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M H R A  A p p r o v e s  L e c a n e m a b  f o r  E a r l y  A l z h e i m e r ’ s  w i t h  G e n e t i c  a n d
S a f e t y  R e s t r i c t i o n s  |  2 2  A u g u s t  2 0 2 4

The MHRA approved  l e c a n e m a b  ( L e q e m b i )  for  ear ly-stage
Alzheimer’s ,  marking the f i rst  l icensed treatment in Great Br i tain that
shows potent ial  to s low disease progression.  I t  is  approved for  adults
with one or  no copies of  the A p o E 4  g e n e ,  as those with two copies
face higher r isks of  compl icat ions.

A cl in ical  t r ia l  revealed increased r isks of  brain abnormal i t ies ,
part icular ly  in  ApoE4 homozygous pat ients .  As a result ,  lecanemab is
recommended only for  non-carr iers or  heterozygous pat ients ,  with
gene test ing advised before treatment .  I t  is  contraindicated for  those
on ant icoagulants or  with cerebral  amyloid angiopathy.

Post-author izat ion studies wi l l  assess long-term safety .

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

UNITED KINGDOM (UK)

U K  L a u n c h e s  A I  A i r l o c k  t o  T a c k l e  C h a l l e n g e s  i n  R e g u l a t i n g  A I  M e d i c a l
D e v i c e s  |  2 1  A u g u s t  2 0 2 4

The UK 's  Medicines and Healthcare products Regulatory Agency
(MHRA) has launched the A I  A i r l o c k  project  to tackle the regulatory
issues surrounding Art i f ic ial  Intel l igence as a Medical  Device
(AIaMD).  The in i t iat ive ,  involv ing the MHRA,  UK Approved Bodies ,  the
NHS,  and other partners ,  wi l l  use real-world products to explore
issues l ike product performance,  c l in ical  automation,  and generat ive
AI  devices.

Appl icat ions wi l l  open in autumn,  target ing var ious AIaMD products .
The in i t iat ive aims to balance innovation with pat ient  safety ,
demonstrat ing the UK 's  commitment to medical  technology.  

https://www.gov.uk/government/news/lecanemab-licensed-for-adult-patients-in-the-early-stages-of-alzheimers-disease
https://www.gov.uk/government/collections/ai-airlock-the-regulatory-sandbox-for-aiamd
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UNITED STATES OF AMERICA (USA)

The FDA is  planning improvements to i ts  E lectronic Medical  Device
Report ing (eMDR) system, which wi l l  be accompanied by updates to
the FDA eSubmitter  c l ient .  Manufacturers with AS2 accounts using the
FDA E lectronic Submissions Gateway should plan updates
accordingly .  The FDA is  committed to providing advance not ice of
system changes,  especial ly  for  HL7 ICSR XML reports .

The schedule for  enhancements fol lows a regular  schedule ,  with
updates and detai led information communicated regular ly  through
the CDRH Industry 's  emai l  l ist .  

F D A  e M D R  S y s t e m  E n h a n c e m e n t s  a n d  U p d a t e  S c h e d u l e  |  2 6  A u g u s t
2 0 2 4  

The FDA has issued new guidance out l in ing the standards for
submitt ing De Novo Requests electronical ly ,  including a t imel ine for
implementat ion and cr i ter ia for  waivers and exemptions.  This
ini t iat ive is  part  of  the FDA’s  broader commitment to developing
electronic submission templates designed to streamline the
submission process and improve review eff ic iency.  Start ing October 1 ,
2025,  al l  De Novo Request  submissions must adhere to these
electronic submission guidel ines.

F D A  A n n o u n c e s  N e w  G u i d e l i n e s  f o r  E l e c t r o n i c  S u b m i s s i o n  o f  D e  N o v o
R e q u e s t s  |  2 2  A u g u s t  2 0 2 4  

The FDA's  Center  for  Devices and Radiological  Health is  enhancing
patient  care through i ts  Pediatr ic  and Per inatal  Devices Program, a
key in i t iat ive within the Off ice of  Science and Engineer ing
Laborator ies .  The program aims to ensure the safety and
effect iveness of  medical  devices for  chi ldren and dur ing per inatal
stages,  including pregnancy and chi ldbirth .  The program aims to
br idge gaps such as l imited avai labi l i ty  of  pediatr ic-specif ic  devices,
inadequate test  methods,  and lack of  comprehensive cl in ical  data,
whi le developing tools  to reduce development and test ing costs .  

