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G u i d e l i n e s  f o r  O r p h a n  M e d i c a l  D e v i c e s  u n d e r  M D R :  E n h a n c i n g
C l i n i c a l  E v a l u a t i o n  a n d  A c c e s s  |  2 5  J u n e  2 0 2 4
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The Medical  Device Coordinat ion Group (MDCG) has issued
guidel ines to assist  manufacturers and not i f ied bodies in c l in ical ly
evaluat ing orphan medical  devices.  These devices are intended for
rare diseases with l imited diagnost ic and therapeutic opt ions,  crucial
for  addressing unmet medical  needs.  The guidel ine def ines cr i ter ia
under the Medical  Devices Regulat ion 2017/745 (MDR) for  qual i fy ing
as "orphan devices" .

I t  a ims to streamline compl iance with MDR cl in ical  evidence
requirements ,  faci l i tat ing faster  pat ient  access to these cr i t ical
devices.  Manufacturers and not i f ied bodies can also consult  EMA
expert  panels for  guidance on orphan device status and necessary
cl in ical  data.

EUROPEAN UNION (EU)

U p d a t e d  G u i d e l i n e s  o n  B e n e f i t - R i s k  A s s e s s m e n t  o f  P h t h a l a t e s  i n
M e d i c a l  D e v i c e s  |  1 8  J u n e  2 0 2 4

The updated guidel ines aim to assess the r isk  of  phthalates in
medical  devices,  focusing on carcinogenic ,  mutagenic ,  tox ic to
reproduct ion (CMR),  or  endocrine-disrupt ing (ED) phthalates.  They
provide a comprehensive framework for  evaluat ing the presence of
these phthalates ,  ensur ing pat ient  safety and regulatory compl iance.

Key elements include detai led cr i ter ia for  assessing potent ial  r isks ,
acceptable exposure levels ,  and strategies for  mit igat ing ident i f ied
r isks .  The guidel ines also out l ine documentat ion and report ing
requirements for  manufacturers to demonstrate compl iance.  The aim
is to protect  pat ients f rom harmful  substances whi le ensur ing the
avai labi l i ty  of  essent ial  medical  devices.  

https://health.ec.europa.eu/document/download/daa1fc59-9d2c-4e82-878e-d6fdf12ecd1a_en?filename=mdcg_2024-10_en.pdf
https://health.ec.europa.eu/document/download/831f9b60-88de-4197-858f-d001c5b0cc26_en?filename=mdcg_scheer_o_064.pdf
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M H R A  r e l e a s e s  g u i d a n c e  o n  D e s i g n a t i o n ,  R e - a s s e s s m e n t ,  a n d
N o t i f i c a t i o n  o f  C o n f o r m i t y  A s s e s s m e n t  a n d  N o t i f i e d  B o d i e s  |  1 7  J u n e
2 0 2 4

The MDCG 2022-13 Rev. 1  document offers comprehensive guidance on
the designating,  re-assessing,  and not i fy ing of  conformity
assessment bodies and not i f ied bodies within the regulatory
framework .  I t  a ims to ensure these bodies meet str ict  requirements
to maintain their  designation and operate effect ively under the
Medical  Devices Regulat ion (MDR) and In Vitro Diagnost ic Medical
Devices Regulat ion ( IVDR).

The guidance aims to enhance the qual i ty  and rel iabi l i ty  of
conformity assessment and not i f ied bodies ,  u l t imately contr ibut ing
to the safety and eff icacy of  medical  devices and in v i t ro diagnost ic
devices.  
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M H R A  r e l e a s e s  g u i d a n c e  o n  V i g i l a n c e  S y s t e m  f o r  U r o g y n a e c o l o g i c a l
S u r g i c a l  M e s h  I m p l a n t s  |  1 1  J u n e  2 0 2 4

The MDCG 2024-1-5 document offers comprehensive guidance on the
vigi lance system for  CE-marked medical  devices,  part icular ly
focusing on urogynaecological  surgical  mesh implants used for
Pelv ic Organ Prolapse (POP) repair  and Stress Ur inary Incont inence
(SUI) .  I t  out l ines procedures for  monitor ing the safety and
performance of  these devices post-market ,  including the report ing of
adverse events and incidents and implementing correct ive and
prevent ive act ions.

This  guidance emphasizes the importance of  specif ic  considerat ions
for  urogynaecological  surgical  mesh implants ,  h ighl ight ing the need
for  thorough cl in ical  evidence and robust  post-market  survei l lance.
By detai l ing the requirements for  these implants ,  the document aims
to ensure the highest  safety standards and effect ive monitor ing,
thereby enhancing pat ient  safety and device rel iabi l i ty .

https://health.ec.europa.eu/document/download/27f91dc2-b5bc-44f9-a975-5024ce3ea556_en?filename=mdcg_2022-13_en.pdf
https://health.ec.europa.eu/latest-updates/mdcg-2024-1-5-urogynaecological-surgical-mesh-implants-used-pelvic-organ-prolapse-repair-and-stress-2024-06-11_en
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AUSTRALIA

The Austral ian government is  set  to introduce updated regulat ions
for  medical  devices,  including new conformity assessment evidence
requirements ,  a rel iance pathway for  Class I I I  devices ,  and
appl icat ion requirements .  These changes wi l l  take effect  on 15 June
2024 for  software-based medical  devices and prescr ipt ion spectacle
lenses,  and 1  July 2024 for  medical  devices containing microbial ,
recombinant ,  or  animal  substances.

Key changes include excluding devices containing t issues,  cel ls ,  or
substances of  microbial  or  recombinant or igin and specif ic  animal-
der ived mater ials .  Software-based medical  devices wi l l  have an
alternate transit ion pathway for  higher r isk  c lassi f icat ion,  and
manufacturers or  sponsors must submit  ARTG inclusion or  TGA
conformity assessment appl icat ions by 1  November 2024.  Mandatory
audits  wi l l  be l imited to high-r isk devices and IVDs.

A u s t r a l i a n  G o v e r n m e n t  A n n o u n c e s  N e w  R e g u l a t o r y  C h a n g e s  f o r
M e d i c a l  D e v i c e s  | 2 6  J u n e  2 0 2 4  

The Therapeutic Goods Administrat ion (TGA) is  implementing new
measures to review safety information on high-r isk implantable and
cardiac invasive medical  devices in f i rst- in-human cl in ical  t r ia ls .
Start ing 5 Apr i l  2024,  the Cl in ical  Tr ials  Not i f icat ion form wi l l  require
detai led device information and include an attachment feature for
the Invest igator 's  Brochure.

Legis lat ive updates,  ef fect ive 28 November 2023,  wi l l  a l low TGA to
mandate safety information and inspect c l in ical  t r ia ls  for  compl iance
with Good Cl in ical  Pract ice.  TGA reviews wi l l  not  delay tr ial  starts  and
no addit ional  fees wi l l  be charged.

T G A  E n h a n c e s  S a f e t y  R e v i e w  f o r  H i g h - R i s k  M e d i c a l  D e v i c e s  i n
C l i n i c a l  T r i a l s  |  7  J u n e  2 0 2 4

https://www.tga.gov.au/news/news/medical-device-regulation-changes
https://www.tga.gov.au/news/news/proactive-monitoring-highest-risk-medical-device-clinical-trials
https://www.tga.gov.au/news/news/proactive-monitoring-highest-risk-medical-device-clinical-trials
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Anvisa informs companies of  ongoing maintenance for  i ts  document
repository after  issues with subject  code 80204,  which should have
immediately made Instruct ions for  Use ( IFUs) avai lable on the portal
fol lowing protocol  submission.

