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E U  a n d  C a n a d a  S t r e n g t h e n  H e a l t h  E m e r g e n c y  P r e p a r e d n e s s
t h r o u g h  N e w  C o o p e r a t i o n  A g r e e m e n t  |  2 4  J u n e  2 0 2 5

The European Commission 's  Health Emergency and
Preparedness Response Author i ty  (HERA) and Canada’s Health
Emergency Readiness Canada (HERC) have s igned a f ive-year
Administrat ive Arrangement to enhance cooperat ion on
medical  countermeasures for  ser ious cross-border publ ic
health threats .  This  col laborat ion,  a result  of  the EU-Canada
Summit  on 23 June and the Health Pol icy Dialogue held on 9
September 2024,  aims to reinforce internat ional  ef forts  in
pandemic prevent ion,  containment ,  and response.

The partnership focuses on three pr ior i ty  areas:
Advancing research and innovation
Addressing chal lenges in commercial isat ion and scale-up
Strengthening supply chain resi l ience

The agreement underscores the shared commitment of  the
European Commission and Canada to coordinate and prepare
effect ively for  future health emergencies through ongoing
dialogue and mutual  in i t iat ives .

EUROPEAN UNION (EU)

https://health.ec.europa.eu/latest-updates/eu-and-canada-strengthen-cooperation-preparedness-and-response-cross-border-health-threats-2025-06-24_en
https://health.ec.europa.eu/latest-updates/eu-and-canada-strengthen-cooperation-preparedness-and-response-cross-border-health-threats-2025-06-24_en
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N e w  M D C G  G u i d e l i n e s  E n h a n c e  C l a r i t y  o n  M D R / I V D R
C o m p l i a n c e  w i t h  A I  a n d  S o f t w a r e  T o o l s  |  J u n e  2 0 2 5

The European Commission’s  Medical  Device Coordinat ion Group
(MDCG) has released a ser ies of  cr i t ical  guidance documents in
June 2025,  of fer ing clar i ty  on the intersect ion of  medical  device
regulat ion,  AI ,  software classi f icat ion,  and in v i t ro diagnost ic
studies .  Here 's  a summary of  what ’s  new:

Guidelines Overview

FAQ on Interplay
between the Medical
Devices Regulation &
In vitro Diagnostic
Medical Devices
Regulation and the
Artificial Intelligence
Act (June 2025)

MDCG 2025-6

This guidance is for manufacturers, notified bodies,
and authorities on handling overlapping
requirements under the MDR, IVDR, and the AI Act. It
introduces the concept of Medical Device Artificial
Intelligence (MDAI) and outlines how AI in healthcare
should be classified, assessed, and monitored.

Key focus areas include quality management,
lifecycle monitoring, performance evaluation, and
data governance to ensure safety and ethical
compliance.

Questions & Answers
regarding
performance studies
of in vitro diagnostic
medical devices
under regulation (EU)
2017/746 (June 2025)

MDCG 2025-5

This Q&A document provides practical guidance on
conducting performance studies for in vitro
diagnostic (IVD) medical devices under Regulation
(EU) 2017/746. It covers study types, submission
pathways, safety reporting, ethical considerations,
required documentation, and transitional provisions,
offering key support for manufacturers and sponsors.

Qualification and
classification of
software - Regulation
(EU) 2017/745 and
Regulation (EU)
2017/746 (June 2025)

MDCG 2019-11 rev.1

The updated guidance now includes Annex XVI
products—software without a medical purpose but
still regulated under the MDR. It clarifies:

When software qualifies as a medical device
How it should be classified under MDR and IVDR

