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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  |  N o v e m b e r  2 0 2 4

The European Commission has recent ly  released two important
guidance documents aimed at  c lar i fy ing regulatory requirements
under the Medical  Device Regulat ion (MDR,  Regulat ion (EU) 2017/745)
and In Vitro Diagnost ic Regulat ion ( IVDR,  Regulat ion (EU) 2017/746) .
These publ icat ions address cr i t ical  aspects of  v igi lance and the
gradual  implementat ion of  Eudamed,  the European Database on
Medical  Devices.

M
E

D
IC

A
L 

D
E

V
IC

E
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

0 1

EUROPEAN UNION (EU)

Title Overview

MDCG 2023-3 Rev. 1: Questions
and Answers on Vigilance
Terms and Concepts

MDCG 2023-3 Rev. 1

The updated guidance document clarifies vigilance-
related terms and concepts in the MDR and IVDR,
ensuring consistent interpretation across member
states and stakeholders. Key topics include
definitions of reportable incidents and field safety
corrective actions, reporting timelines, and vigilance
obligations thresholds. The document aims to
support manufacturers, notified bodies, and
competent authorities in navigating the complex
requirements of the vigilance system under the EU
regulatory framework. 

Q&A on practical aspects
related to the implementation
of the gradual roll-out of
Eudamed pursuant to the MDR
and IVDR, as amended by
Regulation (EU) 2024/1860
amending Regulations (EU)
2017/745 and (EU) 2017/746 as
regards a gradual roll-out of
Eudamed, the obligation to
inform in case of interruption
or discontinuation of supply,
and transitional provisions for
certain in vitro diagnostic
medical devices

Gradual roll out of EUDAMED

The document, following the EU 2024/1860
amendment to the MDR and IVDR, outlines the
practical aspects of the phased roll-out of Eudamed.
It outlines manufacturers' obligations to inform
authorities, transitional provisions for specific in vitro
diagnostic medical devices, and timelines for
gradual implementation of Eudamed's
functionalities. The aim is to ensure a smooth
transition to full Eudamed functionality while
maintaining transparency and continuity in EU
market supply. 

https://health.ec.europa.eu/document/download/af1433fd-ed64-4c53-abc7-612a7f16f976_en?filename=mdcg_2023-3_en.pdf
https://health.ec.europa.eu/document/download/0e7327c7-0e06-4fbd-90d3-8ab7bb30fe9f_en?filename=md_mdcg_2024-11_eudamed-qa.pdf
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UNITED KINGDOM (UK)

I n n o v a t i v e  L i c e n s i n g  a n d  A c c e s s  P a t h w a y  S p e e d s  U p  M e d i c i n e
A c c e s s  i n  t h e  U K  |  2 0  N o v e m b e r  2 0 2 4

The UK’s  Innovative L icensing and Access Pathway ( ILAP) accelerates
patient  access to innovative medicines,  including new drugs,
repurposed treatments ,  and novel  indicat ions.  Open to global
developers ,  i t  streamlines regulatory approval  through col laborat ion
and tai lored support .

Key features include the Innovation Passport ,  the gateway
designation for  products addressing s ignif icant health needs,  and
the Target Development Prof i le  (TDP) ,  a roadmap guiding regulatory
and development strategies .  I LAP also offers a f lex ible toolk i t  to
enhance medicine development .

Governed by partners l ike MHRA,  NICE,  and the Scott ish Medicines
Consort ium, ILAP ensures col laborat ion and pat ient-centered
outcomes.  To date,  1 15 Innovation Passports have been awarded,  with
appl icat ions spanning oncology,  neurology,  and respiratory
condit ions.