The problem arose due to updates in late May coinciding with new
technical  regulat ions (RDC 830/23) .  Anvisa assures that despite
receiv ing documentat ion,  IFUs have not consistent ly  appeared on the
portal  as intended,  with correct ions underway by i ts  IT  department .

A n v i s a  A d d r e s s e s  I n c o m p l e t e  D o c u m e n t  A v a i l a b i l i t y  f o r  I n  V i t r o
D i a g n o s t i c  D e v i c e s  |  2 7  J u n e  2 0 2 4
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BRAZIL

SINGAPORE

S c r e e n i n g  T i m e  M e t r i c s  f o r  H S A  A p p l i c a t i o n s ,  O c t  2 0 2 3  -  M a r  2 0 2 4  |  4
J u n e  2 0 2 4

HSA's  target screening turn-around t ime is  50 working days from
appl icat ion receipt  to acceptance or  withdrawal ,  excluding response
t ime.  For  new and major  var iat ion appl icat ions accepted between
Oct 01 ,  2023 and Mar 31 ,  2024,  the mean screening t ime was 31 .0  WD
for NDA,  33 .9 WD for  GDA,  and 20.7  WD for  MAV appl icat ions.
Below are bi-annual  updates of  the mean appl icant response t ime
for  the new and major  var iat ion appl icat ions:

Period NDA GDA MVA

01.10.2023 to
31.03.2024

Number of
Applications 61 101 58

Mean
Applicant
Response
Time (WD)

29.6 41.4 16.9

https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2024/anvisa-realiza-manutencao-no-repositorio-documental-de-dispositivos-medicos-para-diagnostico-in-vitro
https://www.hsa.gov.sg/announcements/regulatory-updates/mean-applicant-screening-response-time
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UNITED KINGDOM (UK)

The MHRA,  FDA,  and Health Canada have col laborat ively developed
guiding pr inciples to enhance the transparency of  machine learning
medical  devices.  These pr inciples al ign with previously establ ished
guidel ines and provide best  pract ice recommendations for
transparency across al l  medical  devices.

J o i n t  T r a n s p a r e n c y  P r i n c i p l e s  f o r  M a c h i n e  L e a r n i n g  M e d i c a l  D e v i c e s
|  1 3  J u n e  2 0 2 4

MHRA provides essent ial  information for  manufacturers ,  healthcare
professionals ,  researchers ,  and pat ients about software as a medical
device (SaMD) and AI  as a medical  device (AIaMD).  In  the UK,  many
such products are regulated as medical  devices or  in  v i t ro diagnost ic
devices ( IVDs) .  The guidance includes important software group
outputs that could be helpful  in  the regulat ion and appl icat ion of
these technologies in health and social  care.

G u i d a n c e  o n  S a M D  a n d  A I a M D :  I n f o r m a t i o n  f o r  M a n u f a c t u r e r s ,
H e a l t h c a r e  P r o f e s s i o n a l s ,  R e s e a r c h e r s ,  a n d  P a t i e n t s  |  1 3  J u n e  2 0 2 4

UNITED STATES OF AMERICA (USA)

As part  of  the FDA’s  Center  for  Devices and Radiological  Health
(CDRH) AI  Program, regulatory science research is  explor ing the use
of  synthet ic data to supplement medical  pat ient  datasets .  Synthet ic
data,  generated using computat ional  techniques,  can potent ial ly  aid
in the rapid development and assessment of  medical  AI  models .

This  can lead to t imely ,  accurate diagnoses and reduce health
access dispari t ies .  Large,  diverse datasets are often necessary for
developing and assessing medical  devices,  but  acquir ing real  pat ient
data can be cost ly ,  l imited by safety and pr ivacy concerns,  or
affected by low disease prevalence.  

E x p l o r i n g  S y n t h e t i c  D a t a  f o r  A d v a n c i n g  M e d i c a l  A I :  F D A ' s  C D R H
R e g u l a t o r y  S c i e n c e  R e s e a r c h  |  1 1  J u n e  2 0 2 4

https://www.gov.uk/government/publications/machine-learning-medical-devices-transparency-principles
https://www.gov.uk/government/publications/software-and-artificial-intelligence-ai-as-a-medical-device
https://www.fda.gov/medical-devices/medical-device-regulatory-science-research-programs-conducted-osel/addressing-limitations-medical-data-ai
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The FDA's  Center  for  Devices and Radiological  Health (CDRH) AI
Program is  working on addressing bias and improving the
general izabi l i ty  of  AI  models .  The program aims to ensure health
equity by ensur ing safe and effect ive technologies for  al l  pat ients .
However ,  concerns in the AI  community suggest  that AI  models could
exacerbate healthcare inequal i t ies .

A key regulatory gap is  analyz ing and mit igat ing bias in AI-enabled
medical  devices,  part icular ly  dur ing training and test ing phases.
Ensur ing model  general izabi l i ty  and robustness under varying
condit ions is  crucial  for  the safety and effect iveness of  AI-enabled
devices.  

A d d r e s s i n g  B i a s  a n d  E n h a n c i n g  G e n e r a l i z a b i l i t y  i n  A I - E n a b l 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 4

The FDA's  Center  for  Devices and Radiological  Health (CDRH)
regulates AI-enabled devices,  but  new cl in ical  indicat ions and AI
types require innovative assessment paradigms for  safety and
effect iveness.  Current AI  devices pr imari ly  focus on diagnost ics ,  but
emerging devices for  prognosis ,  t reatment response predict ion,  r isk
assessment ,  therapy,  image enhancement ,  and mult i-class
classi f icat ion require unique assessment metr ics and standards.

The integrat ion of  natural  language processing and large language
models in medical  device development raises new evaluat ion
considerat ions,  and research into data harmonizat ion and handl ing
missing data chal lenges is  ongoing.  

R e g u l a t o r y  C h a l l e n g e s  a n d  A s s e s s m e n t  P a r a d i g m s  f o r  A I - E n a b l 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 4

Synthet ic data offers a safer ,  more eff ic ient  alternat ive for  obtaining
labeled examples ,  easing the burden on medical  device developers .

https://www.fda.gov/medical-devices/medical-device-regulatory-science-research-programs-conducted-osel/identifying-and-measuring-artificial-intelligence-ai-bias-enhancing-health-equity
https://www.fda.gov/medical-devices/medical-device-regulatory-science-research-programs-conducted-osel/regulatory-evaluation-new-artificial-intelligence-ai-uses-improving-and-automating-medical-practices
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The Accredited Persons Program, establ ished under the FDA
Modernizat ion Act  of  1997,  streamlines the 510(k) process by
accredit ing third-party review organizat ions.  These organizat ions,
previously known as accredited persons,  conduct pr imary reviews of
510(k) submissions for  e l ig ible medical  devices.

The FDA publ ishes performance metr ics of  these third part ies ,
including rates of  non-substant ial ly  equivalent  outcomes,  average
hold occurrences,  and average t ime to determine substant ial
equivalence.

