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E M A  R e v i e w s  I p i d a c r i n e  M e d i c i n e s  O v e r  S a f e t y  a n d  E f f i c a c y
C o n c e r n s  |  2 3  M a y  2 0 2 5

The European Medicines Agency (EMA) has begun a review of
medicines containing ip idacr ine ,  used in several  EU countr ies to
treat var ious neurological  condit ions in adults ,  including nerve
inf lammation,  myasthenia gravis ,  memory disorders ,  and post-
injury recovery .

This  review,  in i t iated at  the request  of  the I r ish medicines
author i ty ,  fo l lows concerns raised dur ing an appl icat ion for  a
generic vers ion in four  EEA countr ies .  Quest ions were raised
about the strength of  the support ing data,  which came largely
from smal l  or  poor ly  designed studies—many lacking control
groups or  proper bl inding.

Addit ional  safety concerns have emerged,  part icular ly
regarding potent ial  l iver  tox ic i ty ,  as seen in a study showing
elevated l iver  enzymes and support ing data from animal tests .

The EMA’s Committee for  Medicinal  Products for  Human Use
(CHMP) wi l l  evaluate al l  avai lable data to determine whether
current market ing author izat ions for  ip idacr ine products should
be maintained,  changed,  suspended,  or  withdrawn across the
EU.

EUROPEAN UNION (EU)

https://www.ema.europa.eu/en/news/ema-starts-review-ipidacrine-containing-medicines
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E U  U p d a t e s  P M S V  R e q u i r e m e n t s  w i t h  N e w  M I R  F o r m  V e r s i o n  7 . 3 . 1
|  0 5  M a y  2 0 2 5

The European Commission has released the latest  vers ion of  the
Manufacturer  Incident Report  (MIR) form—PDF 7 .3 . 1—to support
Post-Market  Survei l lance and Vigi lance (PMSV) act iv i t ies under
the Medical  Device Regulat ion (MDR) and In Vitro Diagnost ic
Regulat ion ( IVDR).

This  updated form is  mandatory for  manufacturers report ing
ser ious incidents ,  F ie ld Safety Correct ive Act ions (FSCAs) ,  and
fol low-up updates involv ing medical  devices and IVDs placed
on the EU market ,  including those under transit ional  provis ions
from the previous Direct ives.

Key highl ights of  the MIR PDF 7 .3 . 1  include:
Improved al ignment with EUDAMED data structure
Enhanced data f ie lds for  software and IVD report ing
Interact ive ,  f i l lable PDF for  structured submission

Unti l  EUDAMED’s v igi lance module goes l ive ,  manufacturers must
cont inue submitt ing the MIR direct ly  to the relevant nat ional
competent author i ty .

This  release underscores the EU’s  commitment to strengthening
post-market  oversight and ensur ing pat ient  safety through
more consistent  and transparent report ing.

https://health.ec.europa.eu/medical-devices-sector/new-regulations/guidance-mdcg-endorsed-documents-and-other-guidance/pmsv-reporting-forms_en
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M H R A  L a u n c h e s  C o n s u l t a t i o n  o n  D r a f t  G u i d e l i n e  f o r  U s i n g  R e a l -
W o r l d  D a t a  E x t e r n a l  C o n t r o l  A r m s  i n  C l i n i c a l  T r i a l s |  2 0  M a y
2 0 2 5

The MHRA has released a draft  guidel ine on using Real-World
Data (RWD) to create External  Control  Arms (ECAs) in c l in ical
tr ials .  RWD ECAs use pat ient  data col lected outside tradit ional
studies—such as f rom health records—to support  the evaluat ion
of  new treatments .

Developed with input f rom the Commission on Human
Medicines,  the guidel ine out l ines key considerat ions for
sponsors planning tr ials  that include RWD ECAs.  Whi le focused
on RWD,  the pr inciples also apply to other external  control
sources.

A s ix-week publ ic consultat ion is  now open.  Stakeholders are
invited to review the draft  and provide feedback,  including l ine-
by-l ine comments .  The f inal  guidel ine and a summary of
responses wi l l  be publ ished fol lowing the consultat ion.

UNITED KINGDOM (UK)

M H R A  I m p l e m e n t s  N e w  G B  M I R  &  F S C A  R e p o r t i n g  S c h e m a s  |  1 6
M a y  2 0 2 5

To al ign with the revised UK Medical  Devices Regulat ions,  the
MHRA has introduced new GB-specif ic  schemas  for  submitt ing
Manufacturer  Incident Reports (MIR) and F ie ld Safety Correct ive
Act ions (FSCA).  These changes are part  of  the broader effort  to
improve post-market  survei l lance and ensure the cont inued
safety and effect iveness of  medical  devices in Great Br i tain .