The revision helps developers and regulators interpret
EU law as digital health tools evolve.
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https://health.ec.europa.eu/document/download/b78a17d7-e3cd-4943-851d-e02a2f22bbb4_en?filename=mdcg_2025-6_en.pdf
https://health.ec.europa.eu/document/download/b78a17d7-e3cd-4943-851d-e02a2f22bbb4_en?filename=mdcg_2025-6_en.pdf
https://health.ec.europa.eu/document/download/b78a17d7-e3cd-4943-851d-e02a2f22bbb4_en?filename=mdcg_2025-6_en.pdf
https://health.ec.europa.eu/document/download/b78a17d7-e3cd-4943-851d-e02a2f22bbb4_en?filename=mdcg_2025-6_en.pdf
https://health.ec.europa.eu/document/download/b78a17d7-e3cd-4943-851d-e02a2f22bbb4_en?filename=mdcg_2025-6_en.pdf
https://health.ec.europa.eu/document/download/b78a17d7-e3cd-4943-851d-e02a2f22bbb4_en?filename=mdcg_2025-6_en.pdf
https://health.ec.europa.eu/document/download/b78a17d7-e3cd-4943-851d-e02a2f22bbb4_en?filename=mdcg_2025-6_en.pdf
https://health.ec.europa.eu/document/download/b78a17d7-e3cd-4943-851d-e02a2f22bbb4_en?filename=mdcg_2025-6_en.pdf
https://health.ec.europa.eu/document/download/b78a17d7-e3cd-4943-851d-e02a2f22bbb4_en?filename=mdcg_2025-6_en.pdf
https://health.ec.europa.eu/document/download/f22f559b-dee5-43b4-9595-3ccdcca9f7ad_en?filename=mdcg_2025-5_en.pdf
https://health.ec.europa.eu/document/download/f22f559b-dee5-43b4-9595-3ccdcca9f7ad_en?filename=mdcg_2025-5_en.pdf
https://health.ec.europa.eu/document/download/f22f559b-dee5-43b4-9595-3ccdcca9f7ad_en?filename=mdcg_2025-5_en.pdf
https://health.ec.europa.eu/document/download/f22f559b-dee5-43b4-9595-3ccdcca9f7ad_en?filename=mdcg_2025-5_en.pdf
https://health.ec.europa.eu/document/download/f22f559b-dee5-43b4-9595-3ccdcca9f7ad_en?filename=mdcg_2025-5_en.pdf
https://health.ec.europa.eu/document/download/f22f559b-dee5-43b4-9595-3ccdcca9f7ad_en?filename=mdcg_2025-5_en.pdf
https://health.ec.europa.eu/document/download/f22f559b-dee5-43b4-9595-3ccdcca9f7ad_en?filename=mdcg_2025-5_en.pdf
https://health.ec.europa.eu/document/download/f22f559b-dee5-43b4-9595-3ccdcca9f7ad_en?filename=mdcg_2025-5_en.pdf
https://health.ec.europa.eu/document/download/b45335c5-1679-4c71-a91c-fc7a4d37f12b_en?filename=mdcg_2019_11_en.pdf
https://health.ec.europa.eu/document/download/b45335c5-1679-4c71-a91c-fc7a4d37f12b_en?filename=mdcg_2019_11_en.pdf
https://health.ec.europa.eu/document/download/b45335c5-1679-4c71-a91c-fc7a4d37f12b_en?filename=mdcg_2019_11_en.pdf
https://health.ec.europa.eu/document/download/b45335c5-1679-4c71-a91c-fc7a4d37f12b_en?filename=mdcg_2019_11_en.pdf
https://health.ec.europa.eu/document/download/b45335c5-1679-4c71-a91c-fc7a4d37f12b_en?filename=mdcg_2019_11_en.pdf
https://health.ec.europa.eu/document/download/b45335c5-1679-4c71-a91c-fc7a4d37f12b_en?filename=mdcg_2019_11_en.pdf
https://health.ec.europa.eu/document/download/b45335c5-1679-4c71-a91c-fc7a4d37f12b_en?filename=mdcg_2019_11_en.pdf
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Guidance on the safe
making available of
medical device
software (MDSW)
apps on online
platforms (June 2025)

MDCG 2025-4

This guidance ensures that medical software apps
distributed online continue to meet the rigorous
standards imposed by EU medical device law, without
being undermined by digital channel foibles. It
bridges overlapping legal frameworks and reinforces
trust in digital health tools by clarifying who does
what—and when—for patient safety, regulatory clarity,
and market consistency.
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For  stakeholders across the medical  device and digital  health
sectors ,  these documents represent a s ignif icant step forward
in harmoniz ing EU rules and offer ing act ionable regulatory
clar i ty .

https://health.ec.europa.eu/document/download/ec9b0f40-7f82-43a7-b833-ebd45b772eae_en?filename=mdcg_2025-4_en.pdf
https://health.ec.europa.eu/document/download/ec9b0f40-7f82-43a7-b833-ebd45b772eae_en?filename=mdcg_2025-4_en.pdf
https://health.ec.europa.eu/document/download/ec9b0f40-7f82-43a7-b833-ebd45b772eae_en?filename=mdcg_2025-4_en.pdf
https://health.ec.europa.eu/document/download/ec9b0f40-7f82-43a7-b833-ebd45b772eae_en?filename=mdcg_2025-4_en.pdf
https://health.ec.europa.eu/document/download/ec9b0f40-7f82-43a7-b833-ebd45b772eae_en?filename=mdcg_2025-4_en.pdf
https://health.ec.europa.eu/document/download/ec9b0f40-7f82-43a7-b833-ebd45b772eae_en?filename=mdcg_2025-4_en.pdf
https://health.ec.europa.eu/document/download/ec9b0f40-7f82-43a7-b833-ebd45b772eae_en?filename=mdcg_2025-4_en.pdf
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The MHRA now mandates str icter  compl iance with eCTD
specif icat ions to improve the qual i ty  of  submissions.  In  l ine with
ICH guidel ines ,  companies must include histor ical  sequences
when updating documents not  stored in the MHRA’s database.
Missing sequences tr igger error  messages,  affect ing both
exist ing and new submissions.