ILAP complements other in i t iat ives ,  such as the Ear ly  Access to
Medicines Scheme (EAMS),  by cater ing to a broader range of
products and foster ing ear ly-stage engagement .  Developers are
encouraged to apply ear ly  to maximize pathway benef i ts .
Further  updates,  including enhancements to the ILAP,  are expected
later  in  2024.
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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  P r e - M a r k e t  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 4  N o v e m b e r  2 0 2 4

The MHRA has launched a consultat ion on reforms to pre-market
regulat ions for  medical  devices in Great Br i tain ,  a iming to enhance
patient  safety and access to innovative technologies .  Open unt i l
January 5 ,  2025,  the consultat ion wi l l  shape the forthcoming Pre-
market  Statutory Instrument ,  set  for  Par l iament in 2025.

https://www.gov.uk/guidance/innovative-licensing-and-access-pathway
https://www.gov.uk/government/news/the-mhra-seeks-views-on-pre-market-regulations-for-medical-devices-to-improve-patient-access-and-strengthen-patient-safety
https://www.gov.uk/government/news/the-mhra-seeks-views-on-pre-market-regulations-for-medical-devices-to-improve-patient-access-and-strengthen-patient-safety
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From 1  January 2025,  updated regulat ions for  the advert is ing and
promotion of  human medicines wi l l  come into effect ,  fo l lowing the
implementat ion of  the Windsor Framework .  These changes al ign with
new UK-wide l icensing arrangements agreed as part  of  the
framework .

The Medicines and Healthcare products Regulatory Agency (MHRA)
has released guidance to support  businesses in navigat ing these
changes.  The document complements the MHRA's  ex ist ing Blue Guide
on the Advert is ing and Promotion of  Medicines in the UK and should
be read alongside the agency’s  broader guidance on the Windsor
Framework .

This  step marks a s ignif icant update to ensure consistency in the
regulat ion of  human medicines across the UK under the framework 's
provis ions.

N e w  R u l e s  f o r  A d v e r t i s i n g  M e d i c i n e s  i n  t h e  U K  P o s t - W i n d s o r
F r a m e w o r k  |  0 7  N o v e m b e r  2 0 2 4  

Key areas include replacing physical  UKCA markings with Unique
Device Ident i f icat ion,  expedit ing approvals for  internat ional ly
cert i f ied devices,  updating requirements for  Class B in v i t ro
diagnost ic devices,  and retaining select  EU-derived regulat ions to
ensure a smooth transit ion.  These changes support  NHS recovery and
health innovation.

UNITED STATES OF AMERICA (USA)

The U.S .  Food and Drug Administrat ion (FDA) has three key
reclassi f icat ion processes for  medical  devices under the Food,  Drug,
and Cosmetic Act  (FD&C Act) .  These processes al low for
reclassi f icat ion based on new information or  regulatory needs,
ensur ing device classi f icat ions ref lect  current  safety and
effect iveness standards.

F D A  O u t l i n e s  P r o c e s s e s  f o r  M e d i c a l  D e v i c e  R e c l a s s i f i c a t i o n  U n d e r
F D & C  A c t  |  0 8  N o v e m b e r  2 0 2 4  

https://www.gov.uk/government/publications/advertising-and-promotion-following-agreement-of-the-windsor-framework
https://www.fda.gov/about-fda/cdrh-transparency/reclassification
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Sect ion 513(e) al lows the FDA to reclassi fy  an already-classi f ied
device based on new information,  which can be in i t iated by the FDA
or through a pet i t ion by an interested party .  The process transit ioned
from rulemaking to an administrat ive order system after  the 2012
enactment of  the Food and Drug Administrat ion Safety and
Innovation Act  (FDASIA) .

Sect ion 513(f)(3) addresses post-1976 devices automatical ly
classi f ied as Class I I I ,  which can be FDA-init iated or  pet i t ion-based.
Approved reclassi f icat ions include a detai led order out l in ing reasons
and health r isks associated with the device type.

The De Novo Classi f icat ion Under Sect ion 513(f)(2) al lows novel
devices to be classi f ied without f i rst  undergoing a premarket
not i f icat ion (510(k))  process ,  faci l i tat ing innovation whi le ensur ing
safety .  

A N M A T  U p d a t e s  N a t i o n a l  D r u g  V a d e m e c u m  t o  R e f l e c t  M a r k e t e d
M e d i c i n e s  |  2 1  N o v e m b e r  2 0 2 4  

The Nat ional  Administrat ion of  Drugs,  Food,  and Medical  Technology
(ANMAT) has revised the Nat ional  Vademecum of  Drugs (VNM) to
include only medicines current ly  avai lable on the market .  This
comprehensive review,  conducted by ANMAT’s  Technical  Information
Management Directorate,  led to the removal  of  60 products ,  some
with mult iple concentrat ions,  such as 1 ,  3 ,  and 5 mi l l igrams.

