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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  |  O c t o b e r  2 0 2 4

The EU has released new MDCG documents ,  updating guidance on
medical  device regulat ions to clar i fy  compl iance requirements and
best  pract ices for  manufacturers .
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EUROPEAN UNION (EU)

Title Overview

MDCG 2021-25 rev.1 -
Application of MDR
requirements to "legacy
devices" and to devices
placed on the market
prior to 26 May 2021 -
October 2024

MDCG 2021-25 rev.1

The document explains that legacy devices with valid
certificates under previous directives must adhere to
specific MDR requirements, including post-market
surveillance, vigilance, and registration. It outlines
transitional provisions to ensure these devices meet
essential safety and performance standards as they shift
towards full MDR compliance. The revision also offers
updated guidance to help manufacturers manage
regulatory challenges, ensuring continued market access
for legacy devices during the transition.

Corrective and
preventive action (CAPA)
plan assessment:
guidance and templates
for conformity
assessment bodies,
notified bodies,
designating authorities,
and joint assessment
teams

Annex I: Template CAPA
plan and assessment
thereon - MDCG 2024-12
Annex I Form

Annex II: Template JAT
review of the CAPA and
the DA's opinion - MDCG
2024-12 Annex II Form

This guidance and templates provides structured tools for
conformity assessment bodies, notified bodies,
designating authorities (DAs), and joint assessment
teams (JATs) to evaluate and document CAPA plans
effectively.

The guidance includes two key annexes:

Annex I: A template for drafting and assessing a CAPA
plan, ensuring it addresses identified issues and
outlines corrective actions comprehensively.
Annex II: A template for the JAT's review of the CAPA
plan, along with the DA’s formal opinion, facilitating a
consistent and transparent assessment process.

These templates support regulatory bodies in
standardizing CAPA evaluations, improving conformity,
and ensuring continuous improvement in device safety
and compliance.

https://health.ec.europa.eu/document/download/cbb11a6e-f0f3-4e30-af5e-990f9ef68bc1_en?filename=md_mdcg_2021_25_en.pdf
https://health.ec.europa.eu/document/download/cfe85a9e-ba83-4fb9-8ec7-16d0e1aba08d_en?filename=mdcg_2024-12_annex1_en_0.docx
https://health.ec.europa.eu/document/download/cfe85a9e-ba83-4fb9-8ec7-16d0e1aba08d_en?filename=mdcg_2024-12_annex1_en_0.docx
https://health.ec.europa.eu/document/download/d845e386-4ef4-48e8-b6a8-2cae0e902ccd_en?filename=mdcg_2024-12_annex2_en.docx
https://health.ec.europa.eu/document/download/d845e386-4ef4-48e8-b6a8-2cae0e902ccd_en?filename=mdcg_2024-12_annex2_en.docx
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UNITED KINGDOM (UK)

N e w  G u i d a n c e  f o r  R e p o r t i n g  I s s u e s  w i t h  I n s u l i n  P u m p s  a n d
C o n t i n u o u s  G l u c o s e  M o n i t o r i n g  ( C G M )  D e v i c e s  |  2 4  O c t o b e r  2 0 2 4

The UK Medicines and Healthcare products Regulatory Agency
(MHRA) has issued guidance to improve the report ing of  suspected
adverse events and safety concerns associated with insul in pumps
and cont inuous glucose monitors (CGMs) v ia i ts  Yel low Card scheme.
This  guidance is  intended to help both users and healthcare
professionals streamline the report ing process ,  u l t imately aiding in
the ear ly  detect ion of  issues that could pose ser ious r isks .

Users of  diabetes management devices are encouraged to report  any
suspected device malfunct ions promptly and to switch to alternat ive
diabetes management methods i f  issues ar ise .  The guidance also
includes detai led instruct ions to assist  pat ients in submitt ing
comprehensive incident reports ,  which are essent ial  for  ef fect ive
invest igat ions.

Addit ional ly ,  c l in ics are advised to display a QR-coded poster  f rom
the MHRA l ink ing to the report ing guidance,  and healthcare
professionals are encouraged to col laborate with local  Medical
Device Safety Off icers (MDSOs) for  further  support .  This  in i t iat ive
seeks to improve the volume and qual i ty  of  information received by
MHRA,  addressing chal lenges previously posed by insuff ic ient
report ing detai ls .
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Guidance on
qualification of in vitro
diagnostic medical
devices

MDCG 2024-11

This guidance document clarifies the qualification and
classification of in vitro diagnostic (IVD) medical devices
under the EU In Vitro Diagnostic Regulation (IVDR). It
explains criteria to determine if a product qualifies as an
IVD, aiding manufacturers in ensuring regulatory
compliance. Key areas include the IVD definition,
examples of qualifying products, and scenarios where a
product may or may not be considered an IVD. This
support helps manufacturers assess devices and
navigate classification effectively.

https://www.gov.uk/drug-safety-update/insulin-pumps-and-continuous-glucose-monitoring-cgm-equipment-guidance-for-users-on-reporting-suspected-adverse-incidents-and-safety-concerns-to-the-mhras-yellow-card-scheme
https://health.ec.europa.eu/document/download/12b92152-371f-404d-a865-93800cd5cdca_en?filename=mdcg_2024-11_en.pdf
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U K  I n t r o d u c e s  G r o u n d b r e a k i n g  R e g u l a t o r y  F r a m e w o r k  f o r  I n n o v a t i v e
M e d i c i n e s  a t  P o i n t  o f  C a r e  |  2 1  O c t o b e r  2 0 2 4

The UK has introduced a pioneer ing regulatory f ramework aimed at
enabl ing the manufacture of  h ighly personal ized medicines,  such as
cel l  and gene therapies ,  at  or  near the point  of  pat ient  care.
Establ ished through a Statutory Instrument presented to Par l iament
on 21  October ,  th is  f ramework supports the on-site or  portable
product ion of  medicines with short  shelf  l ives ,  al lowing hospitals  and
care faci l i t ies to rapidly produce and administer  these treatments .

This  f lex ibi l i ty  is  especial ly  benef ic ial  for  pat ients in cr i t ical  need,
reducing the burden of  t ravel  and ensur ing t imely ,  safe access to
advanced therapies .

Addit ional ly ,  by support ing medicine product ion closer  to pat ients ,
the regulat ion wi l l  foster  the growth of  "hospital  at  home" services ,
including vir tual  wards,  which can ease healthcare faci l i ty  pressures
and enhance community and home-based care.  This  strategic move
places the UK at  the forefront  of  healthcare innovation,  of fer ing more
eff ic ient  and personal ized treatments .

UNITED STATES OF AMERICA (USA)

The FDA issued an Emergency Use Author izat ion (EUA) on March 24,
2020,  to address the shortage of  vent i lators dur ing the COVID-19
pandemic.  This  umbrel la EUA permits the emergency use of  certain
vent i lators ,  modif ied anesthesia gas machines,  posit ive pressure
devices adapted for  vent i lator  use,  vent i lator  tubing connectors ,  and
accessor ies ,  provided they meet FDA safety ,  performance,  and
label ing standards.