Ef fect ive 16 June 2025,  the updated GB MIR and FSCA schemas
wi l l  be avai lable in the MORE (Manufacturer ’s  Onl ine Report ing
Environment) portal .

https://www.gov.uk/government/consultations/mhra-draft-guideline-on-the-use-of-external-control-arms-based-on-real-world-data-to-support-regulatory-decisions
https://www.gov.uk/government/consultations/mhra-draft-guideline-on-the-use-of-external-control-arms-based-on-real-world-data-to-support-regulatory-decisions
https://www.gov.uk/government/publications/more-implementation/gb-mir-and-fsca-schema-implementation-guide
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Key changes include:
GB-specif ic  schema names – replacing EU references and
al igning with UK regulatory f rameworks .
Removal  of  EUDAMED f ie lds – including EUDAMED-assigned
incident numbers and NCA ident i f iers .
Inclusion of  UK-specif ic  data – such as UK Responsible
Person detai ls ,  UK Approved Body (UKAB) ID ,  and cert i f icate
numbers .
Mandatory IMDRF coding – use of  Annexes A–G for
harmonised event c lassi f icat ion.
Expanded UDI  f ie lds – now including basic UDI-DI ,  unit  of  use
UDI-DI ,  and issuing ent i ty  detai ls .
GMDN-only nomenclature – the schema now exclusively
supports Global  Medical  Device Nomenclature codes.

These changes aim to improve data qual i ty ,  consistency,  and
traceabi l i ty  in  incident and FSCA report ing.

Transit ion T imel ine
16 June 2025 – New schemas go l ive in the MORE product ion
portal .
16 October 2025 – F inal  date to transit ion;  o lder  schemas wi l l
no longer be accepted beyond this  point .
Unt i l  then,  manufacturers may cont inue using exist ing
schemas i f  a l l  new data f ie lds are completed in f ree-text
sect ions (e .g . ,  general  comments) .

Manufacturers and UK Responsible Persons should:
Review the new schema requirements
Update internal  report ing systems
Train regulatory and qual i ty  teams accordingly

This  change represents a s ignif icant step forward in al igning UK
post-market  survei l lance with global  standards whi le
reinforcing the MHRA’s commitment to pat ient  safety .  Make sure
your processes are updated ahead of  the transit ion deadl ine.
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The MHRA’s Manufacturer ’s  Onl ine Report ing Environment
(MORE)  is  a digital  platform for  manufacturers to report  adverse
incidents and f ie ld safety act ions related to medical  devices
used in Great Br i tain (GB) and Northern I re land (NI) .  A l l  incident
reports must be submitted via MORE—other submission routes
are not accepted.

New GB regulat ions,  ef fect ive f rom 16 June 2025,  enhance post-
market  survei l lance by improving traceabi l i ty  and enabl ing
faster  r isk  response.  To support  this ,  MHRA has updated data
requirements and submission formats for  incident report ing.

In NI ,  EU MDR and IVDR rules apply ,  and manufacturers must
cont inue using EU forms within MORE unt i l  the Eudamed
Vigi lance module is  avai lable .  Despite EU al ignment ,  the MHRA
remains the report ing author i ty  for  NI .

MORE plays a key role in ensur ing device safety by central iz ing
and standardiz ing incident report ing.

M H R A ’ s  M O R E  P o r t a l :  S t r e n g t h e n i n g  M e d i c a l  D e v i c e  S a f e t y  R e p o r t i n g
|  1 6  M a y  2 0 2 5

UNITED STATES OF AMERICA (USA)

F D A  t o  R e m o v e  I n g e s t i b l e  F l u o r i d e  P r o d u c t s  f o r  C h i l d r e n  |  1 3  M a y
2 0 2 5

The FDA has announced plans to remove concentrated
ingest ible f luor ide  prescr ipt ion products for  chi ldren from the
market .  Unl ike f luor ide toothpaste or  r inses ,  these products are
swal lowed and have never been FDA-approved.

Recent studies suggest  ingest ing f luor ide may disrupt gut
health and is  l inked to concerns such as thyroid issues,  weight
gain ,  and possibly reduced IQ—especial ly  t roubl ing in ear ly
chi ldhood when the gut microbiome is  st i l l  developing.

The FDA is  conduct ing a safety review,  with a decis ion expected
by October 31 .

https://www.gov.uk/guidance/manufacturers-online-reporting-environment-more
https://www.gov.uk/guidance/manufacturers-online-reporting-environment-more
https://www.fda.gov/news-events/press-announcements/fda-begins-action-remove-ingestible-fluoride-prescription-drug-products-children-market
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Meanwhi le ,  updated guidance on safe and effect ive dental
hygiene pract ices for  chi ldren wi l l  be issued,  focusing on
approaches that do not impact gut health .

This  move ref lects a shi f t  toward pr ior i t iz ing natural ,  non-
invasive dental  care and al igns with global  t rends to reduce
systemic f luor ide exposure.

