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01 REGULATORY, PRICING, AND 
REIMBURSEMENT OVERVIEW

The key regulatory authority with jurisdiction over drugs, biological and med-
ical devices in Singapore is the Health Sciences Authority (HSA). It was estab-
lished on 1 April 2001 as a statutory board of the Ministry of Health under the 
Health Sciences Authority Act (Chapter 122C).

AUTHORISATION
Therapeutic products (including biological therapeutic products)
Subject to certain prescribed statutory exceptions, all therapeutic prod-
ucts including biological therapeutic products that are imported or sold in 
Singapore must be registered with the HSA. 

The HSA will generally register a therapeutic product if it is satisfied that: 
• the overall intended benefits to a user of the therapeutic product outweigh  

 the overall risks associated with the use of the therapeutic product; and
• the therapeutic product is suitable for its intended purpose and that any  

 risk associated with its use is minimised, based on its formulation, manu- 
 facturing process controls, specifications and shelf life, as well as its stability  
 under the recommended storage conditions.

The company seeking to market the therapeutic product in Singapore is 
responsible for obtaining product registration. This must be a locally regis-
tered company that will be responsible for the quality, safety and efficacy of 
the product. Therapeutic products must be marketed in accordance with the 
Health Products Act and the applicable subsidiary legislation.

For instance, the advertising of therapeutic products is subject to statutory 
and regulatory requirements and restrictions, such as:

• matters that must be excluded from advertisements of therapeutic products;
• restrictions on promoting therapeutic products for certain specified disea- 

 ses and conditions;
• the general prohibition against advertising prescription-only medicines;  

 and
• restrictions on the advertising of pharmacy-only medicines.

Biological therapeutic products are generally regulated in the same manner as 
other therapeutic products. 

1. What are the regulatory 
authorities with jurisdiction over 
drugs, biologicals, and medical 
devices in your country?

2.  What is the regulatory 
framework for the authorization, 
pricing, and reimbursement of 
drugs, biologicals, and medical 
devices?
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Dealers such as importers and wholesalers will need to obtain the relevant 
licence(s) from the HSA in order to import or supply by wholesale therapeutic 
products in Singapore. 

Medical devices
In general, all medical devices (including in vitro medical devices) must be 
registered with the HSA by a locally registered company, before they can be 
supplied in the Singapore market. This is subject to certain exceptions, such as 
for the following types of medical devices:

• custom-made medical devices;
• medical devices which have underwent maintenance or repair;
• medical devices for patients’ use;
• Class A medical devices; and
• medical devices to be used in clinical research.

The HSA classifies medical devices into four risk level classifications, namely: 
• Class A, for low risk devices, such as wheelchairs and tongue depressors;
• Class B, for low to moderate risk devices, such as hypodermic needles and  

 suction equipment;
• Class C, for moderate to high risk devices, such as lung ventilators and  

 bone fixation plates; and
• Class D, for high risk devices, such as heart valves and implantable  

 defibrillators.

The risk classification for a medical device is based on several factors, includ-
ing the duration of medical device contact with the body, the degree of inva-
siveness, whether the medical device delivers medicinal products or energy to 
the patient, whether the device is intended to have a biological effect on the 
patient, and its local versus systemic effects.

Similarly, in vitro medical devices are classified under one of the four differ-
ent risk level classifications:

• Class A, for devices with low individual risk and low public health risk,  
 such as specimen receptacles;

• Class B, for devices with moderate individual risk and/or low public health  
 risk, such as Vitamin B-12, pregnancy self-testing, anti-nuclear antibody,  
 and urine test strips; and

• Class C, for devices with high individual risk and/or moderate public  
 health risk, such as blood glucose. 

The classification of an in vitro medical device is determined based on a set 
of rules derived from those features that create risk, such as the intended 
purpose and indications for use as specified by the product owner; the tech-
nical, scientific or medical expertise of the intended user; the importance 
of the information to the diagnosis, taking into consideration the natural 
history of the disease or disorder including presenting signs and symptoms 
which may guide a physician; and the impact of the result to the individual 
and/or public health.

REGULATORY, PRICING AND REIMBURSEMENT OVERVIEW
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REGULATORY, PRICING AND REIMBURSEMENT OVERVIEW

PRICING AND REIMBURSEMENT
The prices of therapeutic products (including biological therapeutic products) 
and medical devices are generally not regulated by the Singapore government. 
However, public sector hospitals in Singapore generally purchase medicinal 
products through centralised Group Procurement Offices (GPOs) by way of 
tender contracts, and this operates in some way to regulate the prices of ther-
apeutic products and medical devices.

The national healthcare system in Singapore operates on mixed financing sys-
tem that provides multiple tiers of financing for its citizens and residents. Apart 
from direct subsidies for services and drugs at public healthcare institutions, 
the Singapore government also administers a number of drug subsidy schemes. 
These include the Medication Assistance Fund (see Chapter 1, Question 10) 
and the Standard Drug List, to ensure that eligible patients have access to effec-
tive medications for medical conditions that are common in Singapore.

THERAPEUTIC PRODUCTS (including biological therapeutic products) 
Registering a new therapeutic product generally involves the following steps 
(see the HSA’s Guidance on Therapeutic Product Registration in Singapore):

• pre-submission preparation/consultation;
• application submission;
• application screening;
• application evaluation;
• regulatory decision; and
• post-approval changes.