This  author izat ion is  l imited to the use of  vent i lators and related
accessor ies for  pat ient  care in healthcare sett ings.

F D A ' s  E m e r g e n c y  U s e  A u t h o r i z a t i o n :  E x p a n d i n g  V e n t i l a t o r  A c c e s s  i n
P u b l i c  H e a l t h  E m e r g e n c i e s  |  1 6  O c t o b e r  2 0 2 4  

https://www.gov.uk/government/news/statutory-instrument-laid-in-parliament-provides-first-regulatory-framework-of-its-kind-that-will-transform-the-manufacture-of-innovative-medicines-at
https://www.fda.gov/medical-devices/covid-19-emergency-use-authorizations-medical-devices/ventilators-and-ventilator-accessories-euas
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The U.S .  Food and Drug Administrat ion (FDA) has issued a correct ion
to a f inal  rule that was publ ished in the Federal  Register  on February
2,  2024.  This  f inal  rule amended the device current  good
manufactur ing pract ice (CGMP) requirements of  the Qual i ty  System
(QS) regulat ion,  aiming to harmonize and modernize the standards
for  medical  device manufactur ing pract ices.

The correct ion addresses an editor ial  oversight  that resulted in the
omission of  a def ini t ion in the codif ied sect ion of  the f inal  rule .  Whi le
the error  was purely editor ial  and does not alter  the substance of  the
regulat ion,  the FDA’s  correct ion ensures the document’s  accuracy
and clar i ty ,  ref lect ing the Agency’s  commitment to maintaining
precise and comprehensive regulatory standards.

This  adjustment is  part  of  the FDA’s  ongoing efforts  to enhance
regulatory f rameworks and al ign them with internat ional  standards,
support ing the safety and effect iveness of  medical  devices on the
market .

F D A  I s s u e s  C o r r e c t i o n  t o  F i n a l  R u l e  o n  M e d i c a l  D e v i c e  Q u a l i t y  S y s t e m
R e g u l a t i o n  A m e n d m e n t s  |  1 5  O c t o b e r  2 0 2 4  

The FDA has introduced a new Safety and Performance-Based
Pathway to streamline the approval  of  certain low to moderate-r isk
medical  devices.  This  pathway al lows manufacturers to demonstrate
safety and effect iveness through performance-based assessments
instead of  t radit ional  c l in ical  t r ia ls ,  using exist ing data and real-
world evidence to expedite submissions.  

The in i t iat ive is  expected to benef i t  devices such as diagnost ic tools ,
monitor ing equipment ,  and therapeutic devices,  support ing faster
access to innovative technologies whi le pr ior i t iz ing pat ient  safety .
Detai led guidance on this  pathway wi l l  be provided to out l ine
specif ic  requirements for  manufacturers .

F D A  I n t r o d u c e s  S a f e t y  a n d  P e r f o r m a n c e - B a s e d  P a t h w a y  f o r  M e d i c a l
D e v i c e s  |  1 1  O c t o b e r  2 0 2 4  

https://www.federalregister.gov/documents/2024/10/15/2024-23701/medical-devices-quality-system-regulation-amendments-correction
https://www.federalregister.gov/documents/2024/10/15/2024-23701/medical-devices-quality-system-regulation-amendments-correction
https://www.fda.gov/medical-devices/premarket-notification-510k/safety-and-performance-based-pathway
https://www.fda.gov/medical-devices/premarket-notification-510k/safety-and-performance-based-pathway
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Alger ia has reached a major  mi lestone in i ts  pharmaceutical  industry
with the complet ion of  i ts  f i rst  bioequivalence study,  marking
progress toward producing high-qual i ty  gener ic drugs that meet
internat ional  standards.  The study,  done in partnership with local
and internat ional  experts ,  conf i rmed the therapeutic equivalence of
a local ly  made generic drug to i ts  branded version.

This  achievement underscores Alger ia 's  commitment to
strengthening i ts  pharmaceutical  infrastructure ,  support ing local
innovation,  and providing accessible ,  af fordable medicines.  

I t  a lso enhances regulatory conf idence and may attract  further
investment ,  impacting both Alger ia ’s  healthcare system and the
broader Afr ican market .

A l g e r i a  C o n d u c t s  F i r s t - E v e r  B i o e q u i v a l e n c e  S t u d y ,  A d v a n c i n g
P h a r m a c e u t i c a l  S e c t o r  |  2 8  O c t o b e r  2 0 2 4  

ALGERIA

On October 28,  2024,  Alger ia 's  Minister  of  Health ,  received a
representat ive f rom UNAIDS,  the Joint  United Nat ions Programme on
HIV/AIDS,  in  Algiers .  The meeting focused on strengthening the
partnership between Alger ia and UNAIDS to enhance the country 's
response to HIV/AIDS.

Dur ing discussions,  both part ies highl ighted Alger ia 's  progress in HIV
prevent ion,  t reatment ,  and care,  whi le also addressing the need for
increased awareness and outreach.  The UNAIDS representat ive
praised Alger ia ’s  ef forts  in  combating the epidemic and pledged
continued support  to further  the country 's  strategic goals in
achieving the 2030 target of  ending AIDS as a publ ic health threat .

This  v is i t  marks another step in Alger ia ’s  commitment to global
health in i t iat ives and reaff i rms i ts  col laborat ion with internat ional
organizat ions to combat HIV/AIDS.

H e a l t h  M i n i s t e r  W e l c o m e s  U N A I D S  R e p r e s e n t a t i v e  i n  A l g e r i a  |  2 4
O c t o b e r  2 0 2 4  
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Argentina's  Nat ional  Administrat ion of  Drugs,  Food,  and Medical
Technology (ANMAT) recent ly  c lar i f ied that provincial  governments
can import  medicines independently ,  without needing ANMAT or
Ministry of  Health approval ,  provided they oversee qual i ty ,  safety ,
and eff icacy standards.

Only provincial  health departments may import  without addit ional
author izat ion,  though customs rules st i l l  apply .  Imported medicines
must be used exclusively within the import ing province,  and
compliance with al l  regulatory standards is  mandatory .

Whi le Law 16 .463 and Decree 9763/64 al low provinces to request
ANMAT’s  support  in  drug control ,  most have opted to manage publ ic
health decis ions independently .  ANMAT remains avai lable to
col laborate with provinces to uphold drug standards.

A N M A T  C l a r i f i e s  P r o v i n c i a l  G o v e r n m e n t s '  A u t h o r i t y  t o  I m p o r t
M e d i c i n e s  I n d e p e n d e n t l y  |  0 4  O c t o b e r  2 0 2 4

Austral ia ’s  upcoming 3G network shutdown could disrupt older
medical  and personal  safety devices rel iant  on 3G connect iv i ty ,
impacting funct ions l ike emergency cal ls  and data transmission.  

Devices potent ial ly  affected include cardiac monitors ,  pacemakers ,
glucose transmitters ,  CPAP machines,  wearable health monitors ,  and
personal  safety pendants .

The TGA recommends that users contact suppl iers to check device
compatibi l i ty  and consider replacements i f  cr i t ical  funct ions depend
on 3G.  