The FDA maintains a l ist  of  accredited review organizat ions on their
website .  The FDA can suspend or  withdraw accreditat ion i f  a third
party fai ls  to comply with regulatory requirements ,  poses a publ ic
health r isk ,  or  acts inconsistent ly  with program object ives.  

F D A ' s  A c c r e d i t e d  P e r s o n s  P r o g r a m :  S t r e a m l i n i n g  t h e  5 1 0 ( k )  P r o c e s s
a n d  O v e r s i g h t  |  0 4  J u n e  2 0 2 4

SWITZERLAND

Swissmedic has been required to register  Swiss economic operators
since May 26,  2021 ,  to obtain a Swiss S ingle Registrat ion Number
(CHRN) due to the lack of  access to the EUDAMED European database.
However ,  changes wi l l  be implemented with the launch of  the Actors
module on August  6 ,  2024,  which wi l l  streamline registrat ion
procedures.  Unt i l  July 26,  2024,  appl icat ions and not i f icat ions wi l l  be
accepted as PDF forms,  with onl ine appl icat ions only considered
after  that .

The CHRN@swissmedic.ch emai l  inbox wi l l  be replaced with an onl ine
contact form.  Swissmedic plans to introduce voluntary device
registrat ion opt ions in 2025,  fo l lowed by mandatory registrat ion later ,
to improve transparency and oversight of  medical  devices on the
Swiss market .

S w i s s m e d i c  U p d a t e s  R e g i s t r a t i o n  P r o c e s s  f o r  E c o n o m i c  O p e r a t o r s  |
2 6  J u n e  2 0 2 4

https://www.fda.gov/about-fda/cdrh-transparency/510k-third-party-performance-metrics-and-accreditation-status
https://www.swissmedic.ch/swissmedic/en/home/medical-devices/medizinprodukte-datenbank/release-notes.html
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S w i s s  F e d e r a l  C o u n c i l  A p p r o v e s  A m e n d m e n t s  t o  H u m a n  R e s e a r c h
A c t  O r d i n a n c e s  |  2 1  J u n e  2 0 2 4

Title Overview

BW690_00_001e_VL FSC-
Example of a Product List

This document provides a detailed example of
a product list under the FSC (Federal System of
Coordination) framework.

It is designed to assist manufacturers and
stakeholders in effectively compiling and
managing product information in compliance
with Swiss regulatory requirements.

N615_10_004d_CL
Checkliste für die
Inspektion von Systemen
der Vigilance betreffend
Medizinprodukten

This document, available in German, French, or
Italian, outlines a checklist for inspecting
vigilance systems related to medical devices.

It focuses on the notification of serious incidents
and safety notices, aiming to streamline
reporting procedures and ensure timely and
accurate handling of device-related incidents.
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Swissmedic has recent ly  publ ished two important documents aimed
at enhancing regulatory clar i ty  and safety in the f ie ld of  medical
devices:

AUSTRIA

C M D h  U p d a t e s  o n  M e d i c i n a l  P r o d u c t s  C o n t a i n i n g  E s t r a g o l e  a n d
R e g u l a t o r y  C h a n g e s  |  3 0  J u n e  2 0 2 4

The CMDh advises holders of  medicinal  products and herbal
medicinal  products containing estragole to ensure compl iance with
guidel ines f rom the HMPC,  accessible on the EMA website .  Market ing
author izat ion holders are urged to review BASG's  publ icat ion and
take necessary act ions.

https://www.swissmedic.ch/dam/swissmedic/en/dokumente/medizinprodukte/mep_urr/bw690_00_001d_vl_fsc_beispiel_produktliste.pdf.download.pdf/BW690_00_001e_VL_FSC-Example_of_a_product_list.pdf
https://www.swissmedic.ch/dam/swissmedic/en/dokumente/medizinprodukte/mep_urr/bw690_00_001d_vl_fsc_beispiel_produktliste.pdf.download.pdf/BW690_00_001e_VL_FSC-Example_of_a_product_list.pdf
https://www.swissmedic.ch/dam/swissmedic/en/dokumente/medizinprodukte/mep_urr/in615_10_004d_cl.pdf.download.pdf/Checklist-MVIH-2018-10-eform_de.pdf
https://www.swissmedic.ch/dam/swissmedic/en/dokumente/medizinprodukte/mep_urr/in615_10_004d_cl.pdf.download.pdf/Checklist-MVIH-2018-10-eform_de.pdf
https://www.swissmedic.ch/dam/swissmedic/en/dokumente/medizinprodukte/mep_urr/in615_10_004d_cl.pdf.download.pdf/Checklist-MVIH-2018-10-eform_de.pdf
https://www.swissmedic.ch/dam/swissmedic/en/dokumente/medizinprodukte/mep_urr/in615_10_004d_cl.pdf.download.pdf/Checklist-MVIH-2018-10-eform_de.pdf
https://www.swissmedic.ch/dam/swissmedic/en/dokumente/medizinprodukte/mep_urr/in615_10_004d_cl.pdf.download.pdf/Checklist-MVIH-2018-10-eform_de.pdf
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Addit ional ly ,  CMDh updates include revised templates for  MRP/RUP
request  forms and updated data requirements for  MRP/DCP
author izat ion appl icat ions,  as wel l  as changes to the ASMF
worksharing procedure and Q&A updates on MDR and IVDR
regulat ions.

On June 12 and 13 ,  ANMAT part ic ipated in a meeting of  the Nat ional
Reference Regulatory Author i t ies (NRAs) of  the Pan American Health
Organizat ion (PAHO/WHO) in Washington DC.  The meeting aimed to
strengthen the regulatory capacit ies of  health author i t ies in the
region.  On the second day,  health author i t ies and observers f rom
Costa Rica,  Ecuador ,  Honduras,  and Paraguay discussed the current
state of  their  agencies and opportunit ies to improve their  regulatory
systems.

The NRAs are top-rated nat ional  regulatory author i t ies evaluated by
PAHO,  ensur ing the safety ,  qual i ty ,  and eff icacy of  medicines in their
countr ies .  Besides ANMAT,  the group includes Anvisa (Brazi l) ,  FDA
(USA),  Health Canada (Canada),  ISP (Chi le) ,  INVIMA (Colombia) ,
CECMED (Cuba),  and COFEPRIS (Mexico) .

ARGENTINA

A N M A T  P a r t i c i p a t e s  i n  P A H O / W H O  M e e t i n g  t o  S t r e n g t h e n  R e g i o n a l
R e g u l a t o r y  C a p a c i t i e s  |  1 4  J u n e  2 0 2 4

A N M A T  G a i n s  R e g u l a t o r y  M e m b e r  S t a t u s  i n  I n t e r n a t i o n a l  C o u n c i l  f o r
H a r m o n i z a t i o n  ( I C H )  |  0 7  J u n e  2 0 2 4

On June 4 and 5 ,  ANMAT was promoted to a Regulatory Member of  the
Internat ional  Counci l  for  Harmonizat ion of  Technical  Requirements
for  Pharmaceuticals  for  Human Use ( ICH) dur ing a meeting in
Fukuoka,  Japan.  S ince 2019 ,  ANMAT had been an observer  member.