The update,  which wi l l  now occur quarter ly ,  a ims to ensure that the
VNM remains a rel iable and up-to-date resource.  The streamlined l ist
wi l l  enhance access to accurate information for  laborator ies ,
healthcare professionals ,  and the general  publ ic ,  providing clar i ty  on
medicines that can be effect ively purchased.

Establ ished in 2014 ,  the VNM previously adhered to varying cr i ter ia for
i ts  composit ion.  Moving forward,  i t  wi l l  solely  feature medicat ions
readi ly  avai lable to the publ ic ,  with per iodic updates to maintain
relevance and accuracy.

ARGENTINA

https://www.argentina.gob.ar/noticias/la-anmat-realizo-una-revision-del-vademecum-nacional-de-medicamentos
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The FAMHP has issued a f inal  cal l  for  sponsors to transit ion cl in ical
tr ials  to comply with the Cl in ical  Tr ials  Regulat ion (EU) 536/2014
(CTR) by 31  January 2025.  Tr ials  not  approved in the Cl in ical  Tr ials
Information System (CTIS) by this  date wi l l  lose author isat ion,
v iolat ing the CTR and Belgium’s Act  of  7  May 2017 ,  with potent ial
penalt ies ,  including f ines or  imprisonment .

Sponsors are urged to submit  t ransit ion appl icat ions immediately ,  as
processing may take up to 37 days.  Substant ial  modif icat ions under
the older direct ive remain acceptable but should fol low CTR rules
after  approval .

BELGIUM

M a n d a t o r y  T r a n s i t i o n  t o  E U  C l i n i c a l  T r i a l s  R e g u l a t i o n  b y  J a n u a r y
2 0 2 5  |  1 4  N o v e m b e r  2 0 2 4

BRAZIL

A n v i s a  T i g h t e n s  R e g u l a t i o n s  o n  H o r m o n a l  I m p l a n t s  w i t h  A n a b o l i c
S t e r o i d s  o r  A n d r o g e n i c  |  2 6  N o v e m b e r  2 0 2 4  

Anvisa has approved str icter  measures for  the handl ing of  hormonal
implants containing anabol ic steroids or  androgenic hormones,
fol lowing Resolut ion 4 ,353/2024.  The resolut ion prohibits  the
manipulat ion,  sale ,  and use of  these implants for  aesthet ic
enhancement ,  muscle mass gain ,  or  improved sports performance.  I t
also reinforces the ban on advert is ing compounded hormonal
implants to the publ ic .  These implants are designed for  personal ized
treatment when no suitable industr ial ized medicat ion is  avai lable .  

The new measures aim to strengthen oversight ,  requir ing
prescr ipt ions to include the ICD code for  the cl in ical  condit ion being
treated and a s igned Term of  Responsibi l i ty  to inform patients about
potent ial  r isks .

Adverse events must be reported through the VigiMed system. Anvisa
emphasizes that compounded medicines should be used only when
necessary under medical  supervis ion.  

https://www.famhp.be/en/news/important_call_to_clinical_trial_sponsors_transfer_clinical_trials_to_the_ctr_as_soon_as
https://www.famhp.be/en/news/important_call_to_clinical_trial_sponsors_transfer_clinical_trials_to_the_ctr_as_soon_as
https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2024/implantes-hormonais-novas-medidas-vao-impor-mais-rigor-a-manipulacao
https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2024/implantes-hormonais-novas-medidas-vao-impor-mais-rigor-a-manipulacao
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A n v i s a  I s s u e s  G u i d a n c e  o n  M e d i c a l  D e v i c e  N o t i f i c a t i o n  a n d
R e g i s t r a t i o n  P r o c e d u r e s  |  2 2  N o v e m b e r  2 0 2 4  
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Anvisa released Circular  Letter  01/2024 to medical  device registrants ,
providing procedural  guidel ines for  submitt ing not i f icat ion and
registrat ion pet i t ions.  The document clar i f ies requirements for  sworn
translat ions,  legal ly  val id s ignatures ,  and the minimum level  of
electronic s ignatures needed for  interact ions with publ ic ent i t ies .
These guidel ines were also distr ibuted to relevant associat ions,
societ ies ,  and chambers involved in medical  device regulat ion.