Manufacturers are encouraged to proact ively inform customers
about r isks ,  especial ly  those in rural  areas.  Addit ional  guidance is
avai lable f rom Telstra and AMTA.

ARGENTINA

AUSTRALIA

3 G  N e t w o r k  S h u t d o w n  S e t  t o  I m p a c t  M e d i c a l  D e v i c e s  a n d  P e r s o n a l
A l a r m s |  1 1  O c t o b e r  2 0 2 4

https://www.argentina.gob.ar/noticias/anmat-pide-las-provincias-que-fortalezcan-sus-medidas-regulatorias
https://www.tga.gov.au/news/news/medical-devices-affected-3g-network-closure-october-2024
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A n v i s a  S t r e a m l i n e s  M e d i c i n e  C l a s s i f i c a t i o n  P r o c e s s  w i t h  N e w  C o d e s |
2 5  O c t o b e r  2 0 2 4  

A N V I S A  U p d a t e s  H e a l t h  S e r v i c e  R e g u l a t i o n s  w i t h  F o r m a t
A d j u s t m e n t s  i n  L i n e  w i t h  N e w  D e c r e e  |  1 4  O c t o b e r  2 0 2 4  

BRAZIL

Published standard Summary Replaced (revoked)
standard

COLLEGIATE BOARD
RESOLUTION - RDC 916,
OF SEPTEMBER 19, 2024

Offers best practices for the
use of parenteral solutions
(SP) in healthcare services.

Resolution of the Board
of Directors - RDC 45, of
March 12, 2003; and

Resolution of the Board
of Directors – RDC 9,
March 3, 2009
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Anvisa has introduced changes to the pet i t ion process for
determining prescr ipt ion requirements for  medicines,  ef fect ive
October 29.

The update,  guided by Col legiate Board Resolut ion (RDC) 882/2023,
introduces new subject  codes to classi fy  medicines more accurately
as over-the-counter  (OTC) or  prescr ipt ion-only .  This  affects var ious
categories ,  including generic ,  innovative,  phytotherapeutic ,  and
biological  medicines.  

The restructur ing decentral izes responsibi l i t ies ,  a l lowing technical
areas to handle specif ic  protocols ,  which is  expected to expedite
evaluat ions.  Companies with pending requests f i led before October
29 need not take any act ion,  as these wi l l  be reassigned
automatical ly  to the appropriate code for  streamlined processing.

In September ,  Anvisa released f ive Col legiate Board Resolut ions
(RDCs) concerning health services ,  fo l lowing the review and
consol idat ion of  regulatory acts mandated by Decree 12 ,002 (Apri l  22 ,
2024) .  These updates were solely  for  formatt ing purposes,  as
specif ied by the decree's  guidel ines.  Below are the publ ished
standards,  along with a br ief  overview of  this  review and
consol idat ion effort :

https://antigo.anvisa.gov.br/documents/10181/6875868/RDC_916_2024_.pdf/b569fe81-26b3-483c-9532-36776273d60f
https://antigo.anvisa.gov.br/documents/10181/6875868/RDC_916_2024_.pdf/b569fe81-26b3-483c-9532-36776273d60f
https://antigo.anvisa.gov.br/documents/10181/6875868/RDC_916_2024_.pdf/b569fe81-26b3-483c-9532-36776273d60f
https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2024/medicamentos-isentos-de-prescricao-anvisa-altera-os-codigos-de-assunto-para-a-solicitacao-de-enquadramento
https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2024/anvisa-revisa-e-consolida-normas-da-area-de-servicos-de-saude
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The updates to these regulat ions were purely structural ,  a l igning the
text  with current  legis lat ive standards on formatt ing and
organizat ion (e .g . ,  chapters ,  art ic les) .  No substant ive changes were
made to the regulat ions themselves.  This  consol idat ion al igns with
Anvisa’s  ongoing effort ,  in i t iated in 2019 ,  to review al l  agency
standards to improve coherence and el iminate outdated language.

Published standard Summary Replaced (revoked)
standard

COLLEGIATE BOARD
RESOLUTION - RDC 917,
OF SEPTEMBER 19, 2024

Supports the operation of
services that deliver home
care.

Resolution of the Board
of Directors - RDC 11, of
January 26, 2006

COLLEGIATE BOARD
RESOLUTION - RDC 918,
OF SEPTEMBER 19, 2024

Provides for the operation
of Human Milk Banks.

Resolution of the Board
of Directors - RDC 171, of
September 4, 2006

COLLEGIATE BOARD
RESOLUTION - RDC 919,
SEPTEMBER 19, 2024

It ensures the planning,
programming, preparation,
evaluation, and approval of
Water Treatment and
Distribution Systems for
Hemodialysis within the
National Health
Surveillance System.

Resolution of the Board
of Directors - RDC 33, of
June 3, 2008

COLLEGIATE BOARD
RESOLUTION - RDC 920,
OF SEPTEMBER 19, 2024

Supports the Operation of
Obstetric and Neonatal
Care Services.

Resolution of the Board
of Directors - RDC 36, of
June 3, 2008

A n v i s a  L a u n c h e s  N e w  I n t e g r a t e d  R e g i s t r y  S y s t e m  t o  S t r e a m l i n e
A c c e s s  a n d  I m p r o v e  E f f i c i e n c y |  0 9  O c t o b e r  2 0 2 4  

Anvisa has launched a new integrated registry system that
consol idates four  previously separate registr ies ,  a iming to enhance
eff ic iency and access for  users .  The updated platform,  al igned with
federal  administrat ion best  pract ices ,  enables prof i le  management ,
batch assignments ,  audits ,  and streamlined search capabi l i t ies for
organizat ions and employees.

https://antigo.anvisa.gov.br/documents/10181/6875868/RDC_917_2024_.pdf/82d5b9d9-68c4-4cec-981c-c783b7ac657c
https://antigo.anvisa.gov.br/documents/10181/6875868/RDC_917_2024_.pdf/82d5b9d9-68c4-4cec-981c-c783b7ac657c
https://antigo.anvisa.gov.br/documents/10181/6875868/RDC_917_2024_.pdf/82d5b9d9-68c4-4cec-981c-c783b7ac657c
https://antigo.anvisa.gov.br/documents/10181/6875868/RDC_918_2024_.pdf/e61d4bc1-83c3-40ed-afb1-e4305a86923e
https://antigo.anvisa.gov.br/documents/10181/6875868/RDC_918_2024_.pdf/e61d4bc1-83c3-40ed-afb1-e4305a86923e
https://antigo.anvisa.gov.br/documents/10181/6875868/RDC_918_2024_.pdf/e61d4bc1-83c3-40ed-afb1-e4305a86923e
https://antigo.anvisa.gov.br/documents/10181/6875868/RDC_919_2024_.pdf/c3d4900f-5724-42d3-96a0-f1a9ec8f79f9
https://antigo.anvisa.gov.br/documents/10181/6875868/RDC_919_2024_.pdf/c3d4900f-5724-42d3-96a0-f1a9ec8f79f9
https://antigo.anvisa.gov.br/documents/10181/6875868/RDC_919_2024_.pdf/c3d4900f-5724-42d3-96a0-f1a9ec8f79f9
https://www.in.gov.br/web/dou/-/resolucao-rdc-n-920-de-19-de-setembro-de-2024-*-588405878
https://www.in.gov.br/web/dou/-/resolucao-rdc-n-920-de-19-de-setembro-de-2024-*-588405878
https://www.in.gov.br/web/dou/-/resolucao-rdc-n-920-de-19-de-setembro-de-2024-*-588405878
https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2024/chegou-o-cadastro-anvisa
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Organizat ions can register  by val idat ing their  l ink through Gov.Br ,
al lowing legal  representat ives to manage prof i les and assign
registrat ion managers who can add employees with Gov.Br  accounts .
The Sol ic i ta System is  the f i rst  integrated module ,  with future
integrat ions planned.  Anvisa 's  modernizat ion addresses past  issues
with outdated systems,  promising a more rel iable user  exper ience.