T G A  U p d a t e s  G M P  C l e a r a n c e  G u i d a n c e :  N e w  I n s p e c t i o n  P a t h w a y  a n d
A n n e x  1 6  R e q u i r e m e n t s |  2 1  M a y  2 0 2 5

The Therapeutic Goods Administrat ion (TGA) has issued
updates to i ts  GMP clearance guidance ,  ref lect ing recent
internat ional  regulatory developments .

H e a l t h  C a n a d a  I n s p e c t i o n  P a t h w a y  I n t r o d u c e d
Fol lowing a 2024 agreement with Health Canada,  inspect ions
conducted by Health Canada may now be used to support  GMP
clearance appl icat ions v ia the inspect ion rel iance pathway.  The
relevant guidance documents and e-form instruct ions have
been updated to ref lect  this  addit ion.

A n n e x  1 6  I m p l e m e n t a t i o n
With the adoption of  Annex 16 – Author ised Person and Batch
Release from the PIC/S Guide to GMP (effect ive June 2024,  with
the transit ion per iod ending September 2024) ,  the TGA has
updated i ts  guidance to include the types of  evidence that may
be reviewed dur ing GMP evaluat ions.  There is  current ly  no
change to the upfront evidence requirements .

C l a r i f i c a t i o n  o n  L e t t e r s  o f  A c c e s s  ( L o A s )
The TGA cont inues to observe issues with the incorrect  use of
Letters of  Access.  The guidance now provides addit ional
clar i f icat ion to support  the correct  and effect ive use of  LoAs in
order to reduce delays and regulatory burden.

AUSTRALIA

https://www.tga.gov.au/news/news/updated-gmp-clearance-information
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ANMAT Provis ion No.  3294/2025  mandates QR codes  with ant i-
fraud tech on the secondary packaging (and opt ional ly
pr imary) of  al l  synthet ic and semi-synthet ic medicines.  The
code must l ink to the product leaf let  and be easi ly  scannable.

The rule takes effect  one year f rom its  enforcement date.  QR
codes wi l l  be issued by the Nat ional  Inst i tute of  Medicines and
required dur ing new registrat ions and for  ex ist ing marketed
products .

Any leaf let  updates must be ref lected in the QR code.
Placement must ensure v is ibi l i ty  and readabi l i ty .  This  move
strengthens traceabi l i ty  and pat ient  access to information.

A N M A T  M a n d a t e s  Q R  C o d e s  o n  P a c k a g i n g  o f  S y n t h e t i c  M e d i c i n a l
P r o d u c t s  |  1 9  M a y  2 0 2 5

ARGENTINA

ANMAT has announced that i t  wi l l  no longer intervene in the
import  of  non-prescr ipt ion medical  products  intended solely  for
personal  use.  As per Provis ion No.  2857/2025 ,  th is  appl ies to
products acquired by indiv iduals for  direct  use without medical
supervis ion.

The move aims to s impl i fy  procedures and improve access to
medical  products .  However ,  resale or  f ree distr ibut ion of  these
items remains prohibited.

A l ist  of  e l ig ible products has been prepared by the Nat ional
Inst i tute of  Medical  Products and wi l l  be updated regular ly .
Importers assume ful l  responsibi l i ty  for  proper use and any
associated r isks .

This  change ref lects ANMAT’s  commitment to improving
regulatory eff ic iency whi le support ing pat ient  autonomy.

A N M A T  L i f t s  R e s t r i c t i o n s  o n  N o n - P r e s c r i p t i o n  M e d i c i n a l  P r o d u c t s  |  1 9
M a y  2 0 2 5

https://www.boletinoficial.gob.ar/detalleAviso/primera/325568/20250519
https://www.argentina.gob.ar/noticias/anmat-informa-que-debera-incluirse-un-codigo-qr-en-el-envase-de-las-especialidades
https://www.argentina.gob.ar/noticias/anmat-desregula-la-importacion-personal-de-productos-medicos-de-uso-sin-prescripcion
https://www.boletinoficial.gob.ar/detalleAviso/primera/324785/20250505
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From 1  June 2025,  the Federal  Agency for  Medicines and Health
Products (FAMHP) wi l l  introduce a new mandatory contact form
for  submitt ing quest ions related to var iat ions and renewals of
medicinal  products for  human use.  This  form wi l l  replace the
current emai l  address previously used for  such inquir ies .

The new system is  designed to streamline communicat ions
through part ial  automation and faster  response t imes.  Users
wi l l  receive conf i rmation upon submitt ing the form,  and are
advised to consult  the guidance on the FAMHP website to ensure
al l  required information is  provided.

The form covers a range of  topics ,  including var iat ion and
renewal  submissions,  status updates,  fee-related quest ions,
document correct ions,  and sunset c lause quer ies .

Processing t imes wi l l  vary based on the type of  quest ion,
ranging from 5 to 30 working days.

