Act  2019 ,  now incorporated into the Rol l ing
Act ion Plan,  with four  addressing cosmetic-related chemicals .
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ID Subject of
Evaluation  

Reason for
Evaluation Timeframe Focus

  EVA00122
  

1H-Benzotriazole
and its mono-
substituted
derivatives
  

Evaluation
Selection Analysis
indicated a
potential human
health risk.
   
  

  31/12/2024
  

  Health
  

  EVA00153
  

Extracts and
essential oils
primarily composed
of methyl salicylate
  

Evaluation
Selection Analysis
indicated a
potential human
health risk.
   
  

  31/12/2024
   
  

  Health
  

  EVA00147
   
   
   
   
  

Phenolic
benzotriazoles
   
  

Evaluation
Selection Analysis
indicated a
potential human
health risk.
   
  

  31/12/2024
   
  

  Health
   
  

  EVA00162
   
   
  

Benzoic acid, 2-
hydroxy-, 3,3,5-
trimethylcyclohexyl
ester (Homosalate)
   
  

Evaluation
Selection Analysis
indicated a
potential human
health and
environment risk.
   
  

  30/06/2025
   
  

  Health and
Environment
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BRAZIL

B r a z i l ' s  A n v i s a  I n t r o d u c e s  N e w  R e g u l a t o r y  F r a m e w o r k  f o r  P e r s o n a l
C a r e  P r o d u c t s  |  1 3  D e c e m b e r  2 0 2 4

Brazi l 's  Health Regulatory Agency (Anvisa) has introduced Resolut ion
No.  951/2024,  establ ishing a new not i f icat ion system for  personal
hygiene products ,  cosmetics ,  perfumes,  and disposables .  Set  to take
effect  on March 3 ,  2025,  the resolut ion aims to streamline product
registrat ion,  label ing,  and safety assessments ,  al igning with
internat ional  standards.

The changes wi l l  require companies to transit ion exist ing products to
the new system and ensure compl iance to cont inue sel l ing in Brazi l .
Manufacturers and importers in the personal  care sector  must
prepare for  these regulatory updates to maintain market  access.

A n v i s a  L a u n c h e s  C o n s u l t a t i o n  o n  P i l o t  P r o j e c t  f o r  P e r s o n a l i z e d
C o s m e t i c  P r o d u c t s  |  1 1  D e c e m b e r  2 0 2 4

On December 1 1 ,  2024,  Anvisa launched Directed Consultat ion
04/2024 to gather contr ibut ions on the draft  cal l  for  the select ion of
part ic ipants in the Pi lot  Project  of  the Exper imental  Regulatory
Environment (Regulatory Sandbox) for  Personal ized Cosmetic
Products .  The consultat ion per iod wi l l  end on January 31 ,  2025,  with
suggest ions to be submitted via Anvisa’s  portal  or  an electronic
form.

The in i t iat ive aims to improve the regulatory f ramework for
personal ized cosmetics by addressing chal lenges such as product
customizat ion,  label ing,  safety ,  and manufactur ing pract ices.  The
regulatory sandbox al lows companies to test  innovative ideas in a
control led environment ,  promoting market  innovation whi le ensur ing
publ ic health safety .

The consultat ion out l ines guidel ines for  proposal  submission and
select ion,  as wel l  as the exper imental  environment ’s  condit ions.
Anvisa’s  regulatory sandbox is  part  of  i ts  broader strategy to handle
complex innovations and to foster  agi l i ty  in  regulat ion.

https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2024/anvisa-abre-consulta-dirigida-sobre-sandbox-regulatorio-para-cosmeticos-personalizados
https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2024/anvisa-abre-consulta-dirigida-sobre-sandbox-regulatorio-para-cosmeticos-personalizados
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T h a i  F D A  R e l e a s e s  R e v i s e d  G u i d e l i n e s  f o r  C o s m e t i c s  i n  A m p o u l e ,
V i a l ,  o r  S y r i n g e  F o r m s  | 0 4  D e c e m b e r  2 0 2 4

In  November 2024,  the Thai  FDA issued updated guidel ines for
cosmetics in ampoule ,  v ial ,  or  syr inge forms,  fo l lowing revis ions
made in September 2024.  The new provis ions focus on def ining the
physical  character ist ics of  these containers and introducing minor
changes to the required documentat ion for  product not i f icat ion.  The
revis ion aims to improve regulatory clar i ty  and dist inguish these
cosmetic products f rom medical  devices or  drugs.