To resolve this ,  companies are required to provide the
necessary histor ical  or  missing sequences.  The MHRA wi l l  inform
affected companies but cannot correct  the issue i tsel f—
companies must update their  dossiers accordingly .

Submissions with errors wi l l  remain in the val idat ion phase unt i l
the issue is  resolved.  The MHRA wi l l  propose a t imel ine for
correct ion,  though companies may request  adjustments i f  the
t imeframe is  not  feasible .  This  in i t iat ive supports future
enhancements l ike automated val idat ion and sel f-not i f icat ion
through RegulatoryConnect .

M H R A  T i g h t e n s  e C T D  S u b m i s s i o n  R e q u i r e m e n t s  t o  A l i g n  w i t h  I C H
S t a n d a r d s  |  1 7  J u n e  2 0 2 5

UNITED KINGDOM

https://www.gov.uk/guidance/electronic-common-technical-document-ectd-submissions-update
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Start ing June 23,  pharmacies and drugstores across Brazi l  must
retain prescr ipt ions for  GLP-1  agonist  drugs such as Ozempic,
Mounjaro,  and Wegovy.

These medicat ions,  commonly used to treat type 2 diabetes and
obesity ,  are now subject  to str icter  regulat ions under Anvisa 's
Normative Instruct ion IN 360/2025.  The rule ,  publ ished in Apr i l
2025,  was introduced fol lowing numerous reports of  adverse
events l inked to off- label  use.

Under the new requirements ,  prescr ipt ions must be issued in
dupl icate,  and sales are only permitted with the pharmacy
retaining one copy.  Prescr ipt ions are val id for  up to 90 days
from the date of  issuance.

S t r i c t e r  C o n t r o l s  f o r  G L P - 1  A g o n i s t  D r u g s  B e g i n  i n  B r a z i l  |  2 3  J u n e
2 0 2 5

BRAZIL

A n v i s a  P r o h i b i t s  C o m p o u n d i n g  P h a r m a c i e s  f r o m  H a n d l i n g
I n t r a d e r m a l  F i l l e r s  a n d  R e l a t e d  M e d i c a l  D e v i c e s  |  1 6  J u n e  2 0 2 5

In  November 2023,  Anvisa issued Resolut ion-RE 4 ,424/2023,
banning compounding pharmacies f rom manufactur ing,
distr ibut ing,  or  using intradermal f i l lers  and s imi lar  medical
devices.  These products ,  including hyaluronic acid and PMMA,
are implantable and high-r isk ,  requir ing ster i le  condit ions and
cert i f ied good manufactur ing pract ices.

The decis ion fol lows inspect ions reveal ing unregulated
product ion.  Anvisa stresses that only registered products f rom
author ized manufacturers should be used,  and compounding
pharmacies are not  al lowed to produce custom-made devices
unless they comply with specif ic  regulat ions under RDC
925/2024.

https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2025/entra-em-vigor-norma-que-preve-retencao-de-receita-para-medicamentos-agonistas-glp-1
https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2025/anvisa-reforca-farmacias-de-manipulacao-nao-podem-manipular-preenchedores-intradermicos
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A n v i s a  P a r t i c i p a t e s  i n  B R I C S  M e d i c a l  P r o d u c t s  R e g u l a t o r y
A u t h o r i t i e s  M e e t i n g  t o  S t r e n g t h e n  I n t e r n a t i o n a l  C o o p e r a t i o n  |  1 4
J u n e  2 0 2 5

On June 12–13 ,  Anvisa part ic ipated in the BRICS Medical
Products Regulatory Author i t ies Meet ing  in  Brasí l ia ,  Brazi l .  The
event aimed to enhance technical  dialogue and al ign
regulatory strategies in the medical  devices sector .  The
program featured inst i tut ional  presentat ions,  discussions on
strategic pr ior i t ies ,  col laborat ive proposals ,  and a s ide event
with industry representat ives.  A technical  document
summariz ing the outcomes was drafted for  submission to BRICS
Health Ministers .

Key topics included access to health technologies ,
pharmaceutical  innovation,  and standard harmonizat ion.  Anvisa
highl ighted Brazi l 's  regulatory f ramework ,  part icular ly  in  health
survei l lance and medical  device regulat ion.  The meeting
supported internat ional  cooperat ion and exper ience exchange
among BRICS nat ions.

BRICS—original ly  compris ing Brazi l ,  Russia ,  India ,  China,  and
South Afr ica—continues to grow as a platform for  strategic
col laborat ion among Global  South countr ies ,  focusing on key
global  issues.

ANVISA has canceled in-vitro diagnost ic ( IVD)  device
not i f icat ions that fai led to comply with RDC 830/2023,  which
updated r isk  c lassi f icat ion cr i ter ia .

