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ENGAGEMENT WITH IVD 
ESTABLISHMENTS & 

SURVEY ON IN-VITRO 
DIAGNOSTIC ISSUES
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Latest updates on IVD 
registration 

requirements.
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Possible Ways to 

Register IVD Analyzer

Updated on: 

November 2023

Placement Of HIV 

Self-test (HIVST) Kit 

In Malaysia Market

Updated on: 

19 February 2024 

Possible ways of 

registering IVD 

staining kits.

Updated on: 

22 February 2024

Possible Ways of 

Registering 

Microbiological 

Culture Media

Updated on:

22 February 2024

Update on Covid-19 

application registration 

requirements.

Updated on:

10 Mei 2024
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1. Analyzer only/ without 

reagents
Class A

2.
Analyzer
Ex: Clinical 

Chemistry 

analyzer

Reagent
Ex: reagent assay 

+ diluent 

Follow 

Class 

Reagent
*Class B/C/D

3.

Independent 

Measuring 

function 

Analyzer
Ex: ESR analyzer

*with/without 

Sample 

(Collection tube)
Ex: Blood (Black Top 

Tube (Vac-Tec)

Follow intended 

purpose of 

analysis
Ex: Class B

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

https://www.mda.gov.my/
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MoH Guidelines HIV Self-screening Test (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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• 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,

i.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 IVD 0403 code.

MDA GUIDANCE DOCUMENT FOR PLACING HIV SELF-TEST (HIVST) KIT 
IN MALAYSIA MARKET (MDA/GD/0065)
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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
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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 PERMOHONANPENDAFTARANCOVID-19 IVD TEST KIT
10 Mei 2024 bersama Ketua EksekutifMDA
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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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RECAP
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THANK YOU
Any inquiries, kindly email to:

Email Address: 

ivd.registration@mda.gov.my

Registration Unit .: 03-8230 0376

mailto:registration@mda.gov.my