F D A  E n h a n c e s  S a f e t y  o f  P e d i a t r i c  a n d  P e r i n a t a l  M e d i c a l  D e v i c e s  |  1 5
A u g u s t  2 0 2 4  

https://www.fda.gov/medical-devices/emdr-electronic-medical-device-reporting/emdr-system-enhancements
https://www.fda.gov/medical-devices/emdr-electronic-medical-device-reporting/emdr-system-enhancements
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/electronic-submission-template-medical-device-de-novo-requests
https://www.fda.gov/medical-devices/medical-device-regulatory-science-research-programs-conducted-osel/pediatric-and-perinatal-devices-program-research-pediatric-and-perinatal-devices
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Ongoing research efforts  are directed at  creat ing advanced test ing
methods,  datasets ,  phantoms,  and computat ional  models tai lored to
the needs of  pediatr ic  and per inatal  pat ients .

Argent ina's  ANMAT and Honduras '  ARSA have s igned a cooperat ion
agreement to enhance scient i f ic  and technical  col laborat ion in the
health sector .  The agreement aims to improve information exchange,
training,  and best  pract ices in regulatory processes.  I t  establ ishes a
framework for  jo int  act iv i t ies to opt imize procedures whi le adhering
to nat ional  laws and competencies .  The s igning underscores the
importance of  internat ional  cooperat ion in tackl ing common health
issues and dr iv ing impactful  projects .  

A N M A T  a n d  A R S A  S i g n  A g r e e m e n t  t o  B o o s t  H e a l t h  R e g u l a t o r y
C o l l a b o r a t i o n  |  2 2  A u g u s t  2 0 2 4

ANMAT has updated the sales condit ions for  several  Act ive
Pharmaceutical  Ingredients (APIs) .  The changes include:

Free Sale :  Ret inol/Ret inaldehyde (Vitamin A Palmitate) + Al lantoin
+ Tocopherol  (Vitamin E) ;  Ret inol/Ret inaldehyde (Vitamin A
Palmitate) + Bor ic Acid + Z inc Oxide;  Amorolf ine;  Acyclovir .
Prescr ipt ion Required:  S i lver  Sul fadiazine/Sulfadiazine Sodium
(Sulfadiazine) + L idocaine Hydrochlor ide (L idocaine) +
Ret inol/Ret inaldehyde (Vitamin A Palmitate);  Betamethasone
Acetate/Dipropionate/Sodium Phosphate/17-Valerate +
Gentamicin + Miconazole .

New regulat ions wi l l  feature secur i ty  over label ing with QR codes to
indicate updated sales condit ions

A N M A T  R e v i s e s  S a l e s  C o n d i t i o n s  f o r  S e v e r a l  P h a r m a c e u t i c a l s  |  2 2
A u g u s t  2 0 2 4

ARGENTINA

https://www.argentina.gob.ar/noticias/acuerdo-de-colaboracion-entre-anmat-y-la-agencia-de-regulacion-sanitaria-arsa-de-la
https://www.argentina.gob.ar/noticias/nuevas-ifas-cambian-su-condicion-venta-libre
https://www.argentina.gob.ar/noticias/nuevas-ifas-cambian-su-condicion-venta-libre
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A new draft  regulat ion,  t i t led "Expirat ion Date Provis ion for  Imported
Products , "  has been released for  publ ic review.  This  document
addresses the proposed reduct ion in the permitted expirat ion per iod
for  medical  products .  The draft  is  avai lable for  consultat ion and
feedback from August 15 to September 19 ,  2024.  Interested part ies
are encouraged to review and provide their  comments dur ing this
per iod.

N e w  R e g u l a t i o n  o n  M e d i c a l  P r o d u c t  E x p i r a t i o n  D a t e s  O p e n  f o r  P u b l i c
F e e d b a c k  |  1 5  A u g u s t  2 0 2 4

The Nat ional  Administrat ion of  Drugs,  Food and Medical  Technology
(ANMAT) has off ic ial ly  stated that i t  is  not  current ly  reviewing any
submissions for  the importat ion of  drugs from the India.

Contrary to recent press reports suggest ing that a presentat ion by
the Mendoza government is  under review,  ANMAT has clar i f ied that no
such process is  in  progress.

The agency emphasizes that any evaluat ion for  drug registrat ion and
author izat ion is  conducted to ensure the product 's  qual i ty ,  safety ,
and eff icacy for  publ ic health .

A N M A T  i s  n o t  r e v i e w i n g  t h e  i m p o r t a t i o n  o f  m e d i c i n e s  f r o m  I n d i a  |  1 0
A u g u s t  2 0 2 4

https://www.argentina.gob.ar/noticias/nuevo-proyecto-de-consulta-para-la-opinion-publica-16
https://www.argentina.gob.ar/noticias/nuevo-proyecto-de-consulta-para-la-opinion-publica-16
https://www.argentina.gob.ar/noticias/anmat-no-esta-evaluando-el-ingreso-al-pais-de-medicamentos-procedentes-de-india
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The Therapeutic Goods Administrat ion (TGA) has removed 12 spinal
cord st imulator  (SCS) devices f rom the Austral ian Register  of
Therapeutic Goods (ARTG) and imposed condit ions of  supply on 70
others .