The regulat ion required manufacturers to reclassi fy  products
based on health r isk  by June 1 ,  2024,  possibly shi f t ing from
noti f icat ion (Class I/ I I )  to registrat ion (Class I I I/ IV) .  Af fected
products include those related to not i f iable diseases,  ant ibiot ic
resistance,  and transplant suitabi l i ty .

Cancel lat ions result  f rom missed deadl ines ,  not  product qual i ty
issues,  re inforcing ANVISA’s  role in ensur ing regulatory
compliance and publ ic health protect ion.

A N V I S A  C a n c e l s  N o n - C o m p l i a n t  I V D  D e v i c e  N o t i f i c a t i o n s  F o l l o w i n g
R i s k  C l a s s i f i c a t i o n  U p d a t e s  |  0 9  J u n e  2 0 2 5

https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2025/anvisa-participa-de-reuniao-do-brics-com-autoridades-reguladoras-de-produtos-medicos
https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2025/anvisa-participa-de-reuniao-do-brics-com-autoridades-reguladoras-de-produtos-medicos
https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2025/anvisa-cancela-dispositivos-medicos-para-diagnostico-in-vitro-que-nao-atenderam-ao-prazo-de-reenquadramento-sanitario
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The NMPA held i ts  2024 annual  review of  the Qual i ty
Management System (QMS)  for  vaccine regulat ion and
pharmaceutical  manufactur ing inspect ion on June 9.  The
system was deemed effect ive and al igned with internat ional
standards l ike WHO and PIC/S.  Departments reported on system
performance,  ident i f ied issues,  and proposed improvements .

The NMPA emphasized enhanced nat ional  coordinat ion,
cont inuous system optimizat ion,  and strengthening regulatory
capabi l i t ies to support  the pharmaceutical  sector 's  h igh-qual i ty
development .

N M P A  R e v i e w s  2 0 2 4  Q M S  f o r  V a c c i n e  a n d  D r u g  M a n u f a c t u r i n g
O v e r s i g h t  |  1 6  J u n e  2 0 2 5

CHINA

China’s  NMPA has revised i ts  2020 pol icy to ease domestic
product ion  of  Class I I  and I I I  imported medical  devices.  Now,
foreign-invested enterpr ises establ ished by or  shar ing the same
actual  control ler  as the overseas registrant can apply for
registrat ion in China.

Key changes include:

Use of  or iginal  overseas registrat ion dossiers with proof  of
compl iance to Chinese standards.
Requirement for  notar ized author izat ion from the overseas
registrant .
Qual i ty  system ver i f icat ion to ensure equivalence between
domestic and overseas product ion.
Pr ior i ty  review for  innovative devices produced domest ical ly .

The update supports regulatory reform and encourages high-
qual i ty  local  manufactur ing.

C h i n a  U p d a t e s  P o l i c y  o n  D o m e s t i c  P r o d u c t i o n  o f  I m p o r t e d  M e d i c a l
D e v i c e s  |  1 1  J u n e  2 0 2 5

https://english.nmpa.gov.cn/2025-06/16/c_1100617.htm
https://english.nmpa.gov.cn/2025-06/16/c_1100617.htm
https://english.nmpa.gov.cn/2025-06/11/c_1102145.htm
https://english.nmpa.gov.cn/2025-06/11/c_1102145.htm
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To support  the growth of  digital  drug regulat ion and streamline
appl icat ion processes,  China wi l l  expand the use of  the
Electronic Common Technical  Document (eCTD)  format start ing
January 27 ,  2025.  This  extension includes:

Chemical  Drugs:
Cl in ical  t r ia l  appl icat ions for  Class 1  to 5 .
Market ing author izat ion appl icat ions for  Class 2 ,  3 ,  4 ,  and
5.2 .

B iological  Products :
Cl in ical  t r ia l  appl icat ions for  Class 1  to 3 prevent ive and
therapeutic biological  products .
Market ing author izat ion appl icat ions for  Class 2 and 3 .

Appl icants must fol low current  eCTD technical  document
requirements and are encouraged to use onl ine transmission
for  dossier  submissions.  Operat ional  guidel ines can be found on
the Center  for  Drug Evaluat ion’s  off ic ial  website .

C h i n a  E x p a n d s  e C T D  I m p l e m e n t a t i o n  S c o p e  f o r  D r u g  A p p l i c a t i o n s
S t a r t i n g  J a n u a r y  2 0 2 5 |  1 1  J u n e  2 0 2 5

Costa Rica's  Ministry of  Health announced that Execut ive Decree
No.  44917-S,  establ ishing Technical  Regulat ion RTCR 515:2024 for
cannabis-based medicinal  products ,  took effect  on June 22 ,
2025.

The regulat ion al lows for  the sanitary registrat ion of  THC-
containing medicinal  cannabis products v ia the Register  I t
platform. Permitted products include dr ied cannabis and
pharmaceutical  forms l ike tablets and creams,  excluding ster i le
products .  Registered i tems wi l l  be avai lable in pharmacies with
a digital  prescr ipt ion.