A n v i s a  I m p l e m e n t s  A I  t o  O p t i m i z e  D r u g  I m p u r i t y  A n a l y s i s  |  1 1
N o v e m b e r  2 0 2 4  

Anvisa has introduced an AI-based tool  to enhance the eff ic iency of
i ts  impurity  and degradation product qual i f icat ion analyses for
synthet ic drugs.  This  process ,  crucial  for  ensur ing medicine safety
during registrat ion and post-registrat ion,  involves evaluat ing
impurity  levels  that exceed establ ished regulatory l imits .

The AI  tool  leverages pr ior  knowledge to quickly  ident i fy  previously
analyzed impurit ies ,  systematize data,  and improve decis ion-making.

The in i t iat ive aims to accelerate pet i t ion reviews,  with al l  pending
impurity  qual i f icat ion requests to be processed using the new tool .
Companies do not need to take addit ional  act ions for  already
submitted pet i t ions.

This  strategy complements ex ist ing measures l ike the L ist  of  Qual i f ied
Impurit ies under Normative Instruct ion IN 258/2023,  aiming to
streamline regulatory updates and protect  publ ic health .

https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2024/anvisa-adota-estrategia-baseada-em-inteligencia-artificial-para-otimizar-analise-de-medicamentos
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C h i n a  S t r e n g t h e n s  D r u g  R e g u l a t o r y  C o o p e r a t i o n  w i t h  V i e t n a m  a n d
T h a i l a n d  |  2 2  N o v e m b e r  2 0 2 4  
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From November 1 1  to 15 ,  a delegation from China's  Nat ional  Medical
Products Administrat ion (NMPA) v is i ted Vietnam and Thai land to
enhance cooperat ion in drug,  medical  device,  and cosmetic
regulat ion.

In Vietnam, discussions with the Ministry of  Health focused on
regulatory information exchange,  qual i ty  control ,  and Good
Manufactur ing Pract ices ,  culminat ing in the s igning of  a
memorandum of  understanding (MoU).

S imi lar ly ,  in  Thai land,  the delegation engaged with the Thai  Food and
Drug Administrat ion,  s igning an MoU to deepen col laborat ion in
regulatory pract ices.  Both agreements aim to foster  high-qual i ty
pharmaceutical  development and safeguard publ ic health .  The
delegation also toured drug test ing and cl in ical  t r ia l  faci l i t ies in both
countr ies .

CHINA

C h i n a  a n d  S a u d i  A r a b i a  S i g n  M o U  t o  E n h a n c e  D r u g  R e g u l a t i o n
C o o p e r a t i o n  |  1 2  N o v e m b e r  2 0 2 4  

China's  Nat ional  Medical  Products Administrat ion (NMPA) and the
Saudi  Food and Drug Author i ty  (SFDA) s igned a memorandum of
understanding (MoU) on November 1  in  Bei j ing to enhance
col laborat ion in the regulat ion of  drugs,  medical  devices,  and
cosmetics .

The agreement fol lows discussions where the NMPA shared insights
on China's  drug regulatory f ramework and pharmaceutical  industry
development ,  emphasiz ing i ts  str ict  and eff ic ient  pract ices.  SFDA
representat ives out l ined their  regulatory strategy,  laboratory
capabi l i t ies ,  and test ing processes.  Both part ies committed to
implementing the MoU to faci l i tate the avai labi l i ty  of  h igh-qual i ty
pharmaceutical  products for  their  populat ions.

https://english.nmpa.gov.cn/2024-11/22/c_1047728.htm
https://english.nmpa.gov.cn/2024-11/12/c_1044368.htm
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On October 24 in Bei j ing,  the Chinese Nat ional  Medical  Products
Administrat ion (NMPA) and the Danish Medicines Agency s igned a
letter  of  intent  to enhance bi lateral  cooperat ion in the regulat ion of
drugs and medical  devices.

This  fo l lowed a working meeting where China out l ined i ts  regulatory
framework and pharmaceutical  industry development ,  h ighl ight ing
previous exchanges in drug evaluat ion and medical  device
regulat ion.

Both part ies expressed a commitment to advancing col laborat ion,
part icular ly  through the phase-2 project  of  their  strategic
cooperat ion in these f ie lds .  Off ic ials  f rom relevant NMPA
organizat ions also part ic ipated in the meeting.