After  meeting al l  necessary requirements ,  including adopting ICH
guidel ines and part ic ipat ing in working groups,  i ts  request  for
regulatory member status was approved.  This  new status al lows
ANMAT to jo in the Counci l  committee,  propose discussion topics ,  and
part ic ipate more act ively in decis ion-making,  further  establ ishing i ts
role as a high-level  health survei l lance author i ty  internat ional ly  and
contr ibut ing to regulatory convergence and trust .

https://www.argentina.gob.ar/noticias/anmat-participo-en-una-nueva-reunion-de-autoridades-reguladoras-nacionales-de-referencia-de
https://www.argentina.gob.ar/noticias/anmat-miembro-regulador-del-ich
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ARMENIA

As of  May 8 ,  2024,  Armenia has implemented amendments to the
laws "On Medicinal  Products , "  "On Medical  Aid and Populat ion
Services , "  and "On State Duty . "  These changes introduce a state duty
for  expert ise in regulat ing the circulat ion of  medicinal  products and
medical  devices,  as out l ined by the Law "On State Duty . "

Pharmaceutical  companies and medical  device manufacturers must
now factor  in  these addit ional  costs .  The new fees aim to enhance
the qual i ty  and safety of  medicinal  products and medical  devices in
Armenia,  benef i t ing both healthcare providers and pat ients .

Stakeholders should review the new procedures and amounts
detai led in the Law "On State Duty"  to ensure compl iance.  Regulatory
bodies wi l l  of fer  guidance to help navigate these changes.

N e w  A s s e s s m e n t  F e e s  f o r  M e d i c i n a l  P r o d u c t s  a n d  M e d i c a l  D e v i c e s  i n
A r m e n i a  |  0 6  J u n e  2 0 2 4

BHUTAN

B F D A  M a n d a t e s  T e s t i n g  R e p o r t s  f o r  E t h y l e n e  G l y c o l  a n d  D i e t h y l e n e
G l y c o l  i n  O r a l  L i q u i d  P r e p a r a t i o n s |  2 5 J u n e  2 0 2 4

The Bhutan Food and Drug Author i ty  (BFDA) has issued a not i f icat ion
requir ing al l  Market  Author izat ion Holders ,  Importers ,  and
Manufacturers of  pharmaceutical  oral  l iquid preparat ions to submit
cert i f ied test ing reports for  ethylene glycol  (EG) and diethylene
glycol  (DEG).  This  measure comes in response to recent global
incidents where these toxic industr ial  solvents contaminated oral
medicat ions,  result ing in ser ious health r isks ,  part icular ly  among
chi ldren.

The BFDA emphasizes the cr i t ical  need for  str ingent regulatory
measures to ensure that EG and DEG levels  in these preparat ions
remain within safe l imits .  Stakeholders are urged to comply with
these requirements to safeguard publ ic health and maintain
conf idence in medical  products .

https://www.pharm.am/attachments/article/8793/State%20duty_eng_1.pdf
https://drive.google.com/file/d/1_cdIMC9h10wXw9fQVrdDjMaCEkWqlQgu/view
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C h i n a  A p p r o v e s  8 2  I n n o v a t i v e  D r u g s  a n d  1 3 8  M e d i c a l  D e v i c e s  S i n c e
2 0 2 2  |  1 9  J u n e  2 0 2 4

China's  Nat ional  Medical  Products Administrat ion has announced the
approval  of  82 innovative drugs and 138 innovative medical  devices
since 2022.  Deputy Director  Huang Guo highl ighted recent
achievements ,  including advancements in CAR-T therapy,
monoclonal  ant ibodies ,  t radit ional  Chinese medicines,  and AI-
enhanced medical  technologies .

The administrat ion has streamlined approval  processes,  al igning
standards with internat ional  norms to faci l i tate faster  market  entry
for  both domest ic and foreign manufacturers .  This  ef fort  supports
China's  goal  of  enhancing healthcare through accelerated
innovation and regulatory reform.

CHINA

CROATIA

H A L M E D  R e l e a s e s  P S U S A  P r o c e d u r e  O u t c o m e s  f o r  M e d i c i n a l  P r o d u c t s
i n  C r o a t i a |  1 3  J u n e  2 0 2 4

Croatia 's  Agency for  Medicinal  Products and Medical  Devices
(HALMED) has released the results  of  the PSUSA procedures for
author ized medicinal  products in Croat ia .  The information is  now
avai lable on HALMED's  website under the "Medicinal
products/Variat ion appl icat ions - referrals ,  PSUSA procedures and
PRAC signals/ Instruct ions for  var iat ion appl icat ions fol lowing the
outcome of  the PSUSA procedure. "

https://english.nmpa.gov.cn/2024-06/19/c_997349.htm
https://www.halmed.hr/en/Novosti-i-edukacije/Novosti/2024/Obligation-to-submit-a-variation-application-following-PSUSA-procedure/3332
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E g y p t i a n  M e d i c i n e s  A u t h o r i t y  L a u n c h e s  F i f t h  P h a s e  o f  ' T o g e t h e r
t o w a r d s  S a f e  M e d i c i n e '  I n i t i a t i v e  |  2 7  J u n e  2 0 2 4

The Egypt ian Medicines Author i ty  has announced the launch of
registrat ion for  the f i f th phase of  the "Together towards safe
medicine"  in i t iat ive aimed at  enhancing pharmaceutical  v igi lance in
pharmacies .  This  in i t iat ive targets publ ic ,  community ,  and hospital
external  pharmacies ,  aiming to improve the implementat ion of
pharmaceutical  v igi lance act iv i t ies .

The goal  is  to ensure the safety and effect iveness of  medicines for
Egypt ian pat ients .  Part ic ipat ing pharmacies wi l l  receive cont inuous
support  and fol low-up from the Egypt ian Medicines Author i ty 's
pharmacovigi lance team. Pharmacists working in community
pharmacies across Egypt or  in  external  hospital  pharmacies are
el igible to register  for  this  f ree in i t iat ive.

EGYPT

HALMED mandates market ing author izat ion holders to ensure the
latest  scient i f ic  knowledge in medicinal  product information,  and i f
PSUSA procedure outcomes require updates to the Summary of
Product Character ist ics and Package Leaf let ,  they must submit
necessary var iat ions.  

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

The Egypt ian Medicines Author i ty  has launched f ive new digital
services to enhance publ ic engagement and oversight in
pharmaceutical  matters .  These services include checking medicine
avai labi l i ty ,  report ing s ide effects ,  and not i fy ing v iolat ions l ike
counterfeit  or  expired medicat ions.  