Author i t ies f rom Costa Rica's  Ministry of  Health and the Pan American
Health Organizat ion (PAHO) have launched a three-day workshop
aimed at  restructur ing Costa Rica’s  Directorate for  the Regulat ion of
Products of  Sanitary Interest  (DRPIS) .  This  in i t iat ive forms part  of  a
broader pol icy to strengthen nat ional  regulatory f rameworks for
medicines and medical  devices across the Americas.

S ince 2023,  Costa Rica has sought to enhance DRPIS ,  leading to a
proposed reorganizat ion that wi l l  spl i t  the current  Standardizat ion
and Control  Unit  into two separate units :  the Standardizat ion Unit
and the Survei l lance and Control  Unit .  This  change wi l l  help address
regulatory funct ions that DRPIS previously did not  manage.

The workshop wi l l  cover DRPIS ’s  roles and out l ine next  steps for
ongoing regulatory improvements .

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

COSTA RICA

CZECH REPUBLIC

N e w  R e p o r t i n g  A p p l i c a t i o n  f o r  M e d i c i n a l  P r o d u c t s  S e t  t o  L a u n c h  |  2 1
O c t o b e r  2 0 2 4  

The State Inst i tute for  the Control  of  Medicines (SÚKL) is  set  to launch
a new appl icat ion designed to faci l i tate compl iance with report ing
obl igat ions under the Medicinal  Products Act .  This  appl icat ion aims
to streamline not i f icat ions related to the introduct ion,  interrupt ion,
renewal ,  or  terminat ion of  medicinal  product market ing by
registrat ion holders .

https://sso.acesso.gov.br/login?client_id=www.gov.br&authorization_id=19271b56409
https://www.ministeriodesalud.go.cr/index.php/prensa/61-noticias-2024/1968-nueva-estructura-mejorara-la-regulacion-de-todos-los-productos-medicos-y-sanitarios
https://sukl.gov.cz/informace-pro-drzitele-rozhodnuti-o-registraci/nova-aplikace-pro-hlaseni-uvadeni-lecivych-pripravku-na-trh/
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Users wi l l  access the appl icat ion through exist ing authent icat ion
cert i f icates ,  al lowing them to v iew,  edit ,  or  cancel  their  submitted
reports whi le also providing a history of  changes.

One notable feature is  the requirement for  holders to submit  a
Recovery P lan for  products designated as " l imited avai labi l i ty , "
detai l ing correct ive measures taken.  Addit ional ly ,  the appl icat ion wi l l
a l low report ing exclusively for  the user 's  own products and enable
bulk submissions for  mult iple products .  

A test ing environment is  current ly  avai lable ,  with the off ic ial  launch
expected by the end of  2024.  After  this  date,  only author ized
indiv iduals wi l l  be able to submit  reports ,  as SÚKL wi l l  no longer enter
reports on behalf  of  holders .

P h a r m a c y  O p e r a t o r s  W a r n e d  A b o u t  M a i l - O r d e r  D i s p e n s i n g
R e g u l a t i o n s  |  2 1  O c t o b e r  2 0 2 4  

The State Inst i tute for  the Control  of  Medicines has alerted pharmacy
operators about their  responsibi l i t ies when dispensing medicinal
products v ia mai l  using sel f-service boxes.  Pharmacies are
accountable for  the qual i ty  of  products del ivered,  even i f  th i rd-party
equipment is  used,  as per Act  No.  378/2007 Col l .  They must also
document compl iance with transport  condit ions out l ined in Decree
No.  84/2008 Col l . ,  ensur ing proper handl ing based on product
specif icat ions.

The Inst i tute recommends using val idated sel f-service boxes with
regulated temperature and humidity to maintain storage condit ions.
Non-compliance can result  in  penalt ies of  up to CZK 2 ,000,000.

EGYPT

E g y p t i a n  D r u g  A u t h o r i t y  S t r e n g t h e n s  C o l l a b o r a t i o n  w i t h  M e d i c a l
P r o f e s s i o n a l s  |  2 2  O c t o b e r  2 0 2 4  

In  a s ignif icant move to enhance the qual i ty  of  healthcare services in
Egypt ,  the Chairman of  the Egypt ian Drug Author i ty  (EDA) convened
with the Head of  the Egypt ian Doctors Syndicate and representat ives
from the Egypt ian Pharmacists Syndicate.  

https://sukl.gov.cz/doplnujici-informace/upozorneni-pro-provozovatele-lekaren-zajistujicich-zasilkovy-vydej-lecivych-pripravku/
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%A8%D8%AD%D8%AB-%D8%B3%D8%A8%D9%84-%D8%A7%D9%84%D8%AA%D8%B9%D8%A7%D9%88%D9%86-%D9%84%D8%AA%D9%88%D9%81%D9%8A%D8%B1-%D8%AF%D9%88%D8%A7%D8%A1-%D8%A2%D9%85%D9%86-%D9%88%D9%81%D8%B9%D8%A7%D9%84-%D9%84%D9%84%D9%85%D8%B5%D8%B1%D9%8A%D9%8A%D9%86/
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The meeting aimed to foster  cooperat ion among key stakeholders in
the health sector  to ensure the provis ion of  safe and effect ive
medicat ions for  Egypt ian pat ients .

This  gather ing highl ights the EDA's  commitment to sustainable
col laborat ion between doctors and pharmacists ,  which is  v i tal  for
improving healthcare standards.  Attendees emphasized the
necessity  of  partnerships among var ious ent i t ies to guarantee that
medicines are del ivered to pat ients with the utmost safety and
qual i ty .  Such in i t iat ives are expected to bolster  publ ic conf idence in
the Egypt ian health system and enhance the overal l  qual i ty  of  l i fe  for
cit izens.

E g y p t  B o o s t s  L o c a l  P h a r m a c e u t i c a l  I n d u s t r y  A m i d  G l o b a l  C h a l l e n g e s
|  2 2  O c t o b e r  2 0 2 4  

The Egypt ian Drug Author i ty  and the Arab Afr ican Company met to
enhance the local  pharmaceutical  industry and achieve sel f-
suff ic iency in medical  suppl ies amid global  healthcare chal lenges.
They discussed the Author i ty 's  technical  support  for  local iz ing the
product ion of  pharmaceutical  raw mater ials ,  a iming to reduce costs
for  the state and consumers.  The Author i ty  emphasized i ts
commitment to creat ing an attract ive investment environment for
the health sector .

