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Legal/Guidance Documents:
A. Medical Device (Exemption) Order 2024
B. MDA/GD/0043 – Special Access Exemption Application

How to Submit Application :
A. Application form : Medcast
B. How to create Medcast Account : Medcast – Notification Creation
C. Administrative Fee : RM 300

Reference Documents:
A. Essential Requirement: Medcast form
B. Medical Practitioner’s Request Letter : Template
C. Post handling : Disposal Form

Contact Information:
· General Email: [ sa.cm@mda.gov.my ]
· Admin : Mohamad Aznil  | ☎ +603-82300 0247

Officers in Charge :
· Pn. Nur Maizura Bt Zarmani | ☎ +603-8230 0339  
· Pn. Aidahwaty Bt Ariffin | ☎ +603-8230 0364  


Importance Notice :
1. Please be advised that applications that do not meet stated criteria or lack proper justification will be rejected.
2. To qualify for Special Access Notification, all applicants must possess a valid establishment license, specifically as an Authorized Representative and Importer. 
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SPECIAL ACCESS
MEDICAL DEVICE

Medical device for use by medical
practitioners in emergency situations
or when conventional treatment has

failed, is unavailable or unsuitable.

Source - Medical Device (Exemption) Order 2024

CRITERIA

+ Emergency situations
with imminent threat
tolife

« Conventional medical
treatment has failed

+ Required medical
equipment unavailable
in Malaysia

+ Severeillness with
imminent death
prognosis

* Declared health
emergencies or
pandemic situations

WHENIT IS
USED

@ EMERGENCY
SITUATIONS

Immediate
intervention required
to save life or prevent
severe disability.

() COMPASSIONATE
USE

For patients with
serious conditions
where no alternative
therapies exist.

L STOCKOUT
PREVENTION

To address critical
shortages of essential
medical devices.

© ENHANCED
OUTCOMES

When superior
clinical results are
expected compared
to existing options.
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SPECI CCESS APPLICATION PROCESS

STEP 1: SUBMIT APPLICATION

Complete the Special Access Request
Form via Medcast online system.

Y

STEP 2: DOCUMENT VERIFICATION

Provide supporting documents,
including medical practitioner’s request

letter.

STEP 3: PAYMENT PROCESSING

Pay the required administrative fee
via the designated portal.

¥

STEP 4: REGULATORY REVIEW

The regulatory authority evaluates
the application based on information

given.
\

STEP 5: DECISION TIMELINE

Applications are typically processed
within [e.g,, 7-14 working days] of
complete submission.

¥

STEP 6: FINAL DECISION

Receive a formal decision letter.
Approved applications will be issued
via email.

O

VALIDITY PERIOD

Permits are generally valid
for [e.g., 6 months] or until
the authorized quantity is
imported, whichever
comes first.

AUTHORITY RIGHTS

The regulatory authority
reserves the right to request
further information, conduct

inspections, or revoke the

permit if the terms and
conditions are violated or
safety concerns arise.
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