Cit izens can also seek pharmaceutical  advice and report
inappropriate advert is ing.  Accessible 24/7 v ia the author i ty ’s
website ,  these in i t iat ives aim to promote drug safety and ensure the
responsible use of  medicines whi le safeguarding user conf ident ial i ty .

https://www.edaegypt.gov.eg/ar/%D8%A7%D9%84%D9%85%D8%B1%D9%83%D8%B2-%D8%A7%D9%84%D8%A7%D8%B9%D9%84%D8%A7%D9%85%D9%89/%D8%A7%D9%84%D8%A7%D8%AE%D8%A8%D8%A7%D8%B1/%D9%87%D9%8A%D8%A6%D8%A9-%D8%A7%D9%84%D8%AF%D9%88%D8%A7%D8%A1-%D8%A7%D9%84%D9%85%D8%B5%D8%B1%D9%8A%D8%A9-%D8%AA%D8%B9%D9%84%D9%86-%D8%B9%D9%86-%D9%81%D8%AA%D8%AD-%D8%A8%D8%A7%D8%A8-%D8%A7%D9%84%D8%AA%D8%B3%D8%AC%D9%8A%D9%84-%D9%81%D9%8A-%D8%A7%D9%84%D8%AF%D9%81%D8%B9%D8%A9-%D8%A7%D9%84%D8%AE%D8%A7%D9%85%D8%B3%D8%A9-%D9%85%D9%86-%D9%85%D8%A8%D8%A7%D8%AF%D8%B1%D8%A9-%D8%A7%D9%84%D8%B1%D8%B9%D8%A7%D9%8A%D8%A9-%D8%A7%D9%84%D8%B5%D9%8A%D8%AF%D9%84%D9%8A%D8%A9-%D9%84%D9%84%D9%8A%D9%82%D8%B8%D8%A9-%D8%A7%D9%84%D8%AF%D9%88%D8%A7%D8%A6%D9%8A%D8%A9-%D8%A8%D8%A7%D9%84%D8%B5%D9%8A%D8%AF%D9%84%D9%8A%D8%A7%D8%AA-%D9%85%D8%B9-%D8%A7-%D9%86%D8%AD%D9%88-%D8%AF%D9%88%D8%A7%D8%A1-%D8%A2%D9%85%D9%86/
https://www.edaegypt.gov.eg/ar/%D8%A7%D9%84%D9%85%D8%B1%D9%83%D8%B2-%D8%A7%D9%84%D8%A7%D8%B9%D9%84%D8%A7%D9%85%D9%89/%D8%A7%D9%84%D8%A7%D8%AE%D8%A8%D8%A7%D8%B1/%D9%87%D9%8A%D8%A6%D8%A9-%D8%A7%D9%84%D8%AF%D9%88%D8%A7%D8%A1-%D8%A7%D9%84%D9%85%D8%B5%D8%B1%D9%8A%D8%A9-%D8%AA%D8%B9%D9%84%D9%86-%D8%B9%D9%86-%D9%81%D8%AA%D8%AD-%D8%A8%D8%A7%D8%A8-%D8%A7%D9%84%D8%AA%D8%B3%D8%AC%D9%8A%D9%84-%D9%81%D9%8A-%D8%A7%D9%84%D8%AF%D9%81%D8%B9%D8%A9-%D8%A7%D9%84%D8%AE%D8%A7%D9%85%D8%B3%D8%A9-%D9%85%D9%86-%D9%85%D8%A8%D8%A7%D8%AF%D8%B1%D8%A9-%D8%A7%D9%84%D8%B1%D8%B9%D8%A7%D9%8A%D8%A9-%D8%A7%D9%84%D8%B5%D9%8A%D8%AF%D9%84%D9%8A%D8%A9-%D9%84%D9%84%D9%8A%D9%82%D8%B8%D8%A9-%D8%A7%D9%84%D8%AF%D9%88%D8%A7%D8%A6%D9%8A%D8%A9-%D8%A8%D8%A7%D9%84%D8%B5%D9%8A%D8%AF%D9%84%D9%8A%D8%A7%D8%AA-%D9%85%D8%B9-%D8%A7-%D9%86%D8%AD%D9%88-%D8%AF%D9%88%D8%A7%D8%A1-%D8%A2%D9%85%D9%86/
https://www.edaegypt.gov.eg/ar/%D8%A7%D9%84%D9%85%D8%B1%D9%83%D8%B2-%D8%A7%D9%84%D8%A7%D8%B9%D9%84%D8%A7%D9%85%D9%89/%D8%A7%D9%84%D8%A7%D8%AE%D8%A8%D8%A7%D8%B1/%D9%87%D9%8A%D8%A6%D8%A9-%D8%A7%D9%84%D8%AF%D9%88%D8%A7%D8%A1-%D8%A7%D9%84%D9%85%D8%B5%D8%B1%D9%8A%D8%A9-%D8%AA%D8%B9%D9%84%D9%86-%D8%B9%D9%86-%D8%B1%D9%82%D9%85%D9%86%D8%A9-%D9%A5-%D8%AE%D8%AF%D9%85%D8%A7%D8%AA-%D8%AA%D8%AA%D9%8A%D8%AD-%D8%A7%D9%84%D8%AA%D9%88%D8%A7%D8%B5%D9%84-%D9%85%D8%B9-%D8%A7%D9%84%D9%85%D9%88%D8%A7%D8%B7%D9%86%D9%8A%D9%86-%D9%84%D9%84%D8%A7%D8%B3%D8%AA%D9%81%D8%B3%D8%A7%D8%B1-%D8%B9%D9%86-%D8%AA%D9%88%D8%A7%D9%81%D8%B1-%D8%A7%D9%84%D8%AF%D9%88%D8%A7%D8%A1-%D9%88%D8%A7%D9%84%D8%A5%D8%A8%D9%84%D8%A7%D8%BA-%D8%B9%D9%86-%D8%A7%D9%84%D8%A2%D8%AB%D8%A7%D8%B1-%D8%A7%D9%84%D8%AC%D8%A7%D9%86%D8%A8%D9%8A%D8%A9-%D9%88%D8%A7%D9%84%D9%85%D8%AE%D8%A7%D9%84%D9%81%D8%A7%D8%AA/


51 25

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

1 3

E g y p t i a n  D r u g  A u t h o r i t y  A d v a n c e s  D r u g  T r a c k i n g  S y s t e m  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  |  0 7  J u n e  2 0 2 4

The Egypt ian Drug Author i ty  recent ly  s igned a memorandum of
understanding with the Unif ied Procurement Author i ty  dur ing the
Afr ica Health Excon conference.

This  memorandum aims to enhance cooperat ion between the two
author i t ies in implementing the drug tracking system. This  system
plays a crucial  role in monitor ing medicines from product ion to
consumption,  ensur ing their  safety and qual i ty  by prevent ing the
entry of  counterfeit  or  expired drugs into the market .

This  system plays a crucial  role in monitor ing medicines from
product ion to consumption,  ensur ing their  safety and qual i ty  by
prevent ing the entry of  counterfeit  or  expired drugs into the market .
The agreement aims to disseminate the drug tracking system among
relevant stakeholders by providing necessary data and ensur ing
compliance with regulat ions.

This  in i t iat ive ref lects the Egypt ian Drug Author i ty 's  commitment to
advancing and widely implementing the drug tracking system,
foster ing col laborat ion with relevant bodies in this  endeavor .

E n h a n c i n g  P h a r m a c e u t i c a l  S u p p l y  M o n i t o r i n g  a n d  M a n a g e m e n t
A L B V V G  |  0 7  J u n e  2 0 2 4

GERMANY

The Arzneimittel-L ieferengpassbekämpfungs- und
Versorgungsverbesserungsgesetz  (ALBVVG),  publ ished on 26 July
2023 in the Federal  Law Gazette ,  enhances the responsibi l i t ies of  the
Federal  Inst i tute for  Drugs and Medical  Devices (BfArM) and i ts
Advisory Counci l  for  Del ivery and Supply Shortages.  This  law
mandates the BfArM to cont inuously monitor  and evaluate the supply
of  medicines in Germany,  establ ishing a rapid alert  system for
cr i t ical  shortages of  off-patent medicines.

