TEMPLATE MEDICAL PRACTITIONER’S REQUEST LETTER 
- To be printed on the healthcare facility's letterhead-

[Date]
[bookmark: _GoBack]To:
Medical Device Authority
Ministry of Health.
Subject: Justification for Special Access Request and Statement of Undertaking
Dear Sir/Madam,
I, hereby submit a formal request for special access to the unregistered medical device as follows :
Device Name (as per device label)	:
Brand :
Quantity :
Justification (in brief):
	(1) Diagnosis / Medical Condition:
	

	(2) Treatment / Procedure that involve:
	

	(3) Reason why these products are to be exempted:
	

	(4) Reason not used alternative treatment / or with current registered device :
	

	(5) Training provided for the user :
	


As the requesting medical practitioner, I undertake the following responsibilities:
1. The requested medical device will be used solely for the purpose outlined in this letter.
2. Under the provisions of Section 43 [Act 737], I will ensure that the medical device is used in a safe and appropriate manner, or I will provide the necessary supervision during its use.
3. I will report any adverse events or safety concerns to the Authority immediately, as required under the Medical Device (Duties and Obligations of Establishments) Regulations 2019.
I acknowledge that MDA does not assess the Technical File safety and performance of the device during the application review. Consequently, the responsibility for prescribing an unregistered medical device lies with the qualified healthcare professional. It is also the duty of the qualified healthcare professional to ensure that the patient provides informed consent before undergoing treatment.
Thank you for considering this request. 
Yours sincerely,
(Signature)
Dr. [Full Name]
[Professional Title]
[Medical Registration Number]
[Official Stamp]


