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Agenda 

1. Guidance available? 

2. Documentation  

3. MedC@st 
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Guidance documents 

• Good Distribution Practice for Medical Device 
(GDPMD) 

• How to Apply for Establishment License 
Under Medical Device Act 2012 (Act 737)  

• Guidelines on Medical Device Registration 
Under Act 737  

• Medical Device Guidance Document - 
Guidance on The Product Grouping  

• Guidance Documents on In Vitro Diagnostic 
(IVD) Medical Device  
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Documentation for medical device 
registration 

Class  Document to be submitted 

Class A Only DoC  

Class A (S) 
Report/cert on the validation of 

sterilization process and DoC  

Class A (M) 
Report/cert on the validation of 

measuring function and DoC  

Class B 
CSDT and its supporting 
documents and DoC 

Class C 
*CSDT and its supporting 

documents and DoC 
Class D 

A
 

B
 

C
 

D
 

R I S K 
Comprehensiveness of the information required *Clinical evidence is a must 
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• The form is divided into 8 
parts  

• Information & supporting 
documents must be 
provided as required in the 
form. 

• Supporting document should 
be in PDF format and the 
size should not exceed 15MB 

Medical Device Registration Form 

General Information on Medical Device 

Information on Manufacturer of Medical 
Device 

Grouping of Medical Device 

Common Submission Dossier Template 
(CSDT) & supporting documents 

Post-Market Vigilance History 

Declaration of Conformity 

Attestation for Medical Device 
Registration 

http://www.mdb.gov.my/medcast  

http://www.mdb.gov.my/mdb/index.php?option=com_content&task=view&id=184&Itemid=50
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http://www.mdb.gov.my/medcast/login/ 
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Annex 1 MD 
Regulations 

Classification Rules 



11 / 
28-Feb-14 



12 / 
28-Feb-14 



13 / 
28-Feb-14 



14 / 
28-Feb-14 

GMDN 
Global Medical Device Nomenclature (GMDN) is a 
system of internationally agreed generic descriptors 
used to identify all medical device products.  

The 12 categories in the GMDN (Global Medical Device Nomenclature) Code 
table are: 
Code Term 
01 Active implantable devices 
02 Anaesthetic and respiratory devices 
03 Dental devices 
04 Electro-mechanical devices 
05 Hospital hardware 
06 In vitro diagnostic devices 
07 Non-active implantable devices 
08 Ophthalmic and optical devices 
09 Reusable instruments 
10 Single use devices 
11 Technical aids for disabled persons 
12 Diagnostic and therapeutic radiation devices 

 
 

http://en.wikipedia.org/wiki/Medical_device
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GMDN 
• The Global Medical Device Nomenclature (GMDN) is an 

international nomenclature system used by regional or 
national regulatory bodies to consistently describe medical 
devices. GMDN codes are used to assist in the: 

 consistent assessment of devices before they are approved 
for supply  

 ongoing monitoring of devices once they are available for 
supply.  
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HS Code 

• The Harmonized Commodity Description and Coding System 
or the Harmonized System (HS) is an international 
nomenclature (at 6 digit level) developed by the World 
Customs Organisation (WCO) for the classification of goods 

• HS is a multipurpose product nomenclature with uses that 
range from tariff collection and trade statistics compilation 
to trade negotiations, determination of origin of goods and 
monitoring of controlled goods. 
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Grouping of medical device 
Information on grouping of medical device to be registered; 

The grouping should be done in accordance to the Rule of Grouping as 
stipulated in 2nd Schedule of the Regulation; 

• Single 

• System  

• Family 

• Set 
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• Executive summary 

• Relevant essential principles and rule used to demonstrate 
conformity 

• Description of medical device 

• Summary of design verification and validation documents 

• Pre-clinical studies 

• Software validation studies 

• Medical device containing biological material 

• Clinical Evidence 

• Use of existing bibliography 

• Medical device labelling 

• Risk analysis 

• Manufacturer information 

Essentially the CSDT 
contains the elements 
of the GHTF  STED  

CSDT and its supporting documents 
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Post-market vigilance history 

Information on the history of post-market 
vigilance; 

• Recalls status 

• Reportable adverse incidents 

• Banning or restriction of the medical device in 
other countries 

• Pro-active post-market surveillance study 
conducted 
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 Post-Market : Surveillance & Vigilance  
• The pro-active collection of information on the quality, safety and 

performance after the Medical Device is placed on the market. 

Vigilance 
(Adverse Event 

Reporting) 

Post Market 
Surveillance 

Post-Market Surveillance Information 
is used for: 
• injury prevention 
• product improvement 
• development of standards 
• regulatory refinement 

Why is it important? 
Limitations in premarket assessment 
 understanding the risks & hazards 

associated with the device. 
 timely intervention by the Authorities to 
 safeguard public health. 
= an effective form of regulatory oversight 



25 / 
28-Feb-14 

Hospitalisation  
due to serious injury 

Life-threatening 

Adverse Events 
Reportable Adverse Event / Criteria 
1. an event has occurred 
2. the device is associated with the 

event 
3. the event led to death, or serious 

injury of a patient, user or others. 
4. or no death or serious injury but if AE 

recurs, it may cause death or serious 
injury. 

Disability/ 
incapacity 

maintain record of import and supply 
(GDP) 

maintain records of complaints (GDP) 
 report AE to Health Authority (HA) 
notify HA on FSCAs and product recalls. 

Death 
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Declaration of conformity 

• An attestation of conformity to the EPSP and 
compliance to the requirements to the Act 
and its regulation. 

• Pre-requisite for medical device registration. 

• The preparation of DoC should be in 
accordance to Appendix 3 of Schedule 3 in 
Medical Device Regulation 

• The DoC need to be signed and uploaded in 
the system 
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Malaysia 
DoC 



31 / 
28-Feb-14 

Attestation 
for MD 
Registration 
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Registration of medical device 

• Upon approval by the Authority and the 
payment of fee, the medical device will be 
registered in the Medical Device Register for 
the period of 5 years (Section 8 of Act 737 and Reg. 6(2) of 

Medical Device Regulation 2012) 

• The registration number will be assigned and 
the certificate of registration will be issued 
(Section 7(1) of Act 737) 

• The conditions of medical device registration 
will be imposed (Section 8 of Act 737) 
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QUESTIONS? 

Thank you for 
your attention 


