ENGAGEMENT WITH IVD
ESTABLISHMENTS &
SURVEY ON IN-VITRO
DIAGNOSTIC ISSUES
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Possible Ways to Register IVD Analyzer

\ Analyzer in combination with the
i reagents, calibrators, controls, buffer/

Interdependent Analyzer - with
condition as below

Remark: For any inquiry please email to ivd.registration@mda.gov.my
Updated: November 2023




Analyzer only/ without
reagents

Follow
Reagent Class

Ex: Clinical Ex: reagent assa
Chemistry ' + d%luent g Reagent

analyzer *Class B/C/D

Analyzer

*with/without )
Sample Follow intended

Measurin
J (Collection tube) purpose of

function Ex: Blood (Black Top analysis
Analyzer Tube (Vac-Tec) Ex: Class B

Ex: ESR analyzer

Independent

* Note: Sample (collection tube) not compulsory to be included to determine the classification for
registration. It just for example to explain on possible ways for analyser focus for independent analyser.




Low risk class

Possible ways of registering IVD staining kits

Specimen collection

Microscopy (Staining

kits/solutions)

Example: Gram stain, Acid
fast stain, Methylene blue

¥

Culture method

Example: Chromagar Candida
Agar, Chromagar MRSA, BHI
Broth

w

Rule 5 Class A

For staining microorganisms
to facilitate visualization of
structures and/or other
intra/extracellular elements in
biological tissues

Further examinations may be
necessary to reach a definitive
diagnosis.

v

Molecular Method

Serology Method

Example: PCR

Example: Ag, Ab detection

PLEASE TAKE NOTE:

Rule 6 Class B/Rule 3 Class C

Immunohistochemistry (IHC)
staining classification is Class
BorC

Rationale:

IHC is used to detect the
presence of specific protein
markers that can assist with

accurate tumor classification
and diagnosis.

Updated: 22/2/2024




 Possible Ways of Registering Microbiological Culture Media

GENERAL

Class B, Rule 6 Class C, Rule 3

Biochemistry * Diarrhoea (E. coli) . Ha?morrhagic Diarrhoea (E. coli EHEC

media . Par.:::sitic infection: Candidiasis (C. stam)_ s : :
albicans) * Parasitic infection: Toxoplasmosis (7.

Motility media e Urinary tract infection (UTI) that can gondii)

= be caused by E. coli / C. albicans / * Meningitis (N. meningitidis)

Transport media Klebsiella sp. * Pneumonia (S. pneumoniae / MRSA)

Growth media ® Sexually Transmitted Disease (N.
gonorrhoea)

Notes:

*Examples given above considered as non-exhaustive.

*Classification of microbiological media can be based on the intended use & type of the microbiological media
(i.e. general or specific), on microorganisms and severity of the diseases causes by the microorganisms.

Updated 22/2/2024




New information and announcement in MDA Portal (httpSYAMaavzmea.gov.my)
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https://www.mda.gov.my/

N\
MoH Guidelines HIV Self—screent (HIVST) medical
devices

 MoH just released Guidelines HIV Self-screening Test In Malaysia.
----The guidelines explain the program's implementation requirements,
objectives, target groups, test kit criteria and standards, as well as
procedures for performing HIV self-tests.

« Risk Classification for HIV self-screening Test (HIVST) will be Class D,
Rule 1
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Surat Pekeliling Ketua Pengarah Kesihatan Malaysia Bil 14/2023

HKETUA PFPENGARAH KESITHATAN MALAYSIA
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SURAT PEKELILING KETUA PENGARAM KESIHATAN MALAYSIA
S 15 /2023 : GARIS PANDUAN PELAKSANAAN UJIAN SARINGAN HIV
KENDIRI DI MALAYSIA

1. TOIUAN

Surat Peikeliing Kotua Pengarah Kesihbatan Malaysia B 1S/2023 ind bectujuan
untuic MmMenarangikan dasar dan gars panduan paldaksansnsn ien sacrngan HBNY
kKendin o Malaoysans