The TGA makes regulatory decis ions based on conf ident ial
commercial  information and does not release standalone or  inter im
reports .  Consumers should consult  their  healthcare providers with
any concerns about the safety or  performance of  their  SCS devices.

Devices removed from the ARTG are not  being recal led and do not
need to be removed i f  a lready implanted.  The Austral ian Commission
on Safety and Qual i ty  in  Health Care (ACSQHC) has released
documents on cl in ical  pract ices related to lower back pain and
spinal  cord st imulat ion.  Ensur ing appropriate pat ient  select ion and
device suitabi l i ty  remains crucial .  

T G A  R e m o v e s  1 2  S p i n a l  C o r d  S t i m u l a t o r s  f r o m  A R T G  |  2 1  A u g u s t  2 0 2 4  

AUSTRALIA

The Federal  Off ice for  Safety in Health Care (BASG) has shi f ted i ts
submission requirements for  c l in ical  evaluat ions and performance
studies to electronic ,  fo l lowing the revised E lectronic Submission
Ordinance (EEVO) 2011 .

Postal  submissions wi l l  no longer be accepted and deadl ines wi l l  only
be considered met once electronic documents are received.  The
BASG is  revis ing i ts  guidance to comply with this  new requirement .

Appl icat ions for  c l in ical  invest igat ions and performance studies wi l l
be blocked i f  they are missing,  corrupted,  lack a f inal  posit ive ethics
vote,  or  fai l  to meet required documentat ion standards.  

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

AUSTRIA
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BRAZIL

Anvisa has released three new object ive inspect ion guidel ines (ROIs)
to improve oversight in health services.  The guidel ines target
therapeutic communit ies ,  services performing Type I  c l in ical  analysis
tests without a supervis ion contract ,  and services conduct ing Type I
EACs with a supervis ion contract .

Developed using the Potent ial  R isk Assessment Model  (Marp) ,  the
guidel ines are part  of  a col laborat ion with the Nat ional  Health
Survei l lance System (SNVS) and local  health agencies across Brazi l .

The guidel ines aim to enhance transparency and predictabi l i ty  in
health inspect ions,  benef i t ing both the health survei l lance system
and the services inspected.  

A n v i s a  L a u n c h e s  N e w  I n s p e c t i o n  G u i d e l i n e s  t o  E n h a n c e  H e a l t h
S u r v e i l l a n c e  |  2 1  A u g u s t  2 0 2 4

EGYPT

The Egypt ian Drug Author i ty  (EDA) has issued a warning to the publ ic ,
caut ioning against  being inf luenced by advert isements promoting
medical  products and suppl ies on media out lets and satel l i te
channels .  The EDA stressed the importance of  avoiding any
unl icensed or  unver i f ied medical  i tems of  unknown or igin that have
not been approved for  distr ibut ion by the Author i ty .

The EDA also encouraged cit izens to report  any misleading or
inaccurate advert isements through i ts  off ic ial  website ,  e i ther  by
using the provided l ink or  scanning a code with their  mobi le devices.
This  in i t iat ive is  part  of  the Author i ty ’s  ongoing efforts  to ensure the
safety ,  qual i ty ,  and eff icacy of  medical  products in the Egypt ian
market ,  whi le empowering cit izens to play a role in combating drug
fraud and enhancing market  oversight .

E g y p t i a n  D r u g  A u t h o r i t y  W a r n s  A g a i n s t  M i s l e a d i n g  M e d i c a l  P r o d u c t
A d v e r t i s e m e n t s  |  2 5  A u g u s t  2 0 2 4