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/%D8%AA%D9%88%D9%82%D9%8A%D8%B9-%D9%85%D8%B0%D9%83%D8%B1%D8%A9-%D8%AA%D9%81%D8%A7%D9%87%D9%85-%D8%A8%D9%8A%D9%86-%D9%87%D9%8A%D8%A6%D8%AA%D9%8A-%D8%A7%D9%84%D8%AF%D9%88%D8%A7%D8%A1-%D8%A7%D9%84%D9%85%D8%B5%D8%B1%D9%8A%D8%A9-%D9%88%D8%A7%D9%84%D8%B4%D8%B1%D8%A7%D8%A1-%D8%A7%D9%84%D9%85%D9%88%D8%AD%D8%AF-%D9%84%D8%AA%D9%81%D8%B9%D9%8A%D9%84-%D9%85%D9%86%D8%B8%D9%88%D9%85%D8%A9-%D8%A7%D9%84%D8%AA%D8%AA%D8%A8%D8%B9-%D8%A7%D9%84%D8%AF%D9%88%D8%A7%D8%A6%D9%8A/
https://www.bfarm.de/EN/Medicinal-products/Information-on-medicinal-products/Supply-shortages/ALBVVG/_artikel.html?nn=968814
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Medical  device safety and eff icacy are heavi ly  re l iant  on str ict
stat ist ical  pr inciples ,  as mandated by nat ional  laws and standards
l ike DIN EN ISO 14155.  These pr inciples ensure product safety and
effect iveness through meticulous planning,  implementat ion,  and
evaluat ion.

Key aspects include clear formulat ion of  hypotheses,  preparing
stat ist ical  design and analyt ical  methods,  sample s ize planning,
s ignif icance level  of  5% for  hypothesis  test ing,  and r igorous cr i ter ia
for  inter im analyses.  Safety considerat ions are paramount ,  with
def ined cr i ter ia for  halt ing invest igat ions based on subject  safety .

Thorough documentat ion of  deviat ions and amendments is  essent ial
for  maintaining transparency and study val idi ty .  Adherence to these
principles strengthens the rel iabi l i ty  and val idi ty  of  c l in ical
invest igat ions.  

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

Effect ive f rom 27 July 2023,  the BfArM is  required to publ ish a l ist  of
essent ial  paediatr ic  medicinal  products ,  developed in col laborat ion
with paediatr ic  special ists  and the Advisory Counci l ,  ensur ing
avai labi l i ty  of  age-appropriate formulat ions.  Addit ional ly ,  the law
al lows pharmacies to subst i tute unavai lable medicines l isted under
certain condit ions ,  without needing to consult  the prescr ibing doctor ,
to mit igate shortages dur ing the 2023/2024 infect ion season.

This  guide provides essent ial  instruct ions for  label ing and package
leaf lets of  human medicines author ized nat ional ly ,  through mutual-
recognit ion (MR) ,  or  decentral ized (DC) procedures.  I t  ensures clar i ty
and accuracy in information for  healthcare professionals and
patients ,  excluding products author ized through the central ized
procedure.  Compliance with these guidel ines is  cr i t ical  for  regulatory
adherence and pat ient  safety across author izat ion pathways.

G u i d e  t o  L a b e l s  a n d  L e a f l e t s  o f  H u m a n  M e d i c i n e s  |  2 1  J u n e  2 0 2 4

IRELAND

https://www.bfarm.de/EN/Medical-devices/Tasks/Clinical-investigations-and-performance-studies/al-kp-approval_attachment.html?nn=968830
https://www.hpra.ie/docs/default-source/publications-forms/guidance-documents/aut-g0034-guide-to-labels-and-leaflets-of-human-medicines-v24.pdf?sfvrsn=79
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1 5

Kenya's  Nat ional  Qual i ty  Control  Laboratory (NQCL) has appointed a
new Board of  Management to enhance health product standards.  The
board wi l l  focus on improving eff ic iency in health service del ivery
and implementing innovative product iv i ty  strategies .  Kenya aims to
achieve WHO Matur i ty  Level  3  by 2025,  requir ing the board to
navigate regulatory landscapes and product demands.

The board wi l l  set  new benchmarks in qual i ty  control ,  emphasiz ing
trust ,  qual i ty ,  and rel iabi l i ty .  The newly appointed board members
wi l l  ensure the safety and eff icacy of  health products .  

N e w  B o a r d  I n a u g u r a t e d  t o  E n h a n c e  H e a l t h  P r o d u c t  Q u a l i t y  a n d
S a f e t y  i n  K e n y a  |  1 0  J u n e  2 0 2 4

KENYA

The Drug Regulatory Author i ty  of  Pakistan (DRAP) has establ ished the
National  Pharmacovigi lance Centre (NPC) to ensure the safety of
therapeutic goods.  This  made Pakistan the 134th member of  the WHO
Programme for  Internat ional  Drug Monitor ing in 2018.

DRAP's  2022 Pharmacovigi lance Rules and guidel ines detai l  the
responsibi l i t ies of  stakeholders and provide step-by-step
instruct ions for  pharmaceutical  companies to set  up
pharmacovigi lance systems.  Despite these efforts ,  few companies
have establ ished such centres .

To address this ,  DRAP wi l l  conduct v i r tual  t raining sessions for
registrat ion holders in July 2024.  Companies are urged to register  for
these sessions to enhance their  pharmacovigi lance capabi l i t ies and
ensure medicat ion safety .

D R A P  L a u n c h e s  N a t i o n a l  P h a r m a c o v i g i l a n c e  C e n t r e  f o r  D r u g  S a f e t y  |
1 2  J u n e  2 0 2 4

PAKISTAN

https://web.pharmacyboardkenya.org/%f0%9d%90%8d%f0%9d%90%9a%f0%9d%90%ad%f0%9d%90%a2%f0%9d%90%a8%f0%9d%90%a7%f0%9d%90%9a%f0%9d%90%a5-%f0%9d%90%90%f0%9d%90%ae%f0%9d%90%9a%f0%9d%90%a5%f0%9d%90%a2%f0%9d%90%ad%f0%9d%90%b2-%f0%9d%90%82/
https://www.dra.gov.pk/news_updates/regulatory_updates/general/series-of-training-on-national-pharmacovigilance-system-for-registration-holders-manufacturers-and-importers/
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The Agency for  Medicinal  Products and Medical  Devices of  the
Republ ic of  S lovenia (JAZMP) has reported issues with inadequate
anti-tampering devices (ATDs) on medicat ions.  As required by EU
regulat ions and nat ional  law,  ATDs must show vis ible and i r reversible
damage i f  tampered with ,  to detect  unauthor ized access.

Whi le specif ic  ATD designs are not  mandated,  JAZMP recommends
fol lowing the EN ISO 21976:2020 standard.  Manufacturers must ensure
proper ATDs are in place before releasing products .  JAZMP urges
stakeholders to report  any damaged or  suspicious ATDs,  t reat ing
such cases as potent ial  qual i ty  issues or  fals i f icat ions.  Regular
qual i ty  controls  wi l l  a lso check ATD adequacy.