C h i n a  a n d  D e n m a r k  S i g n  A g r e e m e n t  t o  D e e p e n  D r u g  a n d  M e d i c a l
D e v i c e  R e g u l a t o r y  C o o p e r a t i o n  |  0 4  N o v e m b e r   2 0 2 4  

EGYPT

E g y p t i a n  D r u g  A u t h o r i t y  E n s u r e s  A d e q u a t e  S u p p l y  o f  D i a b e t e s  a n d
E f f e r v e s c e n t  M e d i c a t i o n s  |  0 1  N o v e m b e r  2 0 2 4  

The Egypt ian Drug Author i ty  announced the distr ibut ion of
approximately 9 .5 mi l l ion packages of  diabetes treatments ,  including
various insul in types and metformin preparat ions,  and increased
stocks of  raw mater ials  to sustain product ion.

Ef fervescent medicat ions,  such as Ur iv in-N Ef f ,  Urosolv in ,  and Epimag
Eff ,  have also been suppl ied in s igni f icant quanti t ies ,  with over 1 1
mi l l ion packages of  these products ready for  future manufactur ing.

Author i t ies conf i rmed the avai labi l i ty  of  these medicat ions in
pharmacies nat ionwide and are closely monitor ing product ion to
prevent shortages.  These efforts  aim to ensure pat ient  access to
cr i t ical  t reatments and maintain market  stabi l i ty .

https://english.nmpa.gov.cn/2024-11/04/c_1041861.htm
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%85%D8%B5%D8%B1-%D8%AA%D8%B7%D9%88%D9%8A-%D8%B5%D9%81%D8%AD%D8%A9-%D8%A7%D9%84%D9%86%D9%88%D8%A7%D9%82%D8%B5-%D9%88%D9%85%D8%AE%D8%B2%D9%88%D9%86-%D9%88%D8%B7%D9%86%D9%8A-%D9%84%D8%AA%D8%A3%D9%85%D9%8A%D9%86-%D8%A3%D8%AF%D9%88%D9%8A%D8%A9-%D8%B9%D9%84%D8%A7%D8%AC-%D8%A7%D9%84%D8%B3%D9%83%D8%B1-%D9%88%D8%A7%D9%84%D9%81%D9%88%D8%A7%D8%B1%D8%A7%D8%AA/
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FRANCE

T r a n s i t i o n  t o  E u r o p e a n  R e g u l a t i o n  N o .  5 3 6 / 2 0 1 4 :  D e a d l i n e  f o r  C l i n i c a l
T r i a l  S p o n s o r s  A p p r o a c h i n g  |  1 5  N o v e m b e r  2 0 2 4  

European Regulat ion No.  536/2014 (CER) ,  governing cl in ical  t r ia ls  for
medicinal  products ,  replaced Direct ive 2001/20/EC on 31  January
2022.  Cl in ical  t r ia l  author izat ions under the previous direct ive remain
val id only unt i l  30 January 2025.  After  this  date,  t r ia ls  must comply
with the new CER framework ,  or  they r isk  losing author izat ion and
data usabi l i ty .

Sponsors of  c l in ical  t r ia ls  act ive in France as of  January 31 ,  2025,
must transit ion their  studies to CER by submitt ing an appl icat ion v ia
the Cl in ical  Tr ials  Information System (CTIS) .  Whi le this  process does
not involve a new assessment ,  appl icat ions must be submitted
promptly ,  consider ing the review t ime required.  Sponsors are urged
to conf i rm their  intent  to transit ion by 16 December 2024 to avoid
correct ive measures.

The CER aims to harmonize processes across Europe,  improving
patient  access to treatments ,  enhancing Europe's  competit iveness in
cl in ical  research,  and increasing data transparency.

S A H P R A  U r g e s  P u b l i c  t o  R e p o r t  S i d e  E f f e c t s  D u r i n g  # M e d S a f e t y W e e k
2 0 2 4  |  0 7  N o v e m b e r  2 0 2 4

The South Afr ican Health Products Regulatory Author i ty  (SAHPRA) is
part ic ipat ing in the global  #MedSafetyWeek in i t iat ive f rom 4 to 10
November 2024,  aimed at  promoting the safe use of  medicines and
encouraging the report ing of  s ide effects .  SAHPRA emphasizes that
proper medicat ion use,  guided by healthcare professionals ,  can
signif icant ly  reduce adverse effects ,  with research indicat ing that
half  of  al l  s ide effects are preventable .