https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2024/anvisa-lanca-roteiros-para-inspecao-em-servicos-de-analise-clinica-e-comunidades-terapeuticas-acolhedoras
https://www.edaegypt.gov.eg/ar/%D8%A7%D9%84%D9%85%D8%B1%D9%83%D8%B2-%D8%A7%D9%84%D8%A7%D8%B9%D9%84%D8%A7%D9%85%D9%89/%D8%A7%D9%84%D8%A7%D8%AE%D8%A8%D8%A7%D8%B1/%D9%87%D9%8A%D8%A6%D8%A9-%D8%A7%D9%84%D8%AF%D9%88%D8%A7%D8%A1-%D8%AA%D9%87%D9%8A%D8%A8-%D8%A8%D8%A7%D9%84%D9%85%D9%88%D8%A7%D8%B7%D9%86%D9%8A%D9%86-%D8%A7%D9%84%D8%A5%D8%A8%D9%84%D8%A7%D8%BA-%D8%A7%D9%84%D9%81%D9%88%D8%B1%D9%8A-%D8%B9%D9%86-%D8%A7%D9%84%D9%85%D8%B3%D8%AA%D8%AD%D8%B6%D8%B1%D8%A7%D8%AA-%D8%A7%D9%84%D8%B7%D8%A8%D9%8A%D8%A9-%D8%BA%D9%8A%D8%B1-%D8%A7%D9%84%D9%85%D8%B1%D8%AE%D8%B5%D8%A9-%D8%A7%D9%84%D8%AA%D9%8A-%D8%AA%D8%A8%D8%AB-%D8%B9%D8%A8%D8%B1-%D9%88%D8%B3%D8%A7%D8%A6%D9%84-%D8%A7%D9%84%D8%AA%D9%88%D8%A7%D8%B5%D9%84-%D8%A7%D9%84%D8%A7%D8%AC%D8%AA%D9%85%D8%A7%D8%B9%D9%8A/
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The European Commission is  appoint ing four c iv i l  society
representat ives to the European Medicines Agency (EMA)
Management Board.  The posit ions include two for  pat ient
organizat ions,  one for  physician organizat ions,  and one for
veter inar ian organizat ions.

Successful  candidates wi l l  serve a three-year term start ing June 15 ,
2025,  with appl icat ions due October 20,  2024.  The EMA Management
Board convenes quarter ly  and requires in-person meetings for
quorum. Appl icants must submit  appl icat ions v ia the EC website ,  and
current and alternate board members can reapply .  

E u r o p e a n  C o m m i s s i o n  O p e n s  A p p l i c a t i o n s  f o r  C i v i l  S o c i e t y
R e p r e s e n t a t i v e s  o n  E M A  M a n a g e m e n t  B o a r d  |  2 2  A u g u s t  2 0 2 4

Swissmedic has started enforcing EU updates to prevent supply
shortages of  in  v i t ro diagnost ic devices in Switzer land.  The EU
adopted Regulat ion 2024/1860,  extending cert i f icate val idi ty  unt i l
2027-2029 to address bott lenecks at  not i f ied bodies .  Switzer land's
Federal  Counci l  announced these changes wi l l  be adopted in
Switzer land to prevent supply disrupt ions.

Amendments to MedDO and IvDO are expected in autumn 2024,  with
product registrat ion requirements taking effect  in  2026.  Swissmedic
wi l l  fo l low updated EU condit ions for  cert i f icate extensions.  

S w i s s m e d i c  A l i g n s  w i t h  E U  R e f o r m s  t o  S e c u r e  I n  V i t r o  D i a g n o s t i c
D e v i c e  S u p p l y  |  1 4  A u u g u s t  2 0 2 4

SPAIN

SWITZERLAND

https://www.aemps.gob.es/informa/la-ce-inicia-el-procedimiento-para-nombrar-a-los-representantes-de-la-sociedad-civil-de-la-junta-directiva-de-la-ema/
https://www.swissmedic.ch/swissmedic/en/home/medical-devices/market-access/neue-uebergangsfristen.html
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The new Swissmedic database,  swissdamed,  for  register ing medical
devices and economic operators in Switzer land went l ive on August  6 ,
2024.  swissdamed is  being rol led out in phases,  with the in i t ia l
launch of  the “Actors”  module enabl ing economic operators to
register  onl ine.  This  platform aims to enhance transparency and
information access for  healthcare professionals and the publ ic by
central iz ing data on medical  devices and their  associated
companies ,  including manufacturers .

The system wi l l  eventual ly  consist  of  two main modules—“Actors”  and
“Devices”—along with a publ ic website .  Whi le the “Actors”  module is
now operat ional ,  the “Devices”  module wi l l  be introduced gradual ly ,
start ing in 2025.  The platform’s design al igns closely with the EU’s
EUDAMED database,  ensur ing consistency with European regulat ions.
Device registrat ion wi l l  become mandatory only after  the
swissdamed platform is  fu l ly  developed and relevant legal
adjustments are made.

Swissmedic has already informed previously registered economic
operators about the necessary steps to transit ion to swissdamed.
Further detai ls  and specif icat ions wi l l  be publ ished on the
swissdamed website as the rol lout  progresses.