A separate regulat ion for  therapeutic cannabis products is
under development and wi l l  soon be open to publ ic
consultat ion.

C o s t a  R i c a  I m p l e m e n t s  R e g u l a t i o n  f o r  M e d i c i n a l  C a n n a b i s  P r o d u c t s |
2 3  J u n e  2 0 2 5

COSTA RICA

https://english.nmpa.gov.cn/2025-06/11/c_1102146.htm
https://www.ministeriodesalud.go.cr/index.php/prensa/62-noticias-2025/2162-costa-rica-inicia-registro-de-productos-medicinales-a-base-de-cannabis-con-thc
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Fimea wi l l  conduct a market  survei l lance campaign in 2025
target ing software-based medical  devices in F in land.  The
init iat ive begins with a survey sent to software operators to
assess regulatory awareness and compl iance.  The campaign
aims to ident i fy  non-compliant products ,  guide manufacturers ,
and enforce MDR and IVDR requirements .  I t  focuses on software
used for  diagnosis ,  t reatment planning,  or  monitor ing,  ensur ing
proper CE marking and r isk  c lassi f icat ion.  The f indings wi l l
support  regulatory development and improve oversight of
medical  software in the EU market .

F i m e a  L a u n c h e s  2 0 2 5  M a r k e t  S u r v e i l l a n c e  C a m p a i g n  T a r g e t i n g
S o f t w a r e - B a s e d  M e d i c a l  D e v i c e s  |  1 8  J u n e  2 0 2 5

FINLAND

Fimea wi l l  conduct a market  survei l lance campaign in 2025
target ing software-based medical  devices in F in land.  The
init iat ive begins with a survey sent to software operators to
assess regulatory awareness and compl iance.  The campaign
aims to ident i fy  non-compliant products ,  guide manufacturers ,
and enforce MDR and IVDR requirements .  I t  focuses on software
used for  diagnosis ,  t reatment planning,  or  monitor ing,  ensur ing
proper CE marking and r isk  c lassi f icat ion.  The f indings wi l l
support  regulatory development and improve oversight of
medical  software in the EU market .

F i m e a  L a u n c h e s  2 0 2 5  M a r k e t  S u r v e i l l a n c e  C a m p a i g n  T a r g e t i n g
S o f t w a r e - B a s e d  M e d i c a l  D e v i c e s  |  1 8  J u n e  2 0 2 5
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In  a move aimed at  streamlining regulatory processes for
medical  device manufacturers ,  Indian author i t ies have decided
that a separate loan l icense wi l l  no longer be required when
outsourcing ster i l i zat ion  to l icensed third-party faci l i t ies—
subject  to specif ic  condit ions under the Medical  Device Rules
(MDR),  2017 .

The decis ion fol lows stakeholder concerns and was f inal ized
after  a detai led review by a sub-committee formed by the
Drugs Consultat ive Committee (DCC).  The sub-committee
concluded that i f  the f inal  product is  re leased from the or iginal
manufacturer 's  s i te and al l  qual i ty  control  checks are
conducted by the manufacturer ,  then a loan l icense is  not
necessary .  Instead,  the act iv i ty  can be conducted through a
mutual  third-party agreement ,  provided the ster i l i zat ion faci l i ty
holds a val id l icense under MDR-2017 .

Recogniz ing ster i l i zat ion as a cr i t ical  act iv i ty ,  the committee
also recommended that the l icense number of  the ster i l i zat ion
site must appear on the device label .  To support  this ,  an
amendment to Rule 44 of  the MDR-2017 has been proposed to
incorporate label ing requirements specif ic  to outsourced
ster i l i zat ion.

Furthermore,  manufacturers wi l l  be required to submit
documentary evidence—such as mutual  agreements and
Qual i ty  Management System documents (e .g . ,  P lant  Master  F i le
and Device Master  F i le)—to the L icensing Author i ty  before
obtaining a manufactur ing l icense.
These recommendations were endorsed dur ing the 6th DCC
meeting in December 2024 and subsequently  approved by the
Drugs Technical  Advisory Board (DTAB) in i ts  92nd meeting held
in Apr i l  2025.  Author i t ies have instructed manufacturers to take
note of  the revised requirements and ensure compl iance.

R e g u l a t o r y  B o d y  A p p r o v e s  N e w  G u i d e l i n e s  f o r  O u t s o u r c e d
S t e r i l i z a t i o n  o f  M e d i c a l  D e v i c e s  U n d e r  M D R  2 0 1 7  |  2 4  J u n e  2 0 2 5

INDIA

https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=MTI4NDk=
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SOUTH AFRICA

S A H P R A  T r a i n s  w i t h  E D A  t o  B o o s t  R e g u l a t o r y  C a p a c i t y  |  0 4  J u n e  2 0 2 5

The South Afr ican Health Products Regulatory Author i ty
(SAHPRA) recent ly  completed a three-day training programme
hosted by the Egypt ian Drug Author i ty  (EDA) in Cairo .  The
init iat ive supports SAHPRA’s goal  of  reaching Matur i ty  Level  3
under the WHO’s Global  Benchmarking Tool  for  medicines
regulat ion.