F A M H P  I n t r o d u c e s  C o n t a c t  F o r m  f o r  M e d i c i n a l  P r o d u c t  Q u e r i e s  |  2 7
M a y  2 0 2 5

BELGIUM

BRAZIL

A n v i s a  R e l e a s e s  D r a f t  M a n u a l  f o r  U D I  M e d i c a l  D e v i c e  S y s t e m  |  2 3  M a y
2 0 2 5

Anvisa has released a draft  vers ion of  the Manual  for  the Use of
the Unique Ident i f icat ion System  for  Medical  Devices (Siud) ,
offer ing ear ly  guidance on Brazi l 's  upcoming UDI  (Unique Device
Ident i f icat ion) database.

https://www.famhp.be/en/news/new_contact_form_for_questions_on_variations_and_renewals_from_1_june_2025
https://www.gov.br/anvisa/pt-br/assuntos/produtosparasaude/temas-em-destaque/arquivos/manual_siud_v01.pdf
https://www.canva.com/design/DAGoiYlAWvQ/yd5pq0pLhidJRXDFDhrHpg/edit
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This  in i t iat ive stems from RDC 591/2021 ,  which mandates the
development of  a nat ional  UDI  system al igned with internat ional
IMDRF standards to improve traceabi l i ty  and pat ient  safety .  The
database is  part  of  Anvisa’s  Strategic P lan 2024–2027 and wi l l
support  registrat ion and monitor ing of  medical  devices across
al l  r isk  c lasses.

The draft  manual  covers the system’s completed features but
excludes components st i l l  under development .  The UDI
database wi l l  only go l ive once the new regulat ion—current ly
under Publ ic Consultat ion No.  1 ,313/2025—is f inal ized and enters
into force.

Once effect ive ,  deadl ines for  mandatory UDI  data submission
wi l l  begin:

Class IV devices:  3 .5 years
Class I I I  devices:  4 years
Class I I  devices:  5 years
Class I  devices:  6 years

This  move marks a major  step forward in al igning Brazi l ’s
regulatory system with global  pract ices.

A n v i s a  L a u n c h e s  T a r g e t e d  C o n s u l t a t i o n  o n  R e u s a b l e  a n d  S i n g l e - U s e
M e d i c a l  D e v i c e  R e g u l a t i o n s  |  1 6  M a y  2 0 2 5

Anvisa launched a targeted consultat ion  a imed at  the Nat ional
Health Survei l lance System (SNVS) to gather feedback on
proposed regulat ions related to medical  device classi f icat ion
and processing pract ices.

The proposals cover two key areas:
Classi f icat ion of  medical  devices as reusable or  s ingle-use
Good pract ices for  processing devices in healthcare sett ings
and processing companies

This  consultat ion is  part  of  Anvisa’s  2024/2025 Regulatory
Agenda (Project  15 .5)  and aims to ref ine drafts  before moving
to publ ic consultat ion.  The process al lows health survei l lance
agencies to contr ibute insights that wi l l  support  the
development of  more robust  and evidence-based regulat ions.

https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2025/anvisa-lanca-consulta-dirigida-sobre-dispositivos-medicos-de-uso-unico-e-boas-praticas-de-processamento
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The consultat ion is  open for  30 days and includes three main
topics :

Good pract ices in healthcare services
Best  pract ices in processing companies
Val idat ion protocols for  medical  device reprocessing
Classi f icat ion and regulatory pathways for  s ingle-use and
reusable devices

Access the drafts  and submit  contr ibut ions here:
Healthcare Services – SEI  3259104
Processing Companies – SEI  3264670
Val idat ion Protocols – SEI  3264744
Device Classi f icat ion – RDC Proposal

Anvisa encourages act ive part ic ipat ion to strengthen nat ional
regulat ions and improve safety standards in medical  device
management .

Anvisa has announced a revised schedule for  the
implementat ion of  the Sanitary Survei l lance Inspect ion Fee
(TFVS)  integrated with Brazi l ’s  S ingle Foreign Trade Portal .  The
update fol lows a temporary suspension in Apr i l  2025 to al low for
system adjustments and protocol  correct ions,  which were
successful ly  val idated between Apri l  21  and May 2 .

The TFVS wi l l  now be integrated with the Central ized Payment of
Foreign Trade (PCCE) in a phased manner :

May 12 ,  2025 – Import  pet i t ions for  food
May 26,  2025 – Cosmetics ,  sanit izers ,  standards,  baby
bott les ,  b iological  mater ials
June 2 ,  2025 – Medicines and control led substances
June 9 ,  2025 – Medical  devices

This  phased rol lout  aims to improve processing eff ic iency and
ensure smoother coordinat ion across Brazi l ’s  t rade and health
survei l lance systems.