Pre-submission preparation
An application for new product registration can either be in respect of a new 
drug application (NDA) or a generic drug application (GDA). The GDA is gen-
erally available for a therapeutic product that contains one or more chemical 
entities that is essentially the same as a current registered product, in terms of its 
qualitative and quantitative composition of active ingredients, pharmaceutical 
dosage form and clinical indication. Follow-on biologic products, or biosimilar 
products, are not eligible for a GDA and are required to be submitted via a NDA.

The registration must undergo one of the following evaluation routes:
• Full route: applies to any new product that has not been approved by any  

 drug regulatory agency at the time of submission. 
• Abridged route: applies to any new or generic product that has been evalua- 

 ted by at least one drug regulatory agency. 
• Verification route: applies to any new or generic product that has been  

 evaluated and approved by one of the HSA’s reference drug regulatory agen-
 cies, including Australia’s Therapeutic Goods Administration, the European  

 Medicines Agency, Health Canada, the UK Medicines and Healthcare  
 Products Regulatory Agency and the US Food and Drug Administration. 

• Verification-CECA route: applies to any generic product manufactured in  
 India that has been evaluated and approved by one of the HSA’s 

3. What are the steps to obtaining 
authorization to develop, test, 
and market a product?
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reference drug regulatory agencies, including Australia’s Therapeutic Goods 
Administration, the European Medicines Agency, Health Canada, the UK 
Medicines and Healthcare Products Regulatory Agency and the US Food and 
Drug Administration.

Application submission
Application submission involves: (i) an online sub-mission of the relevant appli-
cation form through the HSA’s PRISM web portal; and (ii) the sub-mission of 
the technical dossier.

Application screening
The application will be screened to ensure that the correct application type has 
been selected and that the submitted dossier is complete. Where the HSA iden-
tifies deficiencies in the dossier, it will send a query stating the same to the 
applicant and put in place a stop-clock, which ends when the HSA receives a 
complete and satisfactory response.

Application evaluation
Upon acceptance of the application, the HSA will begin its evaluation. Similarly, 
a stop-clock starts when the HSA issues a query to the applicant and ends when 
the HSA receives a complete and satisfactory response.

Where necessary, the HSA may involve external evaluators (whose identities 
will be kept confidential), experts (such as scientists and clinicians from both 
local and overseas institutions) and advisory committees. The external evaluators 
and experts will be contractually bound to protect information provided to them.

Regulatory decision
The HSA will make a regulatory decision following the conclusion of its bene-
fit-risk assessment, based on the data submitted in support of the application.

The regulatory decision issued by the HSA will be one of the following: 
• Approval, i.e., the application satisfies the registration requirements for  

 quality, safety and efficacy. This is a final decision issued by the HSA.
• Approvable, i.e., the application can be approved subject to adequate  

 response to minor deficiencies. The HSA will inform the applicant of the  
 approval conditions, and the applicant will need to satisfy these conditions  
 within a specified time period.

• Non-approvable, i.e., the application has major deficiencies. The HSA will  
 inform the applicant of the deficiencies. Should the applicant wish to proceed  
 with the application, it should respond within the specified time period  
 based on the original data set submitted to the HSA.

• Rejection, i.e., the response provided by the applicant fails to address the  
 major deficiencies specified in the HSA’s non-approvable decision. This is a  
 final decision issued by the HSA.

Further, the HSA may register the product subject to post-approval commit¬-
ments, in which case the applicant will have to furnish a letter of commit¬ment 
setting out the undertakings concerned.

REGULATORY, PRICING AND REIMBURSEMENT OVERVIEW
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Post-approval changes
Following product registration, product registrants are responsible for ensur-
ing the product’s quality, efficacy and safety throughout its life cycle, and must 
notify the HSA of any changes to the same.

MEDICAL DEVICES
The risk classification of a medical device (see Chapter 1, Question 2) will 
affect its registration requirements and the evaluation route that applies to such 
registration. The relevant product evaluation route will also depend on wheth-
er the medical device has received reference agency approvals (if any) and the 
prior safe marketing history of the medical device (if applicable). 

For instance:
• Class A medical devices are generally exempt from product registration  

 requirements.
• Class B, C and D medical devices may have a complex registration process,  

 especially if the abridged, expedited, or immediate route is not available for  
 the device. Any medical device which has not obtained prior approval from  
 any of the HSA’s reference agencies at the point of application is subject to a  
 full evaluation. 

• Class B medical devices may qualify for immediate registration if the device  
 has obtained prior approval from any two of the HSA’s independent refe- 
 rence agencies for an intended use identical to that being submitted for 
 registration in Singapore and has been marketed for at least three years in  
 two of the independent reference regulatory agencies’ jurisdictions without  
 quality, performance, efficacy or safety concerns.

• Class C standalone medical mobile applications which are medical devices  
 may qualify for immediate registration if it has obtained prior approval from  
 at least one of the HSA’s independent reference agencies at the point of appli- 
 cation and has been marketed for at least three years in the independent  
 reference regulatory agency’s jurisdiction without quality, performance, effi- 
 cacy or safety concerns.

The medical device registration applications must be made as online sub-mis-
sions through the HSA’s MEDICS web portal. All information and documents 
submitted in support of the registration of Class B, C and D medical devic-
es must be compiled in the ASEAN Common Submission Dossier Template 
format.

The processing of the application differs depending on the product evalu-
ation route. For instance, Class B medical devices that qualify for immediate 
registration can be registered immediately and listed on the Singapore Medical 
Device Register within an hour.

The product registration fees for therapeutic products and medical devices 
vary, depending on the type or risk classification of the product and the eval-
uation route. 

4. What are the approximate
fees for each authorization?
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