S w i s s m e d i c  L a u n c h e s  F i r s t  M o d u l e  o f  s w i s s d a m e d  M e d i c a l  D e v i c e s
D a t a b a s e |  0 6  A u g u s t  2 0 2 4

The Mesoamerican Regulatory Roundtable ,  organized by Mexico 's
Federal  Commission for  the Protect ion against  Sanitary Risks and the
Mexican Agency for  Internat ional  Development Cooperat ion,  aims to
strengthen regulatory f rameworks across the region.  The event ,
organized by Mexico 's  Federal  Commission for  the Protect ion against
Sanitary Risks ,  wi l l  focus on key regulat ions related to good
laboratory pract ices ,  c l in ical  t r ia l  safety assessments ,  and
pharmacovigi lance.  The roundtable wi l l  d iscuss medicine
author izat ion,  medical  device author izat ion,  sanitary inspect ions,
laboratory standards,  and pharmacovigi lance.  The discussions wi l l
take place at  the Nat ional  Reference Laboratory in Mexico City .  

M e s o a m e r i c a n  H e a l t h  A u t h o r i t i e s  t o  E n h a n c e  R e g i o n a l  C o o p e r a t i o n
o n  L a b o r a t o r y  P r a c t i c e s  a n d  P h a r m a c o v i g i l a n c e  |  1 3  A u g u s t  2 0 2 4

MEXICO

https://www.swissmedic.ch/swissmedic/en/home/medical-devices/medizinprodukte-datenbank.html
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The Mesoamerican Regulatory Roundtable ,  organized by Mexico 's
Federal  Commission for  the Protect ion against  Sanitary Risks and the
Mexican Agency for  Internat ional  Development Cooperat ion,  aims to
strengthen regulatory f rameworks across the region.  The event ,
organized by Mexico 's  Federal  Commission for  the Protect ion against
Sanitary Risks ,  wi l l  focus on key regulat ions related to good
laboratory pract ices ,  c l in ical  t r ia l  safety assessments ,  and
pharmacovigi lance.  The roundtable wi l l  d iscuss medicine
author izat ion,  medical  device author izat ion,  sanitary inspect ions,
laboratory standards,  and pharmacovigi lance.  The discussions wi l l
take place at  the Nat ional  Reference Laboratory in Mexico City .  

M e s o a m e r i c a n  H e a l t h  A u t h o r i t i e s  t o  E n h a n c e  R e g i o n a l  C o o p e r a t i o n
o n  L a b o r a t o r y  P r a c t i c e s  a n d  P h a r m a c o v i g i l a n c e  |  1 3  A u g u s t  2 0 2 4
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Cosmetics Direct ,  the electronic submission gateway for  cosmetic
faci l i ty  registrat ion and product l ist ing under the Modernisat ion of
Cosmetics Regulat ion Act  of  2022 (MoCRA),  has two addit ional
capabi l i t ies ,  according to an announcement made by the U.S .  FDA on
July 29,  2024.  The purpose of  these revis ions is  to give accountable
part ies—manufacturers ,  packers ,  or  distr ibutors—whose names are
on the product label—more control  over  how their  registrat ion and
l ist ing detai ls  are managed.

Cosmetics Direct  now offers the fol lowing new features:
C o s m e t i c  P r o d u c t  L i s t i n g  D i s c o n t i n u a t i o n :  Us ing this  funct ion,
responsible indiv iduals can designate as discont inued any
cosmetic goods that are no longer sold.  In  contrast  to delet ion,
discont inuat ion preserves the product data within the system,
making i t  s imple to rel ist  the product in the event that i t  is  later
reintroduced.
Rel ist ing of  Discont inued Products :  This  funct ional i ty  makes i t
easier  for  responsible part ies to reintroduce previously
discont inued products to the market .

U . S .  F D A  L a u n c h e s  N e w  F e a t u r e s  i n  C o s m e t i c s  D i r e c t  f o r  I m p r o v e d
P r o d u c t  M a n a g e m e n t  |  0 2  A u g u s t  2 0 2 4

UNITED STATES OF AMERICA (USA)

The "Spr ing 2024 Unif ied Agenda of  Regulatory and Deregulatory
Act ions"  (the "Unif ied Agenda") ,  publ ished on July 5 ,  2024 by the
Off ice of  Information and Regulatory Affairs  (OIRA) ,  contains updates
on a number of  proposed rules pertaining to cosmetics in the US.

Among these revis ions is  the postponement of  the rulemaking
process for  two s ignif icant proposed rules under the Modernisat ion of
Cosmetics Regulat ion Act  of  2022 (MoCRA) relat ive to their  in i t ia l
schedules ,  with the possibi l i ty  of  more delays:

U . S .  F D A  D e l a y s  R u l e m a k i n g  o n  F r a g r a n c e  A l l e r g e n s  a n d  A s b e s t o s
T e s t i n g  M e t h o d s  U n d e r  M o C R A  |  0 5  A u g u s t  2 0 2 4
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The EU Scient i f ic  Committee on Consumer Safety (SCCS) publ ished
two prel iminary opinions on August  1 ,  2024,  in  relat ion to three
substances used in cosmetics .  One viewpoint  discusses sodium 2-
biphenylolate and biphenyl-2-ol ,  whi le the other focusses on HC
Yel low No.  16 .  The publ ic may comment on these v iewpoints through
September 27 ,  2024.