T F V S  I n t e g r a t i o n  w i t h  F o r e i g n  T r a d e  P o r t a l :  N e w  I m p l e m e n t a t i o n
D a t e s  A n n o u n c e d  |  0 9  M a y  2 0 2 5

http://pesquisa.anvisa.gov.br/index.php/226288?lang=pt-BR
http://pesquisa.anvisa.gov.br/index.php/746188?lang=pt-BR
http://pesquisa.anvisa.gov.br/index.php/657271?lang=pt-BR
http://pesquisa.anvisa.gov.br/index.php/524836?lang=pt-BR
https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2025/anvisa-atualiza-cronograma-para-pagamento-integrado-da-taxa-de-vigilancia-sanitaria
https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2025/anvisa-atualiza-cronograma-para-pagamento-integrado-da-taxa-de-vigilancia-sanitaria
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The Spanish Agency for  Medicines (AEMPS) has introduced
MeQA ,  an AI  tool  that answers quest ions about human
medicines in everyday language using off ic ial  drug leaf let  data.  

Aimed at  improving publ ic understanding of  medicine use,
dosage,  and interact ions,  MeQA also has potent ial  for  future
integrat ion with electronic health records for  personal ized care.  

This  in i t iat ive ref lects AEMPS’s  commitment to using technology
to enhance publ ic access to health information.

A E M P S  L a u n c h e s  A I  T o o l  M e Q A  f o r  E a s i e r  A c c e s s  t o  M e d i c i n e  I n f o  |  1 3
M a y  2 0 2 5

SPAIN

the Spanish Agency for  Medicines and Health Products (AEMPS)
and the European Medicines Agency (EMA) hosted an onl ine
session  t i t led "Cl in ical  t r ia ls  in  the EU:  placing the pat ient  at  the
centre"  to mark Internat ional  Cl in ical  Tr ial  Day.

The session focused on EU and nat ional  in i t iat ives to strengthen
patient  involvement in c l in ical  research,  part icular ly  through
the ACT EU (Accelerat ion of  Cl in ical  Tr ials  in  the EU) project .
This  in i t iat ive aims to reinforce the EU’s  posit ion as a leader in
high-qual i ty ,  safe ,  and effect ive cl in ical  t r ia ls  and to better
integrate cl in ical  research into the healthcare system.

An interact ive map within the Cl in ical  Tr ials  Information System
(CTIS) was also presented to improve publ ic access to real-
t ime information on cl in ical  t r ia ls  across the EU.  The session
concluded with a discussion and Q&A with inst i tut ional
representat ives.

A E M P S  a n d  E M A  H e l d  S e s s i o n  o n  E n h a n c i n g  P a t i e n t  R o l e  i n  E U  C l i n i c a l
T r i a l s  |  1 3  M a y  2 0 2 5

https://www.aemps.gob.es/informa/la-aemps-lanza-meqa-una-herramienta-de-ia-pionera-en-la-respuesta-a-preguntas-sobre-medicamentos-de-uso-humano/
https://www.aemps.gob.es/informa/la-aemps-organiza-junto-con-la-ema-una-sesion-informativa-orientada-a-pacientes-sobre-los-ensayos-clinicos-en-la-ue/
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SOUTH AFRICA

S A H P R A  L i s t s  F i r s t  M p o x  D i a g n o s t i c  T e s t  U s i n g  W H O  R e l i a n c e
P a t h w a y  |  2 2  M a y  2 0 2 5

The South Afr ican Health Products Regulatory Author i ty
(SAHPRA) has approved i ts  f i rst  in  v i t ro diagnost ic ( IVD) test  for
mpox (monkeypox)  through a rel iance mechanism based on the
World Health Organizat ion’s  (WHO) Emergency Use L ist ing (EUL)
and Prequal i f icat ion (PQ) assessment .  This  marks a key
milestone in improving global  access to mpox test ing.

The approved test ,  the Al in i ty  m MPX assay developed by Abbott
Molecular  Inc.  and l icensed to Abbott  Laborator ies South Afr ica,
enhances diagnost ic capacity dur ing mpox outbreaks by
enabl ing rapid and accurate detect ion of  the v i rus .  SAHPRA
highl ighted the s ignif icance of  using regulatory rel iance
mechanisms to expedite access.

Only molecular  RT-PCR tests are current ly  considered for
approval  by SAHPRA,  specif ical ly  those using nasal  swabs.  Both
the Afr ica CDC and WHO have emphasized that no ant igen rapid
diagnost ic tests (RDTs) have met the minimum required
sensit iv i ty  (80%) for  mpox test ing in Afr ica.  As a result ,  ant igen
and ant ibody rapid tests—including sel f-test  k i ts—are not
recommended.

For  further  detai ls ,  SAHPRA’s regulatory requirements are
out l ined in communicat ion MD01-2024/25 v1 ,  avai lable on their
off ic ial  website .

https://www.sahpra.org.za/news-and-updates/sahpra-approves-first-who-eul-mpox-test-kit/
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E U  P r o p o s e s  R e v i s i o n s  t o  C o s m e t i c s  R e g u l a t i o n  t o  A l i g n  w i t h
U p d a t e d  C M R  S u b s t a n c e  C l a s s i f i c a t i o n s |  2 1  M a y  2 0 2 5

E U  S C C S  F i n a l i z e s  O p i n i o n s  o n  T h r e e  C o s m e t i c  I n g r e d i e n t s
C o n c e r n i n g  C h i l d r e n ’ s  E x p o s u r e |  0 6  M a y  2 0 2 5

EUROPEAN UNION (EU)

Ingredients Use SCCS Conclusion

Butylparaben
(CAS No. 94-26-8)

Preservative in
creams, lotions

Safe for children over 3 years; not
confirmed safe for under 3, especially
in nappy creams.

