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PREFACE 

R2.2 ►This document is intended to provide general guidance. Although we 

have tried to ensure that the information contained here is accurate, we do 

not, however, warrant its accuracy or completeness. The Health Sciences 

Authority (HSA) accepts no liability for any errors or omissions in this 

document, or for any action/decision taken or not taken as a result of using 

this document. The information contained in this document should not be a 

substitute for professional advice from your own professional and healthcare 

advisors. ◄  

 

 

CONTACT INFORMATION 

Email (post-market submissions): hsa_medical_device@hsa.gov.sg 
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*Where applicable, changes and updates made in each document revision are annotated with 
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1. INTRODUCTION 

1.1. Purpose 
This document provides guidance for keeping of distribution records related to 

medical devices. 
 
 

1.2. Background 
Traceability is not only a requirement of an effective quality system but also 

the requirement of regulatory bodies around the world. Keeping proper and 

appropriate distribution records is an important component of ensuring 

traceability of products in the market. 
 
 

1.3. Scope 
This document is applicable to all persons who register, manufacture, import 

and supply by wholesale medical devices in Singapore. 

 
 

1.4. Definitions 
Nil. 
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2. WHO IS RESPONSIBLE FOR KEEPING DISTRIBUTION RECORDS? 

The registrant, manufacturers, importers, wholesalers (including exporters) 

are each required to:-  

• establish and implement documented procedures for distribution records; 

• maintain a distribution record of each medical device. 

 

Distribution records are to be maintained for all medical devices, including low 

risk medical devices that are exempted from product registration. 

 
 

3. WHY KEEP DISTRIBUTION RECORDS? 

Keeping distribution records will facilitate the accountability and traceability of 

a medical device. This ensures that the medical device distribution channels 

in Singapore, including medical device exports from Singapore, are 

identifiable. 

 

Distribution records of the medical devices are required to:- 

• expedite any recalls of batches of the medical devices; 

• identify the manufacturer of each batch of the medical devices; 

• identify where each batch of the medical devices is supplied. 
 
 

4. WHAT IS THE INFORMATION REQUIRED? 

The distribution record should contain sufficient information to permit 

complete and rapid withdrawal of the medical device from the market, where 

necessary. 

 

Information may include:- 

• name and address of initial consignee; 

• identification and quantity of medical devices shipped; 

• date shipped; 
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• any control number(s) used, including lot / batch / serial number of the 

medical device. 
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5. HOW LONG TO KEEP RECORDS? 

The distribution record maintained with respect of a medical device should be 

retained for the longer of one of the following:- 

• the projected useful life 1  of the medical device as determined by the 

product owner; 

• two years after the medical device is shipped. 

 

For medical devices that are imported for export only, it is two years after the 

date the medical device is shipped out of Singapore. 

 
 

6. HOW TO KEEP RECORDS? 

Distribution records should be maintained in a manner that will allow their 

timely retrieval. 

 

 

7. RECORDS OF IMPLANT 

The distribution record maintained should also contain a record of the 

information of the implant when supplied by a healthcare facility. 

 
 

 

 

 
1 The projected useful life of a medical device may be based on technical, legal, commercial 
or other considerations. Product owners may refer to R3 ► ISO 13485:2016 – Medical 
devices – A practical guide ◄ for some of the considerations when defining the lifetime of 
their medical device. 



 

 

Contact Information: 
 
Medical Devices Cluster  
Health Products Regulation Group 
Health Sciences Authority 
 
11 Biopolis Way, #11-03 Helios 
Singapore 138667 
www.hsa.gov.sg 
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