E U  S C C S  I s s u e s  P r e l i m i n a r y  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  |
0 2  A u g u s t  2 0 2 4

Disclosure of  Fragrance al lergies in Cosmetic Label l ing:  By June
29,  2024,  the FDA was required by MoCRA to publ ish a proposed
rule that would create a l ist  of  f ragrance al lergies and require that
information be disclosed on product labels .  This  proposed rule is
now scheduled to be released in October 2024,  according to the
Unif ied Agenda.
Test ing Procedures for  F inding and Ident i fy ing Asbestos in
Cosmetic Products Containing Talc :  In  accordance with MoCRA,
the FDA was obl igated to submit  a regulat ion by December 29,
2023,  that would establ ish standardised test ing procedures for
f inding and ident i fy ing asbestos in cosmetic products containing
talc .  The deadl ine for  this  proposed rule was extended to July
2024,  but  no pert inent proposal  has been made publ ic as of  yet .

The Unif ied Agenda also revised the schedule for  a proposed rule to
prohibit  the use of  formaldehyde and formaldehyde-releasing
chemicals in hair  straightening and smoothing products ,  in  addit ion
to these delays caused by MoCRA.  Or iginal ly  unvei led by the FDA in
October 2023,  the proposed regulat ion is  now slated for  re lease in
September 2024.

Since the law's  adoption in December 2023,  a number of  MoCRA
sect ions have already become operat ive ,  despite these delays.
Among them are the specif icat ions for  faci l i ty  registrat ion,  product
l ist ing,  safety substant iat ion,  professional-use cosmetics label l ing,
adverse event documentat ion,  and report ing of  s igni f icant adverse
events .  By the end of  2024,  i t  wi l l  be mandatory to l ist  the U.S .
contact information on labels in order to receive complaints of
adverse events .
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The Ministry of  Food and Drug Safety (MFDS) publ ished a not ice on
August 2 ,  2024,  asking for  feedback on proposed changes to
Cosmetic Safety Standard.  The author i ty  suggested increasing the
consumption restr ict ions of  s ix  banned chemicals ,  designating one
new UV f i l ter ,  and removing one UV f i l ter .  

S o u t h  K o r e a  C o n s u l t s  o n  C o s m e t i c  S a f e t y  S t a n d a r d :  E n h a n c i n g
M a n a g e m e n t  o f  U V  f i l t e r s ,  D 4 ,  D 5 ,  a n d  O t h e r  I n g r e d i e n t s  |  0 5  A u g u s t
2 0 2 4

The Korean Cosmetic Associat ion (KCA) publ ished a not i f icat ion on
August 1 ,  2024,  out l in ing the correct  label l ing procedures for
cosmetic claims pertaining to sal icyl ic  acid1 .

Sal icyl ic  acid is  recognised as a useful  ingredient in r inse-off  acne
and pimple solut ions in South Korea which should only be used as a
preservat ive in general  cosmetics .  However ,  the MFDS discovered
instances in which sal icyl ic  acid-containing general  cosmetics were
promoted for  their  abi l i ty  to exfol iate sk in and regulate sebum
product ion.  Fol lowing col laborat ive research with the MFDS
Cosmetics Pol icy Div is ion,  KCA released the review f indings and
future strategies for  the enterpr ise 's  reference.

Sal icyl ic  acid label l ing and promotion for  uses other than
preservat ion is  often prohibited for  general  cosmetic products .  On
the other hand,  i f  sal icyl ic  acid extracts were ut i l ised in regular
cosmetics ,  the goods may be marketed and label led with exfol iat ion
control  ef f icacies .  In  this  instance,  i t  is  not  al lowed to direct ly
advert ise or  label  the sal icyl ic  acid component .

The current  advert is ing and label l ing pract ices wi l l  be addressed by
the MFDS through correct ive measures.  There are adjustment per iods
provided:  s ix  months unt i l  January 2025 for  advert is ing,  and one year
unt i l  July 2025 for  label l ing.  Administrat ive survei l lance wi l l
thereafter  take place.

S o u t h  K o r e a  C l a r i f i e s  t h e  L a b e l i n g  M e t h o d s  f o r  S a l i c y l i c  A c i d -
C o n t a i n e d  C o s m e t i c s  |  0 7  A u g u s t  2 0 2 4
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On July 30,  20241 ,  the Ministry of  Food and Drug Safety (MFDS)
through the Nat ional  Inst i tute of  Food and Drug Safety Evaluat ion
(NIFDS) announced the "Funct ional  Cosmetics Evaluat ion Status in
2024 H1 " .  MFDS ant ic ipates that these data wi l l  be a fundamental
resource for  funct ional  cosmetic research and development after
they are released.