The training,  part  of  a 2023 cooperat ion agreement ,  focused on
improving regulatory governance,  t ransparency,  and
performance across key SAHPRA units .  This  marks a s ignif icant
step in strengthening regulatory col laborat ion and capacity
within Afr ica.

https://www.sahpra.org.za/news-and-updates/sahpra-undergoes-training-to-strengthen-its-regulatory-capabilities/
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HSA has off ic ial ly  launched a new digital  platform,  S H A R E
( S i n g a p o r e  H e a l t h  P r o d u c t  A c c e s s  a n d  R e g u l a t o r y  E - S y s t e m ) ,
to  handle medical  device product registrat ion and l icence
submissions.  The portal  wi l l  replace the exist ing MEDICS system ,
ref lect ing the country ’s  cont inued efforts  to modernize and
simpl i fy  regulatory processes for  businesses.

Start ing 1 4  J u l y  2 0 2 5 ,  companies can access SHARE using
Corppass  to perform var ious e-services ,  including:

P r o d u c t  r e g i s t r a t i o n  f o r  C l a s s  B ,  C ,  a n d  D  medical  devices
(new submissions,  change not i f icat ions,  cancel lat ions,  and
retent ions)
P r o d u c t  n o t i f i c a t i o n s  f o r  C l a s s  A  d e v i c e s  (new,  amendment ,
and cancel lat ion)
D e a l e r  l i c e n c e s  (new,  amendment ,  cancel lat ion,  and
renewal)
S p e c i a l  A c c e s s  R o u t e  submissions
C h a n g e  o f  r e g i s t r a n t  appl icat ions
Requests for  F r e e  S a l e  C e r t i f i c a t e s  and E x p o r t  C e r t i f i c a t e s
for  medical  devices.

The transit ion to SHARE wi l l  take place over several  key dates:

SINGAPORE

Period Activity

27 June 2025 MEDICS has stopped accepting new application submissions
(IR responses for ongoing applications will still be processed)

4 July 2025
All changes to existing applications in MEDICS, including IR
responses, must be completed by 5:00 PM. Changes after this
will not be migrated to SHARE
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S i n g a p o r e  L a u n c h e s  S H A R E  P o r t a l  t o  S t r e a m l i n e  M e d i c a l  D e v i c e
R e g u l a t o r y  S u b m i s s i o n s  |  2 3  J u n e  2 0 2 5

https://www.hsa.gov.sg/announcements/regulatory-updates/introducing--share----your-digital-portal-for-medical-devices
https://www.hsa.gov.sg/announcements/regulatory-updates/introducing--share----your-digital-portal-for-medical-devices
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For  login setup and further  guidance,  businesses are
encouraged to refer  to the publ ished FAQ on HSA website .
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Period Activity

4–13 July 2025 Cut-over period — MEDICS will be decommissioned and
inaccessible.

14 July 2025
SHARE goes live, and all new submissions must be made via
the new system. Any pending IRs from MEDICS will be
transferred to SHARE
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The Therapeutic Goods Administrat ion (TGA) is  reviewing a
CHOICE report  that found some sunscreens  sold in Austral ia
fai led to meet their  c laimed SPF rat ings.  Sunscreens classi f ied
as therapeutic goods must meet str ict  standards,  including
truthful  label l ing and evidence-backed SPF claims.
The TGA wi l l  invest igate and take regulatory act ion i f  needed
but does not comment publ ic ly  on ongoing cases.  Despite some
products showing SPF 30 in tests ,  the TGA conf i rms this  st i l l
of fers "High protect ion. "

Al l  sunscreens must comply with Austral ian and internat ional
test ing standards,  though var iabi l i ty  in  SPF results  is  known due
to human-based test ing methods.  The TGA may outsource SPF
test ing to accredited labs and cont inues to support  advances
in more consistent  in-vitro methods.
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T G A  I n v e s t i g a t e s  S u n s c r e e n  S P F  A c c u r a c y  F o l l o w i n g  C H O I C E
R e p o r t  |  0 4  J u n e  2 0 2 5

BRAZIL

A n v i s a  I s s u e s  S a f e t y  V e r i f i c a t i o n  M a n u a l  f o r  H a i r  O i n t m e n t
R e g i s t r a t i o n  |  0 6  J u n e  2 0 2 5

On June 4 ,  2025,  Brazi l ’s  health author i ty  Anvisa released a
Manual  for  the Ver i f icat ion of  Sk in and Eye Safety of  Hair
Ointments to guide companies in preparing documentat ion for
product registrat ion.  This  fo l lows RDC No.  814/2023,  which
reclassi f ied hair  o intments f rom not i f icat ion to mandatory
registrat ion due to incidents of  ser ious eye in jur ies .