SOUTH AFRICA

https://ansm.sante.fr/actualites/reglement-europeen-relatif-aux-essais-cliniques-de-medicaments-fin-de-la-periode-de-transition
https://www.sahpra.org.za/news-and-updates/sahpra-encourages-the-safe-use-of-medicines-and-reporting-of-suspected-side-effects-this-medsafetyweek/
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In  col laborat ion with internat ional  organizat ions under the WHO
Programme for  Internat ional  Drug Monitor ing,  SAHPRA urges pat ients ,
caregivers ,  and healthcare professionals to report  suspected s ide
effects or  adverse react ions v ia i ts  MedSafety App or  eReport ing
portal .  These tools  help ident i fy ,  assess ,  and address r isks associated
with medicines,  vaccines,  and other health products .  Improved
report ing contr ibutes to pat ient  safety by uncover ing unknown side
effects and informing changes in medicat ion use.

SPAIN

N e w  F o r m a t  f o r  V e t e r i n a r y  D r u g  D i s t r i b u t i o n  A u t h o r i s a t i o n s
I m p l e m e n t e d  i n  S p a i n  |  2 6  N o v e m b e r  2 0 2 4

The Spanish Agency for  Medicines and Health Products (AEMPS) has
adopted the EU-harmonized format for  Wholesale Distr ibut ion
Author isat ions (WDA) of  veter inary medicinal  products ,  ef fect ive f rom
November 1 ,  2024.  As mandated by Regulat ion (EU) 2019/6,  these
author isat ions are now publ ished in the European database Eudra
GMDP,  al igning veter inary distr ibutors with the same standards
previously appl ied to human medicinal  distr ibutors .

From November 12 ,  updates ref lect ing this  change are incorporated
into the AEMPS Catalogue and Eudra GMDP.  Regional  author i t ies must
adjust  ex ist ing veter inary drug distr ibutor  author isat ions to the new
format for  inclusion in these databases.  Unt i l  March 2025,  the exist ing
Ministry of  Health database (MAPA) wi l l  coexist  with the updated
Catalogue.  Over t ime,  author isat ions for  human and veter inary
medicinal  distr ibutors wi l l  a lso transit ion to the new format dur ing
subsequent updates.

S p a i n  I n t r o d u c e s  N e w  A p p l i c a t i o n  f o r  I n - H o u s e  M e d i c a l  D e v i c e
M a n u f a c t u r i n g  i n  H o s p i t a l s  |  0 8  N o v e m b e r  2 0 2 4

The Spanish Agency for  Medicines and Medical  Devices (AEMPS) has
launched a digital  platform for  hospitals  to electronical ly  submit
not i f icat ions about the start  of  in-house manufactur ing of  medical
devices for  exclusive use within their  premises.  This  process aims to
address specif ic  pat ient  needs that cannot be met by CE-marked
devices avai lable on the market .

https://www.aemps.gob.es/informa/entrada-en-vigor-del-nuevo-formato-europeo-de-autorizacion-de-distribuidores-de-medicamentos-veterinarios-y-medicamentos-de-uso-humano/
https://www.aemps.gob.es/informa/la-aemps-pone-en-marcha-una-nueva-aplicacion-para-la-comunicacion-de-fabricacion-de-productos-sanitarios-in-house-por-hospitales/
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The act iv i ty  is  governed by Regulat ion (EU) 2017/745 and Royal
Decree 192/2023,  which restr ict  such manufactur ing to hospitals  and
exclude class I Ib ,  I I I ,  or  implantable devices.  Hospitals  are required to
not i fy  AEMPS before commencing or  modify ing act iv i t ies ,  and this
does not apply to custom-made devices,  which require separate
l icensing.  Hospitals  can access the appl icat ion using credentials ,
and detai led instruct ions are avai lable on the AEMPS website .
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E C H A  P i l o t  P r o j e c t  R e v e a l s  N o n - C o m p l i a n c e  i n  C o s m e t i c  P r o d u c t s
C o n t a i n i n g  H a z a r d o u s  S u b s t a n c e s  |  0 8  N o v e m b e r  2 0 2 4

EUROPEAN UNION (EU)

Substance

Non-
compliant
Products

Count

Risks Restrictions for
Cosmetic Use

Perfluorononyl
dimethicone 151

The
substances in
question are
toxic to
reproduction,
persistent in
the
environment,
and may be
carcinogenic. 