The number of  funct ional  cosmetics examined by the Korean
author i ty  in  the f i rst  half  of  2024 was 572,  an increase of  48 (9%) over
the same per iod in the previous year (524) .  With 169,  UV-f i l ters held
the highest  percentage,  fo l lowed by hair  dyes,  wr inkle-improvement ,
UV protect ion,  and whitening cosmetics ,  as wel l  as goods that assist
reduce hair  loss .

Remarkably ,  the number of  hair  colour cases ( including bleaching
and de-dying) rose dramatical ly  f rom 29 in 2023 H1  to 143 in 2024 H1 .
This  is  perhaps because the business is  act ively creat ing a var iety of
coloured hair  dye products in response to consumer demand.  

S o u t h  K o r e a  F u n c t i o n a l  C o s m e t i c  E v a l u a t i o n  S i t u a t i o n  i n  2 0 2 4  H 1  |  0 8
A u g u s t  2 0 2 4

The Thai  Food and Drug Administrat ion (Thai  FDA) is  author ised to
disclose the results  of  any inspect ion or  analysis  of  cosmetics that
are not  in compl iance,  or  are suspected of  being in compl iance,  with
the Cosmetic Act  2015 ,  B .E .  2558 (2015) ,  Thai land's  governing
cosmetic law.

Cosmetics containing pathogenic microorganisms l ike Pseudomonas
aeruginosa,  Staphylococcus aureus,  Candida albicans,  and
Clostr idium spp.  ( l imited to cosmetics products containing herbal
ingredients) are prohibited from product ion,  import ,  and sale ,
according to the Ministry of  Publ ic  Health 's  2016 Announcement
Regarding Determinat ion of  Character ist ics of  Cosmetics Prohibited
for  Product ion,  Import ,  or  Sale .  

T h a i l a n d  R e p o r t s  a  N o n - C o m p l i a n t  B a t c h  o f  I m p o r t e d  C o s m e t i c s  w i t h
M i c r o b i o l o g i c a l  V i o l a t i o n s  |  1 6  A u g u s t  2 0 2 4
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  AUSTRALIA

A publ ic consultat ion on proposed changes to eight drugs in the
Poisons Standard was opened by Austral ia 's  Therapeutic Goods
Administrat ion (TGA) on January 5 ,  2024.  These changes were
considered at  the Advisory Committee on Medicines Schedul ing
(ACMS) and the Advisory Committee on Chemicals Schedul ing
(ACCS) sessions in March 2024.  The TGA publ ished the inter im
findings pertaining to these proposals on July 26,  2024,  and opened
up publ ic comment on the rul ings.  I t  is  recommended that
stakeholders take part  in  the consultat ion by August  23 ,  2024.

The suggested changes centre on eight di f ferent  chemicals .  Ethyl
lactyl  ret inoate and tranexamic acid are two that are associated with
cosmetic use.

The proposed amendments seek to add new exclusions to the current
Schedule 4 Prescr ipt ion Only Medicines and Prescr ipt ion Animal
Remedies l ist ings for  t ranexamic acid and tret inoin .  

A u s t r a l i a  R e l e a s e s  I n t e r i m  D e c i s i o n s  t o  A m e n d m e n t s  o f  P o i s o n s
S t a n d a r d  f o r  P u b l i c  C o n s u l t a t i o n  |  0 6  A u g u s t  2 0 2 4
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Cosmetics intended for  chi ldren under three years old ,  mucous
membranes,  or  the area around the eyes must have a total  bacter ial
count greater  than 500 CFU/g or  CFU/ml .  The restr ict ion is  set  at  1 ,000
CFU/g or  CFU/ml for  al l  other cosmetics .

Manufacturers and importers of  cosmetic i tems that v iolate these
microbiological  l imitat ions may face up to two years in pr ison,  a f ine
of  up to 200,000 baht ,  or  both under the Cosmetic Act  of  2015 .
Retai lers  who sel l  these k inds of  i l legal  cosmetics r isk  f ines of  up to
50,000 baht ,  s ix  months in ja i l ,  or  both.

Str ict  adherence to these microbiological  cr i ter ia is  required of
companies export ing cosmetics to Thai land in order to prevent
appl icable legal  and f inancial  consequences.
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A def ic iency analysis  report  on rout ine on-site Good Manufactur ing
Pract ice (GMP) inspect ions of  cosmetics manufacturers carr ied out
in 2023 was made publ ic by Malaysia 's  Nat ional  Pharmaceutical
Regulatory Agency (NPRA) on July 24,  2024.  The report  includes
rout ine on-site inspect ions conducted between January and
December 2023 of  manufactur ing faci l i t ies for  a var iety of  i tems,
including cosmetics .