Salicylic Acid
(CAS No. 69-72-7)

Exfoliant, anti-
dandruff agent

Safe for children over 3 years; not
safe in leave-on products for under 3.

Methyl Salicylate
(CAS No. 119-36-8)

Fragrance, oral
care flavoring

Safe for children 6+ in limited
amounts; not safe for under 6s,
especially in leave-on products.
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On May 21 ,  2025,  the EU submitted a draft  regulat ion to the WTO
to revise four  ingredient l ists  under Regulat ion (EC) No
1223/2009 (Cosmetics Regulat ion) .  The proposal ,  open for
publ ic comment unt i l  July 20,  2025,  aims to take effect  on May 1 ,
2026.  I t  fo l lows the adoption of  Delegated Regulat ion (EU)
2024/2564,  which updated classi f icat ions for  certain
substances,  including newly recognized CMR (carcinogenic ,
mutagenic ,  or  tox ic for  reproduct ion) substances.

The draft  seeks to ensure consistent  enforcement of  CMR-
related bans whi le al lowing the cont inued use of  specif ic  CMR
substances proven safe.

The EU Scient i f ic  Committee on Consumer Safety (SCCS) has
issued i ts  f inal  safety opinions on three cosmetic ingredients —
butylparaben,  sal icyl ic  acid ,  and methyl  sal icylate — with a
focus on use in chi ldren.  The opinions,  publ ished on May 2 ,  2025,
fol low publ ic consultat ion on the prel iminary drafts  released in
January.

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=OJ:L_202500877
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=OJ:L_202500877


51 25

C
O

S
M

E
T

IC
S

in
fo

@
o

m
c

m
e

d
ic

a
l.

c
o

.u
k

w
w

w
.o

m
c

m
e

d
ic

a
l.

c
o

m

1 4

These f indings may lead to future updates to the EU Cosmetics
Regulat ion.  Manufacturers are urged to reassess formulat ions
and label ing for  chi ld-appropriate use.

Thai land has introduced new regulat ions for  cosmetics
containing t i tanium dioxide (T iO ₂) ,  ef fect ive May 2025.  The rules
dist inguish between nano and non-nano forms of  the
ingredient ,  with l imits  on concentrat ions in face powders and
hair  sprays to reduce inhalat ion r isks .  Products with t i tanium
dioxide must also carry specif ic  labels ,  part icular ly  for  those
with part ic les smal ler  than 10 microns.  Manufacturers are given
unti l  May 2025 to comply with the new guidel ines ,  aimed at
enhancing consumer safety and al igning with internat ional
standards.

T h a i l a n d  I m p o s e s  N e w  R u l e s  f o r  C o s m e t i c s  C o n t a i n i n g  T i t a n i u m
D i o x i d e  |  0 8  M a y  2 0 2 5

THAILAND

SRI LANKA

On May 19 ,  2025,  Sr i  Lanka's  Nat ional  Medicines Regulatory
Author i ty  (NMRA) publ ished an updated checkl ist  for  cosmetic
product registrat ion,  appl icable f rom June 1 ,  2025.

The revised requirements out l ine specif ic  documentat ion for
both importers and local  manufacturers .  Importers must submit
1 1  documents ,  including an attested Free Sale Cert i f icate ,
Cert i f icate of  Analysis  with heavy metal  test ing,  and proof  of
GMP or  ISO 22716 compl iance.

Local  manufacturers are required to submit  8 core documents ,
such as a GMP cert i f icate f rom NMRA,  a Safety Data Sheet ,  and
steroid-free declarat ions for  appl icable products .  Addit ional
documentat ion is  needed i f  the brand owner di f fers f rom the
manufacturer .

S r i  L a n k a  N M R A  I s s u e s  U p d a t e d  C o s m e t i c  R e g i s t r a t i o n
R e q u i r e m e n t s  E f f e c t i v e  J u n e  1 ,  2 0 2 5  |  1 9  M a y  2 0 2 5
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Start ing June 1 ,  2025,  Sr i  Lanka's  Nat ional  Medicines Regulatory
Author i ty  (NMRA) wi l l  implement a Single F i le  Submission pol icy
for  the registrat ion and re-registrat ion of  cosmetic products
with up to ten colour var iants in the same product ser ies .

Appl icable to a wide range of  colour cosmetics (e .g . ,  l ipst ick ,
foundation,  nai l  pol ish) ,  th is  pol icy al lows for  one consol idated
appl icat ion,  provided al l  product attr ibutes except colour are
ident ical .  A l though submissions are streamlined,  the fee
remains equal  to the cost  of  ten separate appl icat ions.