=. LATAR BELAKANG

2.1 Pengeaesanan rmealul ujian sanrmsgan mesupaican langkah utorrsa untulk
mengurangkan penuliaran kes HI'V baru. Folaksanaan ujian sanngan
HIV kendinm tedah diperakun di peningkat arntarabangs a dan disacrasykcan
olalnh Periubunan Kesihatan Sedunia (VWHO ) semenjak tabwn 2016
metaiul Consofidatedd Guiidelivraes o Y testineg Ssevwvioes

Salar dengan saracan YWHO i, pelsksansan o) an saringan MV
kencri o Malaysia Dertuguaan untiuk rmeeningcascan aikcses uian MV
Kepada golongan DeErsiao Ingoy Rhususny's golicnmgasn mudsa odan
paasaargan merelka disamping merupascan opsyen tambahaan kepada
parschictmatan uilian sarngan HIV yang sedia ada




MDA GUIDANCE DOCUMENT FOR PLACING H \ TEST (HIVST) KIT

IN MALAYSIA MARKET l\@‘s‘“

Scenario A, is for HIVST that has obtained premarket approval from recognized
countries,.

-conduct conformity assessment by way of verification according to MDA Circular
Letter No. 2/2014

Scenario B is for HIVST that has NOT obtained any premarket approval from recognized
countries.

-Applicant needs to go to testing facility for performance test,
l.e. Institute Medical Research (IMR) or any accredited local institute/laboratory

-conduct FULL conformity assessment according to Third Schedule of Medical Device
Regulation 2012

CAB with IVD 0201 and 1VD 0403 code.




Placement Of HIV Self-test (HIVST) Kit In'Malaysia Market

MDA/GD/OOGS
19 February 2024
First Edition

PLACEMENT OF HIV SELF-TEST (HIVST) KIT IN MALAYSIA
MARKET
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Update on Covid-19 application registration requirements.
Updated : 10 Mei 2024

PEMBATALAN SURAT PEKELILING PIHAK BERKUASA PERANTI PERUBATAN (PBPP) BIL
ADAN PENILAIAN

1/2022: PENGEC
PEMATUHAN (CA

MDA ingin memaklumkan bahawa Si
Anggota PBPP Bil 1/2024.

Surat Pekeliling PBPP Bil 1/2022 me
737) bagi pendaftaran kit ujian COVI(

Sehubungan dengan pembatalan sur
(CAB) samada secara verifikasi atau |

Kit ujian yang melalui proses penilaia
Requirements for Quality and Compete

Pengumuman ini juga selari dengan |
Badan Penilaian Pematuhan (CAB) K(

Sekian, terima kasih
Ketua Eksekutif
Pihak Berkuasa Peranti Perubatan

1 April 2024

STARTING 10 MAY 2024: ALL COVID 19
APPLICATION (VERIFICATION or FULL
ASSESSMENT WILL NOT REQUIRED EVALUATION
TESTING FROM LOCAL TESTING FACILITY -
SUFFICIENT CLINICAL REPORT FROM THE
MANUFACTURER.

REF: MINIT MESYUARAT PERBINCANGAN KEPERLUAN PERMOHONAN PENDAFTARAN COVID-19 IVD TEST KIT
10 Mei 2024 bersama Ketua Eksekutif MDA

ing dibuat di dalam Mesyuarat

:a Peranti Perubatan 2012 (Akta

Badan Penilaian Pematuhan

viedical Laboratories,

a5 Penilaian Pematuhan Oleh
hb julai, 2023.




A new announcement will be uploaded in MDA website — The
details will be further elaborate in the announcement. Please be

vigilance to our MDA Portal for updates.

https://portal.mda.gov.my/index.php/industry/medical-device-registration/medical-device-
registration-information
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PRE-MARKET MEDICAL DEVICE REGISTRATION

({ IN-VITRO DIAGNOSTIC (IVD) MEDICAL DEVICE))

Title Version
Number
MDESGDOD0E First Edition
MDA GO Second Edition
MDAAG D05 Second Edition
[] MDASGDAO0D 26 Sixth Edition
L [] MDASAGZDAO0D0 2 First Edition
C e B MDEA G OO0 First Edition
First BEditicn

Fourth Edition

Medical Device Specific Requirements

MDASGD 0055 First Edition

Published
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THANK YOU

Any inquiries, kindly email to:
Email Address:
Ivd.reqistration@mda.gov.my

Registration Unit .: 03-8230 0376
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