The manual  out l ines requirements to demonstrate sk in and eye
safety ,  a key part  of  the registrat ion dossier  as specif ied in
Art ic le 4 of  the resolut ion.

https://www.tga.gov.au/news/news/updated-tga-statement-choice-spf-sunscreen-findings
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.  I t  covers :

1 . In  v i t ro eye i r r i tat ion tests using internat ional ly  val idated
methods al igned with IATA,  requir ing products to be
classi f ied as “No Category”  under the UN GHS.

2 . Cl in ical  sk in compatibi l i ty  studies assessing i r r i tat ion,
sensit izat ion,  photoal lergy,  and phototoxici ty .

3 . Ingredient safety dossiers ,  especial ly  addressing impurit ies
l ike 1 ,4-dioxane and ethylene oxide.

4 . Comprehensive safety assessment reports ,  s igned by both
the company’s  technical  manager and legal  representat ive.

The manual  aims to standardize safety evidence and ensure
regulatory compl iance in l ight  of  increased product scrut iny .

CHINA

The revised Guidel ines for  Research and Determinat ion of  Safe
Consumption History of  New Cosmetic Ingredients (Tr ial)  detai l
the acceptable forms of  evidence for  two specif ic  NCI
not i f icat ion s i tuat ions in China:

S i t u a t i o n  3  &  4 :  Ingredients can be not i f ied based on safe
use in marketed cosmetics for  over 3 years .  Ev idence must
include sales of  at  least  10 ,000 units  over 3 years (or  100,000
units  i f  using indirect  data) .  Consumer usage data is  now
only required for  whitening/spot-l ightening ingredients .

S i t u a t i o n  5 :  Ingredients with a proven history of  safe edible
use may also qual i fy .  The guidel ines now def ine acceptable
sources (e .g . ,  of f ic ial  ingredient l ists ,  univers i t ies) ,  and
require addit ional  tox icological  evaluat ion for  higher-r isk
ingredients .  Edible use history alone cannot replace skin
safety test ing for  whitening agents .

The changes aim to support  ingredient innovation whi le
ensur ing safety .

U p d a t e d  G u i d e l i n e s  o n  N C I  N o t i f i c a t i o n :  A c c e p t a b l e  E v i d e n c e  o f
S a f e  U s e  &  E d i b l e  I n g r e d i e n t  H i s t o r i e s  |  2 5  J u n e  2 0 2 5

https://www.nifdc.org.cn/nifdc/bshff/hzhpjssp/hzpsptzgg/202506241613081614732.html
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C h i n a  R e l e a s e s  N i n e  N e w  D r a f t  C o s m e t i c  S t a n d a r d s  f o r  P u b l i c
C o n s u l t a t i o n  |  2 4  J u n e  2 0 2 5

On June 24,  2025,  China's  Nat ional  Inst i tutes for  Food and Drug
Control  (NIFDC) publ ished nine draft  standards  for  cosmetics ,
invit ing publ ic comments unt i l  July 15 ,  2025.

These drafts  aim to enhance the technical  regulatory
framework for  cosmetic ingredients and test ing.  Key documents
include general  pr inciples for  physicochemical  test ing,  methods
for  detect ing cannabidiol  (CBD) and other components ,
tox icokinet ics ,  and safety test ing methods l ike the LLNA:  BrdU-
FCM.

Standards also address technical  requirements for
biotechnology-derived and plant-or igin ingredients ,  and
specif ic  ingredient standards for  C e n t e l l a  A s i a t i c a  E x t r a c t ,
C o p p e r  T r i p e p t i d e - 1 ,  and A c e t y l  H e x a p e p t i d e - 8 .

This  in i t iat ive ref lects China's  ongoing efforts  to expand i ts
relat ively l imited cosmetic standards and improve oversight of
ingredient safety and eff icacy.

The NMPA has updated the management of  the Catalogue of
Used Cosmetic Raw Mater ials  to support  innovation and ensure
safety .  The catalogue is  now spl i t  into two parts :

C a t a l o g u e  I :  Revised version of  the 2021  l ist ,  with name
standardizat ion and removal  of  h istor ical  usage l imits .
C a t a l o g u e  I I :  Includes new raw mater ials  approved after  a 3-
year safety monitor ing per iod (e.g . ,  N-acetylneuraminic acid
and β-alanylhydroxyproly ldiaminobutyr ic acid benzylamine) .

A dynamic update mechanism has been introduced,  and future
updates wi l l  be publ ished direct ly  on the NMPA website instead
of through formal announcements .