The NMRA aims to improve eff ic iency in regulatory processes
through this  update.

N M R A  I n t r o d u c e s  S i n g l e  F i l e  S u b m i s s i o n  f o r  M u l t i - C o l o u r
C o s m e t i c  P r o d u c t s  i n  S r i  L a n k a  |  2 3  M a y  2 0 2 5

MALAYSIA

M a l a y s i a  D i g i t i z e s  H a l a l  C e r t i f i c a t i o n  w i t h  L a u n c h  o f  e - C e r t
S y s t e m  |  0 9  M a y  2 0 2 5
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Effect ive May 5 ,  2025,  Malaysia’s  Department of  Is lamic
Development (JAKIM) has implemented the electronic issuance
of the Malaysian Halal  Cert i f icat ion Cert i f icate (SPHM) via the
MYeHALAL system. This  change supports the nat ional  Publ ic
Service Digital izat ion agenda by streamlining the cert i f icat ion
process.  Al l  approvals granted on or  after  this  date by JAKIM,
State Is lamic Rel igious Counci ls  (MAIN) ,  or  State Departments
(JAIN) wi l l  receive digital  cert i f icates ,  which appl icants can
print  themselves.

Physical  copies can st i l l  be requested off ic ial ly ,  subject  to fees
out l ined in the 2020 cert i f icat ion manual .  The shi f t  underscores
JAKIM's  ef forts  to modernize and improve service del ivery .
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BRAZIL

Anvisa has publ ished the second edit ion of  the "Quest ions and
Answers about RDC 894/2024 , "  a  resource aimed at  helping the
cosmetic products sector  understand and implement Good
Cosmetovigi lance Pract ices.  This  updated version includes s ix
new Q&As developed in response to inquir ies f rom industry
stakeholders ,  h ighl ight ing the agency’s  commitment to
transparency and regulatory clar i ty .

RDC 894/2024,  which replaces RDC 332/2005,  introduces more
comprehensive guidel ines for  post-market  survei l lance of
cosmetics ,  focusing on consumer safety and harmonized
industry pract ices.

The Q&A document plays a key role in support ing businesses as
they adapt to the new requirements .  I ts  development ref lects
ongoing engagement between Anvisa and the regulated sector
through associat ions and direct  consultat ions.  This
col laborat ive approach helps ensure the regulat ion is  pract ical
and effect ive.

The updated document is  avai lable onl ine,  and Anvisa
encourages cont inued part ic ipat ion from the sector ,  including
the submission of  further  quest ions to enhance future edit ions.

S e c o n d  E d i t i o n  o f  R D C  8 9 4 / 2 0 2 4  Q & A  R e l e a s e d  t o  S u p p o r t
C o s m e t o v i g i l a n c e  C o m p l i a n c e  |  1 3  M a y  2 0 2 5

https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2025/anvisa-lanca-segunda-edicao-das-perguntas-e-respostas-sobre-a-rdc-894-2024
https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2025/anvisa-lanca-segunda-edicao-das-perguntas-e-respostas-sobre-a-rdc-894-2024
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The Spanish Agency for  Medicines and Health Products (AEMPS)
has in i t iated a recurr ing annual  campaign  to ver i fy  the safety
assessments of  cosmetic products avai lable on the Spanish
market .  This  ef fort  is  part  of  the agency's  ongoing market
survei l lance strategy.

The campaign emphasizes that cosmetic products must
undergo a safety assessment before being placed on the
market .  The responsible company is  obl igated to conduct this
evaluat ion and compi le a corresponding safety report ,  which is
included in the product information f i le ,  as out l ined in Annex I
of  the Cosmetics Products Regulat ion.

AEMPS aims to underscore the cr i t ical  role of  safety
assessments and related documentat ion in safeguarding publ ic
health .  These measures provide assurance that cosmetic
products are safe for  consumer use.

This  year ,  the campaign wi l l  focus on cosmetic product
categories that have shown a r ise or  notable change in reports
to the Spanish Cosmetovigi lance System.

S p a i n  L a u n c h e s  A n n u a l  C a m p a i g n  t o  S t r e n g t h e n  C o s m e t i c
P r o d u c t  S a f e t y |  2 1  M a y  2 0 2 5

SPAIN

A E M P S  W a r n s  A g a i n s t  M i s u s e  o f  H y a l u r o n i d a s e  i n  A e s t h e t i c
T r e a t m e n t s  |  1 3  M a y  2 0 2 5

The Spanish Agency for  Medicines and Health Products (AEMPS)
has issued a warning regarding the proper use of
hyaluronidase ,  part icular ly  in  aesthet ic treatments involv ing
hyaluronic acid f i l lers .  The agency highl ights increasing
incidents where hyaluronidase products marketed as cosmetics
have been used incorrect ly  by in ject ion,  which is  prohibited and
poses ser ious health r isks .