The Arab Afr ican Company highl ighted i ts  progress in local iz ing
medical  suppl ies ,  with a shared goal  of  improving healthcare qual i ty
and contr ibut ing to nat ional  secur i ty  and economic stabi l i ty .

ITALY

N e w  P a y m e n t  R e q u i r e m e n t  f o r  M e d i c a l  D e v i c e  C o m p a n i e s  i n  I t a l y  |  0 1
O c t o b e r  2 0 2 4

Start ing this  year ,  companies in the medical  device sector  in  I taly
must pay an annual  fee of  0 .75% of  their  turnover f rom the sale of
medical  devices,  large equipment ,  and in v i t ro diagnost ic medical
devices to the Nat ional  Health Service (NHS).  This  payment is  due
between November 1  and December 31  each year and can be made
onl ine through the Ministry 's  Onl ine Payments platform,  integrated
with PagoPA.

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%AF%D8%B9%D9%85-%D8%AA%D9%88%D8%B7%D9%8A%D9%86-%D8%B5%D9%86%D8%A7%D8%B9%D8%A9-%D8%A7%D9%84%D8%AE%D8%A7%D9%85%D8%A7%D8%AA-%D8%A7%D9%84%D8%AF%D9%88%D8%A7%D8%A6%D9%8A%D8%A9-%D8%A8%D8%A7%D9%84%D8%AA%D8%B9%D8%A7%D9%88%D9%86-%D9%85%D8%B9-%D8%A7%D9%84%D8%B4%D8%B1%D9%83%D8%A9-%D8%A7%D9%84%D8%B9%D8%B1%D8%A8%D9%8A%D8%A9-%D8%A7%D9%84%D8%A5%D9%81%D8%B1%D9%8A%D9%82%D9%8A%D8%A9/
https://www.salute.gov.it/portale/news/p3_2_1_1_1.jsp?lingua=italiano&menu=notizie&p=dalministero&id=6656
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The funds col lected wi l l  be directed to the Medical  Devices
Governance Fund,  which supports the governance of  medical  devices
in the country .  A s ignif icant port ion of  this  funding—one third—wil l  be
al located to the Nat ional  Agency for  Regional  Health Services
(Agenas) to support  the nat ional  program for  the evaluat ion of
medical  devices (HTA).

The Ministry of  Health formal ized the payment cr i ter ia and the
management of  the governance fund with a decree issued on
December 29,  2023.

S o u t h  A f r i c a  a n d  A u s t r a l i a  E n h a n c e  C o l l a b o r a t i o n  i n  H e a l t h  P r o d u c t
R e g u l a t i o n  |  0 7  O c t o b e r  2 0 2 4

The South Afr ican Health Products Regulatory Author i ty  (SAHPRA) and
the Austral ian Therapeutic Goods Administrat ion (TGA) have s igned a
Memorandum of  Understanding (MoU) to enhance their  col laborat ion
in health product regulat ion.

This  agreement aims to improve the assessment and monitor ing of
medical  products and therapeutic goods,  focusing on eff icacy,
safety ,  and qual i ty  post-registrat ion.  Key in i t iat ives include data
sharing and strengthening pharmacovigi lance programs.  The
partnership seeks to leverage each regulator 's  strengths,  u l t imately
improving therapeutic outcomes for  their  respect ive populat ions.

SOUTH AFRICA
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N e w  G u i d e l i n e s  a n d  P r o t o c o l s  f o r  M e d i c a l  D e v i c e  R e g u l a t i o n  |  0 9
O c t o b e r  2 0 2 4

The Tanzania Medicines and Medical  Devices Author i ty  (TMDA) would
l ike to inform i ts  valued stakeholders that i t  has developed three (3)
new guidel ines and s ix  (6) protocols for  the regulat ion of  medical
devices and in-vitro diagnost ic devices,  as out l ined below:

TANZANIA

https://www.sahpra.org.za/news-and-updates/south-african-and-australian-health-product-regulators-to-share-regulatory-information-and-expertise/
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Guidel ines on Good Review Pract ices for  Regulat ion of  Medical
Devices,  March,  2024;
Compendium of  Guidel ines for  Market ing Author izat ion of  Medical
Devices,  Diagnost ics and Laboratory Equipment ,  June,  2024;
Guidel ines for  Conducting Performance Evaluat ion of  In-Vitro
Diagnost ic Devices Submitted for  Market ing Author izat ion,  June,
2024;
Protocol  for  Performance Laboratory Evaluat ion of  Malar ia
Plasmodium Falciparum (PF) and MA PF/PAN Ant igen Rapid
Diagnost ic Tests ,  F i rst  Edit ion,  Apr i l ,  2024;
Protocol  for  Performance Laboratory Evaluat ion of  Combined HIV
and Syphi l is  Serology Assays,  F i rst  Edit ion,  Apr i l ,  2024;
Protocol  for  Performance Laboratory Evaluat ion of  HIV Serology
Assays,  F i rst  Edit ion,  Apr i l ,  2024;
Protocol  for  Performance Laboratory Evaluat ion of  Hepatit is  C
Serology Assays,  F i rst  Edit ion,  Apr i l ,  2024;
Protocol  for  Laboratory Performance Evaluat ion of  Hepatit is  B
Surface Ant igen,  F i rst  Edit ion Apr i l  2024;
Protocol  for  Laboratory Performance Evaluat ion of  SARS-CoV-2
Antigen Assays,  F i rst  Edit ion Apr i l  2024;

T M D A  t o  R e l e a s e  M e d i c a l  D e v i c e  a n d  I V D D  A s s e s s m e n t  R e p o r t s  |  0 4
O c t o b e r  2 0 2 4
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The Tanzania Medicines and Medical  Devices Author i ty  (TMDA) wi l l
begin publ ishing assessment reports (PARs) for  registered medical
devices and in-vitro diagnost ic devices ( IVDDs) that meet specif ic
cr i ter ia .  This  in i t iat ive aims to enhance transparency and provide
publ ic access to information regarding the safety ,  qual i ty ,  and
performance of  these products .