J A Z M P  W a r n s  o f  I n a d e q u a t e  A n t i - T a m p e r i n g  D e v i c e s  o n  D r u g  |  0 6
J u n e  2 0 2 4

SLOVENIA

SPAIN

Beginning June 18 ,  new regulat ions wi l l  restr ict  publ ic access to
essent ial  t r ia l  data in the European Cl in ical  Tr ials  Database (CTIS)
overseen by the EMA.  Previously ,  most tr ia l  information was publ ic ,
excluding specif ic  documents .  AEMPS recommends sponsors adapt to
el iminate data deferral  mechanisms,  ensur ing compl iance with the
updated transparency guidel ines.  Ex ist ing tr ials  wi l l  gradual ly
conform to these rules by 2024,  maintaining conf ident ial i ty  for  in i t ia l
documents whi le enhancing transparency in future submissions.

N e w  R e g u l a t i o n s  E n h a n c e  T r a n s p a r e n c y  i n  E u r o p e a n  C l i n i c a l  T r i a l s
D a t a b a s e  |  1 1  J u n e  2 0 2 4

https://www.jazmp.si/2024/06/06/opozorilo-imetnikom-dovoljenj-za-promet-z-zdravili-glede-neustreznih-atd/
https://www.aemps.gob.es/informa/nuevas-normas-transparencia-ctis-18-junio/
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A n v i s a  U r g e s  R e p o r t i n g  o f  A d v e r s e  R e a c t i o n s  f r o m  C o s m e t i c
P r o d u c t s  |  2 1  J u n e  2 0 2 4

Anvisa released Secur i ty  Report  No.  01/2024 emphasiz ing the
importance of  recogniz ing and report ing adverse react ions caused
by cosmetic products .  The report  aims to safeguard publ ic health by
ensur ing consumers are informed about ident i fy ing potent ial  adverse
react ions and register ing incidents through Anvisa 's  off ic ial
channels .

Whi le cosmetic products are general ly  safe ,  adverse react ions can
range from mild i r r i tat ions to severe al lergies requir ing medical
attent ion.  Anvisa stresses the cr i t ical  role of  report ing incidents v ia
L imesurvey or  e-Notiv isa for  c i t izens,  Not iv isa for  companies and
healthcare professionals ,  and L imesurvey for  other professionals .

These reports enable Anvisa to take necessary act ions to maintain
product safety in the Brazi l ian market .
Anvisa encourages act ive part ic ipat ion from consumers and
healthcare professionals in report ing adverse react ions promptly to
uphold publ ic health standards.
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BRAZIL

F A M H P  W a r n s  o f  S k i n  R e a c t i o n s  f r o m  U V  E x p o s u r e  w i t h  C e r t a i n
M e d i c a t i o n s  |  2 1  J u n e  2 0 2 4

The FAMHP warns that certain medicat ions can cause severe sk in
react ions when exposed to UV l ight ,  f rom sunl ight  or  art i f ic ial  sources
l ike sunbeds.  These photosensit is ing medicines can lead to
photodermatoses,  with react ions appearing as phototoxic ( l ike
severe sunburn) or  photoal lergic (eczema-l ike rashes) .  Common
medicat ions include ant ibiot ics ,  ant idiabet ics ,
psychopharmaceuticals ,  and others .  Precautions include avoiding
midday sun,  using high SPF sunscreen,  wearing protect ive clothing,
and consider ing alternat ive medicat ions.  Healthcare providers
should inform patients and advise discont inuing suspect medicat ions
i f  sk in react ions occur .

BELGIUM

https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2024/anvisa-emite-informe-de-seguranca-sobre-reacoes-adversas-a-cosmeticos
https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2024/anvisa-emite-informe-de-seguranca-sobre-reacoes-adversas-a-cosmeticos
https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2024/anvisa-emite-informe-de-seguranca-sobre-reacoes-adversas-a-cosmeticos
https://www.famhp.be/en/news/vig_newsflash_take_care_in_sunlight_when_using_certain_medicines
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Start ing July 1 ,  2024,  al l  cosmetic companies intending to enter  the
U.S .  market  must undergo mandatory FDA registrat ion,  which includes
faci l i ty  registrat ion and product l ist ing.  This  requirement urges
cosmetic stakeholders to promptly complete the necessary
submissions.  

On December 29,  2022,  the Modernizat ion of  Cosmetics Regulat ion
Act of  2022 (MoCRA)was s igned into law.  This  legis lat ion represents
the f i rst  s igni f icant update to the Federal  Food,  Drug,  and Cosmetic
Act (FD&C Act)  s ince i ts  inception in 1938.  MoCRA grants the FDA
enhanced author i ty  to enforce regulat ions on cosmetics and
introduces new compliance obl igat ions for  manufacturers and
distr ibutors ,  emphasiz ing faci l i ty  registrat ion and product l ist ing.

K e y  R e q u i r e m e n t s

Facility Registration

All cosmetic product manufacturers and
processors in the U.S. must register with the FDA,
updating their facilities within 60 days of changes
and renewing biennially. Foreign facilities must
designate a U.S. agent for effective FDA
communication. 

Product Listing

The manufacturer, packer, and distributor of
cosmetics in the U.S. must list each product with
the FDA annually, renewing the listing. This includes
products with identical formulations or minor
variations in color, fragrance, flavor, and quantity.
The listing must be renewed annually. 
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UNITES STATES OF AMERICA (USA)

U . S .  F D A  B e g i n s  E n f o r c e m e n t  o f  F a c i l i t y  R e g i s t r a t i o n  a n d  P r o d u c t
L i s t i n g  o n  J u l y  1 ,  2 0 2 4  |  2 8  J u n e  2 0 2 4



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 9

The FDA has postponed the enforcement deadl ine for  the MoCRA to
July 1 ,  2024,  to al low more preparat ion t ime for  the industry .  Smal l
businesses and drug-related businesses can st i l l  avoid faci l i ty
registrat ion and product l ist ing i f  their  products do not include high-
r isk cosmetics ,  contact the eye mucous membrane,  or  have specif ic
character ist ics .  However ,  these exemptions are not  appl icable i f  the
businesses produce products solely  categorized as cosmetics .  

AUSTRALIA

On June 3 ,  2024,  Austral ia updated i ts  Therapeutic Goods Act  1989 to
adopt the PIC/S Guide to Good Manufactur ing Pract ice (GMP),
excluding specif ic  Annexes.  A transit ion per iod from June 3 to
September 2 ,  2024,  al lows manufacturers to prepare for  compl iance
with the new Annex 16 ,  ef fect ive September 3 ,  2024.

The update includes clar i f icat ions and new requirements aimed at
enhancing manufactur ing pract ices.  The Therapeutic Goods
Administrat ion wi l l  support  companies dur ing the transit ion and
report  def ic iencies i f  necessary adjustments are not  made. .

A u s t r a l i a  U p d a t e s  T h e r a p e u t i c  G o o d s  A c t  t o  A d o p t  P I C / S  G o o d
M a n u f a c t u r i n g  P r a c t i c e  G u i d e l i n e s  |  1 4  J u n e  2 0 2 4
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The Therapeutic Goods Administrat ion (TGA) of  Austral ia has
proposed amendments to the Poisons Standard,  which categorizes
substances used in medicines and cosmetics based on r isk  and
benef i t  assessments .