The REACH Regulation,
effective February 25,
2023, limits the sum of
C9-C14
perfluorocarboxylic
acids (PFCAs) and their
salts in mixtures to 25
ppb and 260 ppb,
respectively. 

The POPs Regulation,
effective July 4, 2020,
limits perfluorooctanoic
acid (PFOA) or its salts in
mixtures to 0.025 mg/kg
and 1 mg/kg for
individual compounds or
combinations. 

Perfluorooctylethyl
triethoxysilane 5

Perfluorononyleth
yl carboxydecyl
PEG-10
dimethicone

4
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A recent pi lot  project  conducted by the European Chemicals Agency
(ECHA) from November 2023 to Apr i l  2024 found that 285 cosmetic
products v iolated substance restr ict ions under EU regulat ions.  The
project ,  which inspected 4 ,686 products across 13 European
Economic Area (EEA) countr ies ,  revealed a 6 .4% non-compliance rate
for  cosmetics .  The inspect ions,  which pr imari ly  focused on product
labels and websites ,  ident i f ied s ix  restr icted substances,  with
perf luorononyl  dimethicone and cyclopentasi loxane (D5) being the
most commonly detected.  The f indings highl ight  ongoing concerns
over hazardous chemicals in cosmetic products .
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The project  report  provides recommendations for  stakeholders
involved in implementing legis lat ion related to the cosmetics
industry ,  emphasiz ing compl iance with EC No 1223/2009,  POPs and
REACH Regulat ions,  and advis ing close monitor ing of  regulatory
changes regarding per- and polyf luoroalkyl  substances (PFAS) and
D4/D5/D6.

Substance

Non-
compliant
Products

Count

Risks Restrictions for
Cosmetic Use

Cyclopentasiloxane
(D5) 111 These

substances
are known to
be persistent,
bioaccumulat
ive, and
potentially
toxic,
endangering
aquatic life in
particular and
perhaps
disrupting
human
hormones. 

The REACH Regulation
mandates that the
concentration of D4 and
D5 in rinse-off
cosmetics and
cyclohexasiloxane (D6)
in leave-on cosmetics,
effective from January
31, 2020, and June 6,
2027, must not exceed
0.1%, respectively. 

Cyclomethicone* 12

Cyclotetrasiloxane
(D4) 11

* Cyclomethicone: a blend of D4, D5 and D6
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I n d o n e s i a  R e l e a s e s  D r a f t  R e g u l a t i o n  o n  R i s k  A s s e s s m e n t  f o r
I n g r e d i e n t s  i n  N a t u r a l  M e d i c i n e s  a n d  C o s m e t i c s  |  2 5  N o v e m b e r  2 0 2 4

INDONESIA

On November 21 ,  2024,  the Indonesian Food and Drug Supervisory
Agency (BPOM) released a draft  Regulat ion for  publ ic consultat ion
concerning the r isk  assessment of  ingredients used in natural
medicines,  health supplements ,  quasi-drugs,  and certain cosmetic
products ,  including dental  and oral  care i tems.

The regulat ion mandates that ingredients in these products must
meet pharmaceutical  standards and qual i ty  requirements .
Ingredients l isted in a provided table are subject  to r isk  assessment
when used in dental  and oral  care preparat ions,  whi le other unl isted
ingredients wi l l  require support ing data and r isk  assessments .

B P O M  P r o p o s e s  C h a n g e s  t o  C o s m e t i c  G M P  C e r t i f i c a t i o n
R e q u i r e m e n t s  | 1 1  N o v e m b e r  2 0 2 4

On November 5 ,  2024,  Indonesia’s  Food and Drug Supervisory Agency
(BPOM) released a draft  of  updated Technical  Requirements for
Cosmetic Good Manufactur ing Pract ices (GMP) Cert i f icat ion,  open for
publ ic consultat ion unt i l  November 18 ,  2024.