E l ig ible devices include those for  t reat ing or  diagnosing infect ious
diseases l ike HIV and malar ia ,  reproduct ive health products ,  and
those used in publ ic health emergencies .  Reports wi l l  be publ ished
twice a year ,  and Market ing Author izat ion Holders wi l l  be not i f ied
prior  to publ icat ion to protect  any conf ident ial  information.

https://www.tmda.go.tz/uploads/publications/en1721374513-GUIDELINES%20FOR%20GOOD%20REVIEW%20PRACTICE%20FOR%20REGULATIONS%20OF%20MD_FINAL.pdf
https://www.tmda.go.tz/uploads/publications/en1721374513-GUIDELINES%20FOR%20GOOD%20REVIEW%20PRACTICE%20FOR%20REGULATIONS%20OF%20MD_FINAL.pdf
https://www.tmda.go.tz/announcements/new-guidelines-for-control-of-medical-devices-and-
https://www.tmda.go.tz/announcements/new-guidelines-for-control-of-medical-devices-and-
https://www.tmda.go.tz/uploads/publications/en1724496098-GUIDELINES%20FOR%20CLINICAL%20PERFORMANCE%20STUDIES%20FOR%20IVDs%20-DMD%20KP-FINAL.pdf
https://www.tmda.go.tz/uploads/publications/en1724496098-GUIDELINES%20FOR%20CLINICAL%20PERFORMANCE%20STUDIES%20FOR%20IVDs%20-DMD%20KP-FINAL.pdf
https://www.tmda.go.tz/uploads/publications/en1724496098-GUIDELINES%20FOR%20CLINICAL%20PERFORMANCE%20STUDIES%20FOR%20IVDs%20-DMD%20KP-FINAL.pdf
https://www.tmda.go.tz/uploads/publications/en1724495830-Protocol%20for%20Performance%20Evaluation%20of%20Malaria.pdf
https://www.tmda.go.tz/uploads/publications/en1724495830-Protocol%20for%20Performance%20Evaluation%20of%20Malaria.pdf
https://www.tmda.go.tz/uploads/publications/en1724495830-Protocol%20for%20Performance%20Evaluation%20of%20Malaria.pdf
https://www.tmda.go.tz/uploads/publications/en1724495607-Protocol%20for%20Performance%20Evaluation%20of%20HIV%20and%20%20Syphilis.pdf
https://www.tmda.go.tz/uploads/publications/en1724495607-Protocol%20for%20Performance%20Evaluation%20of%20HIV%20and%20%20Syphilis.pdf
https://www.tmda.go.tz/uploads/publications/en1724495722-Protocol%20for%20Performance%20Evaluation%20of%20HIV%20serology%20assays.pdf
https://www.tmda.go.tz/uploads/publications/en1724495722-Protocol%20for%20Performance%20Evaluation%20of%20HIV%20serology%20assays.pdf
https://www.tmda.go.tz/uploads/publications/en1724495508-Protocol%20for%20Performance%20Evaluation%20of%20Hepatitis%20C.pdf
https://www.tmda.go.tz/uploads/publications/en1724495508-Protocol%20for%20Performance%20Evaluation%20of%20Hepatitis%20C.pdf
https://www.tmda.go.tz/uploads/publications/en1724495416-Protocol%20for%20Performance%20Evaluation%20of%20Hepatitis%20B.pdf
https://www.tmda.go.tz/uploads/publications/en1724495416-Protocol%20for%20Performance%20Evaluation%20of%20Hepatitis%20B.pdf
https://www.tmda.go.tz/uploads/publications/en1724496014-Protocol%20for%20Performance%20Evaluation%20of%20CoVID-19.pdf
https://www.tmda.go.tz/uploads/publications/en1724496014-Protocol%20for%20Performance%20Evaluation%20of%20CoVID-19.pdf
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CDSCO has launched Medical  Device Adverse Event Report ing Form
Version 1 .2  to improve the report ing process for  adverse events
associated with medical  devices.  Key updates include a streamlined
process,  expanded data f ie lds ,  and a user-fr iendly design.  The
organizat ion urges healthcare providers and consumers to ut i l i ze the
new form,  which is  now avai lable on the CDSCO website ,  to enhance
patient  safety and monitor ing.

C D S C O  R e l e a s e s  N e w  V e r s i o n  o f  M e d i c a l  D e v i c e  A d v e r s e  E v e n t
R e p o r t i n g  F o r m  |  0 8  O c t o b e r   2 0 2 4

INDIA

R e p o r t  H i g h l i g h t s  S a f e  E x p a n s i o n  o f  O v e r - t h e - C o u n t e r  D r u g  S a l e s  |
0 3  O c t o b e r  2 0 2 4
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A recent report  f rom a working group appointed by the Ministry of
Social  Affairs  and Health cal ls  for  safe and responsible expansion of
over-the-counter  (OTC) drug sales beyond pharmacies .  The F innish
Medicines Agency (F imea) supports this  in i t iat ive ,  emphasiz ing that
any changes must not  compromise medicat ion safety or  ef fect ive
treatment .

The report  highl ights the importance of  careful  preparat ion for
providing medicat ion counsel l ing in var ious sales channels .
Current ly ,  only univers i ty-educated pharmacists can offer  this
counsel l ing,  which is  essent ial  for  helping consumers sel f-manage
their  health .

To faci l i tate the sale of  OTC drugs outside pharmacies ,  the report
recommends requir ing pharmaceutical  companies to submit
appl icat ions to F imea for  assessment .  Addit ional ly ,  F imea should
oversee these new retai l  out lets to ensure consistent  supervis ion and
safety .

Pr ic ing strategies for  OTC drugs are st i l l  under considerat ion,  with
options for  complete deregulat ion or  adherence to ex ist ing pr ic ing
l imits .  The overarching goal  remains to expand access to
medicat ions whi le prevent ing inappropriate use.

FINLAND

https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=MTIwNDU=
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=MTIwNDU=
https://fimea.fi/en/-/a-report-on-the-sales-channel-of-over-the-counter-drugs-emphasises-safe-and-appropriate-pharmaceutical-sales
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S w i s s m e d i c  R e l e a s e s  U p d a t e d  D o c u m e n t s  o n  H u m a n  T i s s u e  N o t i f i c a t i o n s
a n d  E x p o r t  C e r t i f i c a t e s  f o r  M e d i c a l  D e v i c e s  |  O c t o b e r  2 0 2 4

SWITZERLAND

Document Overview

BW630_30_008e_MB Notifications for
Devitalised Human Tissue

This document outlines the updated
procedures and requirements for
notifications related to devitalised
human tissue used in medical
applications. The revisions aim to
streamline the regulatory framework,
ensuring clear compliance guidelines
for companies working with these
sensitive biological materials. The
updates emphasize documentation,
handling protocols, and reporting
mechanisms to ensure the safe use of
devitalised tissue in medical
treatments.