https://www.aemps.gob.es/informa/la-aemps-inicia-una-campana-de-control-de-las-evaluaciones-de-seguridad-de-productos-cosmeticos/
https://www.aemps.gob.es/informa/la-aemps-informa-sobre-el-uso-correcto-de-la-hialuronidasa/
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Hyaluronidase is  avai lable as both a cosmetic and a medicine.
Cosmetic vers ions are only approved for  topical  use and must
be clear ly  labeled with warnings such as "Topical  use,  do not
inject . "  These products must not  be administered through
inject ion or  s imi lar  invasive techniques.  Medical-grade
hyaluronidase for  in ject ion can only be obtained as a foreign
medicine through a special  request  and must be administered
by qual i f ied healthcare professionals .

AEMPS has ident i f ied cases of  misuse,  including instances where
cosmetic hyaluronidase was in jected despite proper label ing,
and where misleading market ing or  t raining encouraged
improper use.  Such act ions are considered professional
malpract ice and breach exist ing regulat ions.

To address these issues,  AEMPS urges professionals and the
publ ic to dist inguish clear ly  between cosmetic and medicinal
forms of  hyaluronidase,  fo l low legal  requirements ,  and ensure
proper training for  safe use.

In May 2025,  Vietnam’s Drug Administrat ion (DAV) issued urgent
direct ives to local  health departments to step up inspect ions
and enforcement against  counterfeit ,  smuggled,  and
substandard cosmetics—especial ly  sunscreens.  The move
fol lows increased reports of  mislabeled and unregulated
products ,  part icular ly  sold onl ine.

Author i t ies are instructed to inspect manufacturers ,  test
products ,  monitor  onl ine sales ,  and penal ize v iolat ions.  Special
focus is  placed on sunscreens,  requir ing review of  SPF claims,
product label ing,  and test ing.  Cosmetic companies must ensure
compliance with regulat ions and be prepared for  audits .
These act ions al ign with broader government efforts  to combat
fake and unsafe health-related products .

V i e t n a m  I n c r e a s e s  O v e r s i g h t  o n  C o s m e t i c s  a n d  S u n s c r e e n s
A m i d  S u r g e  i n  C o u n t e r f e i t  P r o d u c t s  |  2 1  M a y  2 0 2 5

VIETNAM
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Health Canada has announced proposed amendments to i ts
Cosmetic Ingredient Hot l ist  ahead of  a formal consultat ion
process.  These updates include:

N e w  R e s t r i c t i o n s :
Basic Violet  4 ,  Basic Blue 7 ,  and PHMB may face use
l imitat ions due to health r isks ident i f ied under the
Chemicals Management P lan (CMP).

R e v i s e d  E n t r i e s :
Symphytum spp.  may lose i ts  exception due to toxic
alkaloids .
Brucine could be reclassi f ied as prohibited.
Imperator in may be removed as a separate entry and
covered under furocoumarins .
Furocoumarins :  Clar i f icat ion that only trace amounts f rom
natural  extracts are al lowed in leave-on products .

O t h e r  C h a n g e s :
 Minor correct ions,  added synonyms,  and CAS numbers .

C M P  R e v i e w s :
Addit ional  substances,  such as parabens and sal icylates ,
are under review for  potent ial  future updates.

This  not ice is  informational  only;  Health Canada is  not
accepting comments at  this  stage.  Immediate regulatory act ion
may be taken i f  a ser ious r isk  is  ident i f ied,  even before formal
hot l ist  updates are f inal ized.

A b o u t  t h e  H o t l i s t :
The Cosmetic Ingredient Hot l ist  serves as a tool  for
stakeholders to ident i fy  ingredients that may contravene
Canada's  Food and Drugs Act  or  Cosmetic Regulat ions,
including those with no funct ional  purpose in cosmetics .

H e a l t h  C a n a d a  P r o p o s e s  U p d a t e s  t o  C o s m e t i c  I n g r e d i e n t  H o t l i s t
|  2 1  M a y  2 0 2 5

CANADA
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L i s t  o f  I S O  s t a n d a r d s  u p d a t e d  i n  M a y  2 0 2 5

ISO 10993 4:2017/Amd 1 :2025 - Biological  evaluat ion of  medical
devices — Part  4 :  Select ion of  tests for  interact ions with blood —
Amendment 1

ISO 19223-2:2025 - Lung vent i lators and related equipment —
Vocabulary and semantics — Part  2 :  High frequency and jet
vent i lat ion

ISO 7176-21 :2025 - Wheelchairs  — Part  21 :  Requirements and test
methods for  e lectromagnetic compatibi l i ty  of  e lectr ical ly  powered
wheelchairs  and scooters ,  and battery chargers

 
ISO 1 1 137-1 :2025 - Ster i l i zat ion of  health care products — Radiat ion
— Part  1 :  Requirements for  the development ,  val idat ion and rout ine
control  of  a ster i l i z

ISO STANDARDS