The key proposed changes include the cancel lat ion of  certain
required documents and updates to the ver i f icat ion per iod for  GMP
appl icat ions.  Addit ional ly ,  revis ions to the GMP cert i f icate renewal
process are out l ined to improve ongoing compl iance.

GMP cert i f icat ion ensures that cosmetic products meet qual i ty
standards,  with Class A cert i f icates for  companies producing al l
types of  cosmetics and Class B for  those producing specif ic
products .

Industry feedback is  encouraged via emai l  or  onl ine form dur ing the
consultat ion per iod.



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 5

C o s m e t i c s  I n d u s t r y  D e l e g a t i o n  M e e t s  K e n y a ’ s  P h a r m a c y  a n d  P o i s o n s
B o a r d  t o  D i s c u s s  R e g u l a t o r y  C o l l a b o r a t i o n  |  1 3  N o v e m b e r  2 0 2 4

KENYA

A delegation from the Personal  Care Products Counci l  (PCPC) and
Cosmetics Europe (CE) v is i ted Kenya’s Pharmacy and Poisons Board
(PPB) on November 13 ,  2024,  to explore opportunit ies for  enhancing
col laborat ion on cosmetics and personal  care product regulat ions.  

Represent ing the U.S .  and European industr ies ,  the delegation
advocated for  the adoption of  global  regulatory standards,  a stance
they have supported in Sub-Saharan Afr ica and through U.S .  t rade
agreements .  Dur ing the v is i t ,  PPB CEO emphasized Kenya's  dedicat ion
to ensur ing the safety and qual i ty  of  consumer products .

H o n g  K o n g ' s  M e r c u r y  C o n t r o l  O r d i n a n c e  I m p l e m e n t s  M i n a m a t a
C o n v e n t i o n  |  2 5  N o v e m b e r  2 0 2 4

Hong Kong's  Mercury Control  Ordinance,  ef fect ive f rom December 1 ,
2021 ,  fu l ly  enforces the Minamata Convention on Mercury .  The
ordinance regulates the import ,  export ,  storage,  and use of  mercury ,
along with mercury compounds and products .  I t  a lso covers
manufactur ing processes involv ing mercury .  Start ing December 1 ,
2021 ,  the ordinance prohibits  the import ,  export ,  and manufacture of
certain mercury-added products ,  with a planned extension of  this
prohibit ion to their  supply ,  ef fect ive December 1 ,  2024.

HONG KONG
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E f f e c t i v e  M a r k e t i n g  o f  W h i t e n i n g  P r o d u c t s  i n  J a p a n  t h r o u g h
R e g u l a t o r y  C o m p l i a n c e  |  0 8  N o v e m b e r  2 0 2 4

JAPAN

Whitening products are a major  segment of  Japan's  cosmetics
market ,  and clear ,  accurate promotional  messaging is  crucial  for
bui lding trust  and a strong brand image.  However ,  the use of  terms
l ike "whitening"  is  str ict ly  regulated under the Pharmaceutical  and
Medical  Device Act  (PMDA).

This  law prohibits  misleading claims that suggest  a cosmetic product
has medicinal  ef fects .  To avoid legal  issues and foster  consumer
conf idence,  businesses must ensure their  market ing al igns with these
regulat ions whi le providing truthful  product information.
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ISO 14356:2024 - Dent istry — Dupl icat ing mater ial
 

ISO 25539-3:2024 - Cardiovascular  implants — Endovascular
devices — Part  3 :  Vena cava f i l ters

 
ISO 1 1979-2:2024 - Ophthalmic implants — Intraocular  lenses —
Part  2 :  Opt ical  propert ies and test  methods

 
ISO 1 1334-4:2024 - Assist ive products for  walk ing,  manipulated by
one arm — Requirements and test  methods — Part  4 :  Walk ing
st icks with three or  more leg

 
ISO 15883-1 :2024 - Washer-dis infectors — Part  1 :  General
requirements ,  terms and def ini t ions and tests

 
ISO 80369-2:2024 - Smal l-bore connectors for  l iquids and gases in
healthcare appl icat ions — Part  2 :  Connectors for  respiratory
appl icat ions

 
ISO 24442:2022 - Cosmetics — Sun protect ion test  methods — In
vivo determinat ion of  sunscreen UVA protect ion

ISO STANDARDS