BW690_00_001defi_FO Orders for
Export Certificates for Medical Devices

This updated form addresses the
procedures for obtaining export
certificates for medical devices. The
document provides detailed guidance
on how manufacturers can request
certificates needed for exporting
medical devices to international
markets. The form has been revised to
include additional fields that reflect
recent regulatory changes and
improve the clarity of the process,
making it easier for manufacturers to
meet export requirements.
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Two new regulatory documents have been released to provide
updated guidance for  the medical  device and t issue product
industr ies .  These documents are cr i t ical  for  companies involved in
the handl ing of  devital ised human t issue and the export  of  medical
devices.  Below is  a summary of  the updates:

https://www.swissmedic.ch/dam/swissmedic/en/dokumente/medizinprodukte/mep_urr/bw630_00_008d_mb.pdf.download.pdf/BW630_30_008e_MB%20Notifications%20devitalised%20human%20tissue.pdf
https://www.swissmedic.ch/dam/swissmedic/en/dokumente/medizinprodukte/mep_urr/bw630_00_008d_mb.pdf.download.pdf/BW630_30_008e_MB%20Notifications%20devitalised%20human%20tissue.pdf
https://www.swissmedic.ch/dam/swissmedic/en/dokumente/medizinprodukte/mep_urr/bw690_00_001defi_fo.pdf.download.pdf/BW690_00_001defi_FO%20Orders%20for%20export%20certificates%20for%20medical%20devices.pdf
https://www.swissmedic.ch/dam/swissmedic/en/dokumente/medizinprodukte/mep_urr/bw690_00_001defi_fo.pdf.download.pdf/BW690_00_001defi_FO%20Orders%20for%20export%20certificates%20for%20medical%20devices.pdf
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Both documents are essent ial  for  stakeholders involved in the
development ,  sale ,  and distr ibut ion of  medical  devices and human
tissue products .  These updates al ign with the latest  internat ional
standards and regulatory demands,  aiming to improve transparency
and safety in the global  healthcare market .

S F D A  J o i n s  I n t e r n a t i o n a l  E f f o r t s  t o  H a r m o n i z e  M e d i c a l  D e v i c e
R e g u l a t i o n s  |  0 8  O c t o b e r  2 0 2 4

SAUDI ARABIA

The Saudi  Food and Drug Author i ty  (SFDA) has jo ined the
Internat ional  Medical  Device Regulators Forum ( IMDRF) to enhance
al ignment with global  medical  device standards.  This  move supports
SFDA's  commitment to internat ional  regulatory col laborat ion as part
of  i ts  Fourth Strategy.

Through i ts  membership,  SFDA wi l l  contr ibute to IMDRF in i t iat ives ,
including knowledge sharing,  promoting regulatory convergence,  and
engaging in technical  committees.  The SFDA is  also focused on
creat ing guidel ines for  emerging technologies l ike AI ,  robot ics ,  and
digital  health .

This  partnership underscores the SFDA's  commitment to advancing
publ ic health and safety in Saudi  Arabia and global ly .
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https://www.sfda.gov.sa/en/news/1648526
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I n d o n e s i a  U p d a t e s  I m p l e m e n t a t i o n  R e g u l a t i o n  o f  H a l a l  P r o d u c t
A s s u r a n c e  |  2 6  O c t o b e r  2 0 2 4

INDONESIA

Indonesia publ ished and put into effect  Government Regulat ion (GR)
No.  42 of  2024 Concerning the Implementat ion of  Halal  Product
Assurance on October 17 ,  2024.  The fol lowing are the main changes:

Def ining the documents needed to appoint  the halal  supervisor ;  
Modify ing the deadl ines for  certain halal  cert i f icat ion procedures;
E lucidat ing the responsibi l i t ies of  businesses holding halal
cert i f icates ;
Def in ing the condit ions for  renewing a halal  cert i f icate f rom
BPJPH;
Establ ishing an exemption for  halal  label l ing;  
Adjust ing the t imel ine for  renewing foreign halal  cert i f icate
registrat ion;
Modify ing the durat ion for  renewing a foreign halal  cert i f icate
registrat ion;  and
Clar i fy ing the requirements for  halal  cert i f icate renewal .

Fol lowing the publ icat ion of  Government Regulat ion (GR) No.  42 of
2024 Concerning Implementat ion of  Halal  Product Assurance 1 ,
Indonesia 's  BPJPH declared on October 18 ,  2024,  that the f i rst  stage
of required halal  cert i f icat ion would be formal ly  enforced.  Al l  food
and beverage products that enter ,  c i rculate ,  or  are traded within
Indonesia are subject  to this  rule .  The implementat ion of  required
halal  cert i f icat ion for  imported food i tems has been delayed unt i l
2026.  On October 18 ,  2026,  halal  cert i f icat ion for  cosmetics wi l l
become mandatory .

I n d i a  R e v i e w e d  P r o p o s a l  f o r  M a n d a t i n g  I N C I  N a m e s  o n  C o s m e t i c
L a b e l s  |  2 3  O c t o b e r  2 0 2 4

INDIA

A proposal  that required the addit ion of  Internat ional  Nomenclature
of  Cosmetic Ingredients ( INCI)  names in the ingredient statement on
cosmetic product labels was evaluated by India 's  Drugs Consultat ive
Committee (DCC) dur ing i ts  most recent meeting,  which took place
on June 19 ,  2024.
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The plan sought to increase label  t ransparency and improve
ingredient ident i f icat ion.  

Fol lowing careful  considerat ion,  the DCC determined that space
l imitat ions would make i t  impract ical  to include INCI  names on
cosmetic labels .  Rather ,  the committee suggested that the cosmetics
industry st ick to the current  ingredient label l ing guidel ines set  forth
by the Bureau of  Indian Standards (BIS) .  

C u r r e n t  C o s m e t i c  L a b e l i n g  R e q u i r e m e n t s :
Signif icant product detai ls ,  including the product name,
manufacturer  information,  expirat ion date,  batch number ,  and
manufactur ing l icense number ,  must be shown on both the inner and
external  labels  in accordance with the Cosmetics Rules 2020 (the
"2020 Rules") .  The product 's  net  contents must also be disclosed on
its  external  label .  The inner label  of  a cosmetic product must include
information on the potent ial  hazardous substances,  warnings,  and
clear instruct ions for  safe usage.  The import  registrat ion cert i f icate
number must appear on the label  of  imported cosmetics .  The phrase
" INGREDIENTS"  should appear before the ent i re l ist  of  ingredients .
Ingredients with concentrat ions greater  than 1% should be presented
in decreasing weight or  volume order ,  fo l lowed by those with lower
concentrat ions.

Addit ional ly ,  as stated in the Ninth Schedule of  the 2020 Rules ,
cosmetics must adhere to any label l ing requirements that may be
included in the appl icable Indian standard establ ished by the BIS .
Standards for  37 cosmetic goods,  such as sk in powders ,  shampoos,
hair  o i ls ,  nai l  paint ,  and l ipst ick ,  are current ly  included in the
Schedule.

T h a i l a n d  A p p r o v e d  E i g h t  T I S  S t a n d a r d s  f o r  C o s m e t i c s  |  2 3  O c t o b e r
2 0 2 4

THAILAND

The approval  of  e ight  new voluntary Thai  Industr ial  Standards
Inst i tute (T IS)  cosmetics standards was publ ished by Thai land's
Ministry of  Industry in the Off ic ial  Gazette on October 1 ,  2024.  These
guidel ines address a number of  topics that are essent ial  to the
safety and qual i ty  of  cosmetics ,  such as analyt ical  techniques,
microbiological  test ing,  the assessment of  sun protect ion,  and
natural  and organic cosmetic ingredients .  
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Al l  e ight  of  the cr i ter ia became operat ive on October 2 ,  2024.  T IS I  has
not yet  re leased the complete wording of  these guidel ines;
companies interested in more detai led information are encouraged
to speak with the Inst i tute direct ly .