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

The not ice was publ ished in the Canada Gazette ,  Part  I ,  Volume 158,
Number 30 by the Government of  Canada on July 27 ,  2024.  By
January 29,  2025,  pert inent companies are required by this  not ice to
provide information regarding the per- and polyf luoroalkyl
substances (PFAS) l isted in Schedule 1  of  the not ice.  The Environment
Minister  shal l  receive the information through the Environment and
Cl imate Change Canada Single Window,  an onl ine report ing
mechanism.

The aim of  this  data col lect ion is  to evaluate the potent ial  tox ic i ty  or
non-toxici ty  of  these PFAS.  The government also seeks to assess
whether controls  are required in l ight  of  the r isks these drugs br ing.

The impacted part ies '  assigns or  successors are also covered by this
not ice.  Substances used for  personal  use,  laboratory analysis  or
study,  hazardous trash or  recyclables ,  registered as pest  control
products ,  fert i l isers ,  feeds,  or  mixes with registered seeds are not
covered by this  law,  nor  are substances that are s imply in transit
through Canada.  In  addit ion,  microbusinesses are exempt from the
noti f icat ion.

C a n a d a  R e q u i r e s  C o m p a n i e s  t o  P r o v i d e  P F A S  I n f o r m a t i o n  |  1 2  A u g u s t
2 0 2 4
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On Aug.  21 ,  2023 and Jan 22 ,  2024,  Indonesia released the in i t ia l  draft
and second draft  amended Regulat ion Concerning the Control  of
Drug and Food Onl ine Distr ibut ion.  On August  5 ,  2024,  the f inal ized
version was released and implemented.   This  regulat ion pr imari ly
focuses on regulat ing the cr i ter ia for  onl ine sales of  drugs ( including
cosmetics) and food.  I t  is  worth not ing that cosmetics sold onl ine
must possess a not i f icat ion number .

I n d o n e s i a  R e v i s e s  C o s m e t i c  T y p e s  P r o h i b i t e d  f r o m  O n l i n e  S a l e s  |  1 6
A u g u s t  2 0 2 4

The Indian Cosmetics Regulatory Counci l  (CDSCO) has introduced a
new registrat ion and import  procedure for  cosmetics ,  l imit ing the
number of  products per appl icat ion to 50.  The modif icat ion,  ef fect ive
since August  16 ,  2024,  aims to increase eff ic iency,  s impl i fy  the
process,  and ensure compl iance with the Cosmetics Rules ,  2020
deadl ines.  The Central  L icensing Author i ty  has s ix  months to review,
grant an import  registrat ion cert i f icate ,  or  re ject  the appl icat ion.  

I n d i a  C D S C O  I n t r o d u c e s  N e w  R e s t r i c t i o n s  o n  C o s m e t i c s  A p p l i c a t i o n s
|  2 1  A u g u s t  2 0 2 4

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

IC
S

INDIA

INDONESIA

Five out  of  the 130 domest ic cosmetics manufacturers inspected had
an inadequate GMP status ,  whi le 125 of  the businesses were judged
to have an acceptable GMP status.  

Due to their  unsat isfactory GMP status ,  two out of  the f ive producers
faced regulatory act ion.  The detected GMP f laws were div ided into
three categories :  minor ,  s igni f icant ,  and cr i t ical .
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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  A u g u s t  2 0 2 4 :
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ISO 1 1040-4:2024 - Pref i l led syr inges — Part  4 :  Glass barrels  for
in jectables and ster i l i zed subassembled syr inges ready for  f i l l ing

ISO 5362:2024 - Anaesthet ic and respiratory equipment –
Anaesthet ic reservoir  bags

 
ISO 17256:2024 - Anaesthet ic and respiratory equipment —
Respiratory therapy tubing and connectors

  
ISO 23138:2024 - Biological  equipment for  t reat ing air  and other
gases — General  requirements

 
ISO 7197:2024 - Neurosurgical  implants — Ster i le ,  s ingle-use
hydrocephalus shunts

ISO 5910:2024 en Cardiovascular  implants and extracorporeal
systems — Cardiac valve repair  devices

ISO 23500-2:2024 en fr  Preparat ion and qual i ty  management of
f lu ids for  haemodialysis  and related therapies — Part  2 :  Water
treatment equipment for  haemodialysis  appl icat ions and related
therapies

 
ISO/IEEE 1 1073- 10206:2024 - Health informatics — Device
interoperabi l i ty  — Part  10206:  Personal  health device
communicat ion — Abstract  content information mode

ISO STANDARDS