The amendments pr imari ly  focus on f ive substances:  s i ldenaf i l ,  a l ly l
esters ,  g lyoxyl ic  acid ,  intravenous potassium salts ,  and sul fonamides.
The amendments aim to address potent ial  r isks associated with
dermal and ocular  exposure,  part icular ly  for  workers and consumers
in the cosmetic industry .  They also include requirements for  specif ic
warning statements and safety direct ions.  

Detai led proposed amendments involve the creat ion of  new entr ies
to restr ict  the exemptible concentrat ion of  glyoxyl ic  acid in
cosmetics ,  as wel l  as the provis ion of  specif ic  warning statements
and safety direct ions,  as out l ined below:

A m e n d m e n t s  t o  A u s t r a l i a ' s  P o i s o n s  S t a n d a r d :  E n h a n c i n g  C o s m e t i c
S a f e t y  a n d  R e g u l a t o r y  U p d a t e s  |  1 1  J u n e  2 0 2 4

S c h e d u l e  6  -  P o i s o n s
Glyoxyl ic  acid ,  including i ts  salts  and esters ,  is  not  al lowed in
cosmetic products or  agr icultural  chemicals ,  except in salon-use
preparat ions with up to 12% w/v of  glyoxyl ic  acid ,  unless label led in
accordance with Work Health and Safety laws,  as amended
periodical ly .  

A p p e n d i x  E ,  C l a u s e  3  ( F i r s t  A i d  I n s t r u c t i o n s  f o r  P o i s o n s )
For  advice on poisoning,  contact a Poisons Information Centre or  a
doctor  immediately .  I f  swal lowed,  do not induce vomit ing.  I f  in  eyes,
hold eyel ids apart  and f lush cont inuously with running water  unt i l
advised to stop by a Poisons Information Centre or  a doctor ,  or  for  at
least  15 minutes.  

A p p e n d i x  F ,  C l a u s e  4  ( P o i s o n s  T h a t  M u s t  B e  L a b e l l e d  w i t h
W a r n i n g  S t a t e m e n t s  a n d  S a f e t y  D i r e c t i o n s )
Avoid contact with eyes.1 .

  5 .Wear protect ive gloves when mix ing or  using.
  6 .Wash hands after  use.
  31 .Do not use on broken skin .
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SRI LANKA

The Nat ional  Medicines Regulatory Author i ty  (NMRA) of  Sr i  Lanka has
mandated al l  cosmetic manufactur ing s i tes to obtain ISO 22716
cert i f icat ion from the Sr i  Lanka Standards Inst i tute (SLSI) ,  ef fect ive
from May 1 ,  2024.  This  change replaces the previous Good
Manufactur ing Pract ice (GMP) inspect ions for  cosmetics plants .

Ex ist ing approved s i tes have a grace per iod unt i l  May 31 ,  2026,  whi le
pending s i tes wi l l  undergo GMP inspect ions.  New appl icants must
submit  a s i te master  f i le  with detai led information about the s i te and
products to be manufactured.  

A m e n d m e n t s  t o  A u s t r a l i a ' s  P o i s o n s  S t a n d a r d :  E n h a n c i n g  C o s m e t i c
S a f e t y  a n d  R e g u l a t o r y  U p d a t e s  |  1 1  J u n e  2 0 2 4

THAILAND

Thai land has recent ly  adopted amendments to i ts  regulat ions
governing alcohol-based hand sanit izers ,  focusing on revis ing
concentrat ion thresholds and deviat ion l imits  for  alcohol  content .
These changes aim to streamline access to alcohol-based hand
sanit izers and enhance regulatory clar i ty .

The adopted documents include:
1 .  Announcement of  the Ministry of  Publ ic  Health on Determining
Important Substances and Specif icat ions for  Alcohol-based Hand
Hygiene Cosmetics Prohibited from Product ion,  Importat ion,  or  Sale ,
B .E .  2024

2.  Announcement of  the Ministry of  Publ ic  Health on Determining
Criter ia for  Deviat ion L imits  of  Key Substances in Alcohol-based Hand
Hygiene Cosmetics ,  B .E .  2024

T h a i l a n d  A d o p t s  A m e n d m e n t s  t o  R e g u l a t i o n s  f o r  A l c o h o l - B a s e d
H a n d  S a n i t i z e r s  |  0 7  J u n e  2 0 2 4

https://ratchakitcha.soc.go.th/documents/31323.pdf
https://ratchakitcha.soc.go.th/documents/31323.pdf
https://ratchakitcha.soc.go.th/documents/31323.pdf
https://ratchakitcha.soc.go.th/documents/31323.pdf
https://ratchakitcha.soc.go.th/documents/31324.pdf
https://ratchakitcha.soc.go.th/documents/31324.pdf
https://ratchakitcha.soc.go.th/documents/31324.pdf
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JAPAN

On May 30,  2024,  Japan's  Ministry of  Health ,  Labour and Welfare
(MHLW) issued a draft  Standard Analyt ical  Method for  measuring Δ9-
THC content in cannabis-der ived products .  This  method,  open for
publ ic comment unt i l  June 29,  2024,  employs LC-MS/MS or  LC-QTOF
MS techniques to ensure compl iance with regulatory l imits  on Δ9-THC
levels  (up to 0 . 10 mg/kg in beverages,  10 mg/kg in oi ls ,  and 1  mg/kg
in other products) .  The draft  aims to standardize test ing for  Δ9-THC
and Δ9-THCA-A in these products ,  a l lowing for  alternat ive methods
with equivalent  sensit iv i ty  and accuracy.

J a p a n  P r o p o s e s  S t a n d a r d  A n a l y t i c a l  M e t h o d  f o r  Δ9 - T H C  i n
C a n n a b i s - D e r i v e d  P r o d u c t s  |  0 3  J u n e  2 0 2 4

Previously not i f ied to the WTO on February 2 ,  2024,  these
amendments are effect ive immediately ,  marking a shi f t  towards
faci l i tat ing avai labi l i ty  whi le ensur ing compl iance with updated
regulatory standards.

SPAIN

In  i ts  September 2024 information note,  the Spanish Agency for
Medicines and Health Products (AEMPS) reported changes to previous
measures on three sunscreen companies tested by the OCU.  These
companies provided addit ional  studies conf i rming their  products met
the claimed sun protect ion factor  (SPF) and ultraviolet-A protect ion
factor  (FP-UVA).

AEMPS highl ighted ongoing var iabi l i ty  in  applying the UNE EN ISO
24444 technical  standard,  compl icat ing accurate SPF measurement .
The Agency is  advocating for  method improvements and clearer  SPF
label ing.

A E M P S  U p d a t e s  C o m p l i a n c e  M e a s u r e s  f o r  S u n s c r e e n s  F o l l o w i n g  N e w
T e s t  R e s u l t s  |  2 8  J u n e  2 0 2 4

https://www.aemps.gob.es/informa/nueva-actualizacion-de-las-actuaciones-de-control-del-mercado-de-protectores-solares/
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ISO 18128:2024 - Information and documentat ion — Records r isks —
Risk assessment for  records management

ISO 8637-1 :2024 - Extracorporeal  systems for  blood pur i f icat ion —
Part  1 :  Haemodialysers ,  haemodiaf i l ters ,  haemofi l ters and
haemoconcentrators

ISO 8637-3:2024 - Extracorporeal  systems for  blood pur i f icat ion —
Part  3 :  P lasmafi l ters

ISO STANDARDS