Detai ls  of  the eight approved standards are as fol lows:  

Standards Introduction

TIS 3794-2567 (2024)
Cosmetics - Microbiology
- General Instructions for
Microbiological
Examination

This is a general guideline for appropriate
microbiological testing and risk analysis of some
cosmetic products (e.g., low water activity
products, aqueous alcohol products, and high pH
products) to ensure their quality and safety. Given
the variety of cosmetic products, this guideline
may not be applicable to certain types of products
(e.g., some products that are water-insoluble).

TIS 3795-2567 (2024)
Cosmetics - Microbiology
- Microbiological Limits

This guideline applies to all types of cosmetic
products for the assessment of microbiological
quality. Products deemed to have low
microbiological risk, as per ISO 29621, are exempt
from microbiological testing requirements.

TIS 3796-2567 (2024)
Cosmetics - Microbiology
- Detection of Specified
and Non-Specified
Microorganisms
 

This standard provides methods for detecting and
identifying microorganisms in cosmetic products
that can grow at moderate temperatures. While
specific microorganisms like Pseudomonas
aeruginosa, Escherichia coli, Staphylococcus
aureus, and Candida albicans are commonly
included, the list may vary by country.

To ensure product quality and consumer safety,
stakeholders should conduct a microbiological risk
assessment. Low-risk products, such as those with
low water activity, alcohol-based formulations, or
high pH, may be exempt from testing. Alternative
methods, like automated systems, may be used if
proven equivalent or suitable.
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Standards Introduction

TIS 3797-2567 (2024)
Cosmetics - Analytical
Methods - Nitrosamines:
Detection and
Determination of N-
Nitrosodiethanolamine
(NDELA) in Cosmetics by
HPLC, Post-Column
Photolysis and
Derivatization

This standard outlines a method for detecting and
measuring N-nitrosodiethanolamine (NDELA) in
cosmetics and cosmetic raw materials using high-
performance liquid chromatography (HPLC), post-
column photolysis, and derivatization. It excludes
the analysis of non-NDELA nitrosamines, non-
cosmetic products or raw materials, and
compounds with oxidative dyes. For potential
NDELA contamination or formation in products, ISO
15819 is recommended as an alternative testing
method.

TIS 3798-2567 (2024)
Cosmetics - Analytical
Methods - Validation
Criteria for Analytical
Results Using
Chromatographic
Techniques

This standard establishes criteria for verifying
analytical results obtained from cosmetic product
analysis. It also specifies the analytical methods
that laboratories can use to analyze samples
through chromatography techniques.

TIS 3799-2567 (2024)
Cosmetics - Analytical
Methods - Nitrosamines:
Detection and
Determination of N-
Nitrosodiethanolamine
(NDELA) in Cosmetics by
HPLC-MS-MS

This standard outlines the method for detecting an
determining N-nitrosodiethanolamine (NDELA) in
cosmetics and cosmetic raw materials. It can
neither be applied to the detection or
quantification of non-NDELA nitrosamines, nor be
used for non-cosmetic products or raw materials.

TIS 3800-2567 (2024)
Cosmetics - Sun
Protection Test Methods -
Water Immersion
Procedure for Determining
Water Resistance

This standard outlines a procedure for assessing
the water resistance of sunscreen products via
immersion testing. It applies to sunscreens that
protect against UV radiation through UV-
absorbing, reflecting, or scattering ingredients,
including water-removable additives. This testing
should be used alongside SPF determinations as
specified in ISO 24444.
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Standards Introduction

TIS 3801 Volume 1-2567
(2024) Guidelines on
Technical Definitions and
Criteria for Natural and
Organic Cosmetic
Ingredients and Products -
Part 1: Definitions for
Ingredients

This standard outlines guidelines for defining
natural and organic ingredients in cosmetics but
does not address product claims, safety, social or
economic factors, packaging, or legal
requirements. It also recognizes that some non-
natural ingredients may be necessary in
formulating natural and organic cosmetics.

A n v i s a ' s  C o s m e t i c s  T e c h n i c a l  C h a m b e r  L a u n c h e s  P l a t f o r m  f o r
K n o w l e d g e  S h a r i n g  |  2 5  O c t o b e r  2 0 2 4

The Cosmetics Technical  Chamber (Catec) has launched a new
website to faci l i tate the sharing of  technical  knowledge related to
personal  hygiene products ,  perfumes,  and cosmetics ,  support ing
regulatory and safety matters in the industry .

Regulated by Ordinance 199 (March 24,  2022) ,  the website provides
access to Catec's  structure ,  act iv i ty  reports ,  and approved
recommendations.  Coordinated by Anvisa’s  General  Management of
Cosmetics and Dis infectants ,  Catec organizes meetings to discuss
specif ic  topics ,  increasing social  part ic ipat ion in Anvisa 's  regulatory
decis ions.

The chamber includes 14 experts f rom academia,  research
inst i tut ions,  professional  associat ions,  and publ ic hospitals ,  serving
three-year terms to ensure safe access to personal  care products .

BRAZIL

https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2024/conheca-a-pagina-da-camara-tecnica-de-cosmeticos
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H e a l t h  A u t h o r i t y  W a r n s  o f  U n s a f e  P r o d u c t s  |  0 3  O c t o b e r  2 0 2 4

The Health Sciences Author i ty  (HSA) has issued an advisory about
health products ident i f ied by internat ional  regulators in September
2024 as containing dangerous,  prohibited ingredients .  This  warning
aims to inform the publ ic about potent ial  health r isks associated
with these products ,  which may impact local  consumers.  

Annex A provides a l ist  of  the affected products ,  whi le Annex B detai ls
the possible s ide effects of  the harmful  ingredients .  The HSA advises
indiv iduals who have consumed these products to seek medical
attent ion i f  they feel  unwel l .  Addit ional ly ,  consumers are encouraged
to avoid purchasing these products abroad and to exercise caut ion
when buying health products onl ine,  especial ly  f rom unfamil iar
sources.

The HSA also warns against  t rust ing products that make exaggerated
claims of  safety or  ef fect iveness.  For  managing health condit ions ,
indiv iduals should consult  a healthcare professional .  The author i ty
underscores the importance of  being vigi lant  in health product
purchases to safeguard publ ic health .

SINGAPORE

https://www.hsa.gov.sg/announcements/safety-alert/hsa-updates-on-products-found-overseas-that-contain-potent-ingredients-(september-2024)
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ISO 8536-13 :2024 - Infusion equipment for  medical  use — Part  13 :
Graduated f low regulators for  s ingle use with f lu id contact

 
IEC 80601-2- 49:2018/Amd 1 :2024 Medical  e lectr ical  equipment —
Part  2-49:  Part icular  requirements for  the basic safety and
essent ial  performance of  mult i funct ion pat ient  monitor ing
equipment — Amendment 1

 
ISO 14630:2024 - Non-act ive surgical  implants — General
requirements

ISO 7199:2024 - Cardiovascular  implants and art i f ic ial  organs —
Blood-gas exchangers (oxygenators)

 
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/TS 22583:2024 - Requirements and recommendations for
supervisors and operators of  point-of-care test ing (POCT)
equipment

ISO STANDARDS


