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Executive Summary: Singapore’s Health Sciences Authority is inviting feedback on a draft guideline to 

help medical device importers and wholesalers comply with its new standard on good distribution 

practice. The earlier technical specification on this topic will be phased out by 2020. 

NEW SINGAPORE GUIDE WILL HELP IMPLEMENT DEVICE DISTRIBUTION STANDARD  

Singapore’s Health Sciences Authority has issued a new draft guideline to illustrate some of the 
approaches that companies can follow to implement and maintain a quality management system that 
conforms to the requirements of the Singapore Standard for Good Distribution Practice for Medical 
Devices – Requirements (SS GDPMDS). 

Compliance with the standard is mandatory for importers, wholesalers and third party service providers 
dealing with medical devices and they must obtain GDPMDS certification before submitting their 
licensing application. 

The SS GDPMDS is a new standard specifying requirements for a quality system for the handling, 
storage, delivery, installation, servicing and secondary assembly of medical devices. The standard was 
approved by the Biomedical Standards Committee on behalf of the Singapore Standards Council on Oct. 
13, 2016, and it was first published earlier this year, said May Ng, of Singapore-based medical device 
consulting company, ARQon. 

Before SS GDPMDS came into play, companies had been following – and still can follow – the technical 
specification TS-01(R2.1) on good distribution practice for medical devices, which will be phased out in 
three years. 
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But Ng told Medtech Insight that new companies entering the medtech distribution arena should use SS 
GDPMDS and not rely on TS-01(R2.1) as the latter will be scrapped by 2020. Existing companies, she 
suggested, should perform a “gap review” between SS GDPMDS and TS-01(R2.1) and prepare to transfer 
to the new Singaporean standard at the next available opportunity for GDP re-certification. 

She explained that the responsibility of undertaking the gap review rests with the “management 
representative” – a member of the management team that is appointed to undertake the ultimate 
responsibility of ensuring, among other things, that the processes needed for the quality management 
system are established, implemented and maintained. Also, the gap review should be on the agenda of 
top management, who are required to review the company’s quality management system at regular 
intervals to ensure it remains effective. 

In its draft guideline to support the implementation of SS GDPMDS, the HSA says that the appointment 
of the management representative should be documented, for example in the site master file or on an 
official appointment letter. A deputy can be appointed to undertake the necessary responsibilities in the 
absence of the management representative. 

Regarding management review, the draft guideline says that this should be undertaken at least once a 
year and the review records should contain, among other things, a description of any corrective or 
preventive action to be taken. 

The draft guideline also contains advice on: the types of records that companies need to maintain and 
their retention periods; personnel management; maintenance of premises and facilities; secondary 
assembly; traceability; dealing with counterfeit, adulterated, unwholesome or tampered medical 
devices; handling complaints; undertaking field safety corrective actions; carrying out internal audits; 
and outsourcing of activities. 

Overall, Ng thinks that the draft guideline is a useful document for the industry as it supplements SS 
GDPMDS. 

Stakeholders have until June 9 to comment on the draft guideline in the prescribed format. The 
comments have to be submitted to hsa_certification@hsa.gov.sg. 
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