N M P A  U p d a t e s  M a n a g e m e n t  o f  U s e d  C o s m e t i c  R a w  M a t e r i a l s
C a t a l o g u e |  2 3  J u n e  2 0 2 5

https://www.nifdc.org.cn/nifdc/bshff/hzhpbzh/hzhpbzhtzgg/202506240922061614120.html
https://www.nmpa.gov.cn/xxgk/ggtg/hzhpggtg/jmhzhptg/20250624153604180.html
https://www.nmpa.gov.cn/xxgk/ggtg/hzhpggtg/jmhzhptg/20250624153604180.html


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 7

Macao has announced a ban on the import ,  export ,  and
transshipment of  14 mercury-added products ,  a l igning with
global  ef forts  to reduce mercury pol lut ion under the Minamata
Convention on Mercury .  The new measure,  out l ined in Chief
Execut ive 's  Order No.  109/2025,  was issued on June 16 ,  2025,  and
wi l l  come into effect  on January 1 ,  2026.

The ban includes mercury-added cosmetics ,  part icular ly  sk in-
l ightening soaps and creams,  which are ident i f ied as hazardous
to human health and the environment .  Exemptions wi l l  be made
for  eye cosmetics that use mercury as a preservat ive—only
when no safe and effect ive alternat ives exist—as wel l  as for
products used in research,  cal ibrat ion of  instruments ,  or  as
reference standards.

The Minamata Convention,  f i rst  adopted in Japan on October 10 ,
2013 ,  is  a global  t reaty designed to protect  human health and
the environment f rom the adverse effects of  mercury .  Macao’s
adoption of  this  direct ive marks another step toward i ts
commitment to internat ional  environmental  standards.

M a c a o  B a n s  M e r c u r y - A d d e d  P r o d u c t s  i n  L i n e  w i t h  M i n a m a t a
C o n v e n t i o n  |  2 3  J u n e  2 0 2 5

MACAU 
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INDONESIA

I n d o n e s i a  T i g h t e n s  O v e r s i g h t  o f  I m p o r t e d  C o s m e t i c s  w i t h  N e w
T e s t i n g  R u l e s  |  0 4  J u n e  2 0 2 5

Indonesia 's  Food and Drug Supervisory Agency (BPOM) released
a new draft  regulat ion aimed at  enhancing the safety and
qual i ty  oversight of  imported cosmetic products .  

This  in i t iat ive introduces str icter  requirements for  Cert i f icates
of  Analysis  (CoA) that must accompany cosmetic imports ,
al igning with BPOM Regulat ion No.  27/2022 as amended by No.
28/2023,  and relevant president ial  and agency regulat ions
issued between 2017 and 2025.  

The CoA must now include mandatory test  results  for  heavy
metals—such as lead (Pb) ,  mercury (Hg) ,  and arsenic (As)—and
microbial  contamination.  For  products with mult iple batches,
addit ional  detai ls  including dosage form and organolept ic
propert ies (appearance,  smel l ,  texture) must be specif ied.  The
CoA is  val id for  one year f rom its  issuance date.

Specif ic  test  parameters vary based on the product category
and Harmonized System (HS) Code.  For  instance:

Product Type HS Code Required Tests Rinse Type

Creams, Lotions,
Oils 3304.99.30 Pb, Hg (if applicable),

Microbial

Non-Rinse
 
 
 

Foot Care
Products 3304.99.30 Pb, US metal (if talc),

Microbial

Skin Freshener 3304.99.90 Hg, Microbial

Massage
Cream/Oil 3304.99.30 Microbial; oils: Pb &

Microbial
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Product Type HS Code Required Tests Rinse Type

Acne
Preparations 3304.99.20 Hg, Microbial

Non-RinseFoundation &
Concealers 3304.99.30 Pb, Hg, As, Microbial

Face & Body
Powders 3304.91.00 US metal, Microbial

This  regulatory move seeks to enhance consumer safety ,
support  regulatory compl iance among businesses,  and improve
BPOM’s capacity to monitor  cosmetic imports effect ively .  The
regulat ion takes effect  immediately upon enactment .
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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  J u n e  2 0 2 5

ISO 9917-1 :2025 -Dentistry — Water-based cements — Part  1 :  Acid-
base cements            

         
ISO 20127:2025 - Dent istry — Physical  propert ies of  powered
toothbrushes

 
ISO/TS 20721 :2025 - Implants for  surgery — Absorbable implants —
General  guidel ines and requirements for  assessment of  absorb
able metal l ic  implants

 
ISO 10993 23:2021/Amd 1 :2025 - Biological  evaluat ion of  medical
devices — Part  23 :  Tests for  i r r i tat ion — Amend ment 1 :  Addit ional
in v i t ro reconstructed human epidermis models

 
ISO 14644-5:2025 - Cleanrooms and associated control led
environments — Part  5 :  Operat ions

 
ISO 80369-6:2025 - Smal l  bore connectors for  l iquids and gases in
healthcare appl icat ions — Part  6 :  Connectors for  neural
appl icat ions

 
ISO/IEC TS 17012 :2024 - Conformity assessment — Guidel ines for
the use of  remote audit ing methods in audit ing management
systems

ISO STANDARDS


