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HSA Consults on Proposed Regulatory 
Controls on Active Ingredients under 
Health Products Act 

Introduction 
 

On 17 July 2023, the Health Sciences Authority ("HSA") announced a public consultation on new 

subsidiary legislation under the Health Products Act 2007 ("HPA"), namely the proposed Health 

Products (Active Ingredients) Regulations 2023 ("Regulations"). 

 

"Active ingredients" are defined as ingredients that contribute to the intended function of the product, 

and are pharmacologically active substances that may be used to manufacture health products. At 

present, active ingredients are regulated under the Poisons Act 1938 (which imposes a licensing 

requirement on importers and wholesalers), and the Medicines Act 1975 (on application for certification). 

 

To ensure that active ingredients are consistently manufactured, stored and distributed in accordance 

with appropriate quality standards, HSA seeks to implement risk-based regulatory controls that will be 

streamlined and consolidated under the HPA by way of the Regulations. Further, the proposed 

Regulations will provide a fit-for-purpose and risk-based licensing framework for active ingredients that 

will be aligned with international standards. 

 

Once the proposed Regulations are implemented, the regulatory controls under the Poisons Act 1938 

and Medicines Act 1975 will no longer apply. Licensed importers and wholesalers will no longer need to 

hold a separate Form A Poisons Licence under the Poisons Act. 

 

In this Update, we examine the scope, overview, and licensing framework proposed in the draft 

Regulations. 

 

Scope 
 

The proposed Regulations will regulate active ingredients listed in The Schedule of the Regulations and 

which are useable as pharmacologically active constituents in the manufacture of (i) therapeutic 

products; (ii) cell tissue or gene therapy products that are not a result of only minimal manipulation of 

cell or tissue; and (iii) medical devices. 

 

At present, the list of active ingredients is yet to be confirmed. 

 

 

https://www.hsa.gov.sg/announcements/public-consultation/active-ingredients
https://www.hsa.gov.sg/docs/default-source/default-document-library/proposed-health-products-(active-ingredients)-regulations-2023.pdf
https://www.hsa.gov.sg/docs/default-source/default-document-library/proposed-health-products-(active-ingredients)-regulations-2023.pdf
https://www.linkedin.com/company/rajah-&-tann
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Overview 
 

Broadly, the Regulations cover: 

 

1. Prohibitions against the manufacture, import or supply of adulterated, counterfeit or 

unwholesome active ingredients. The importation or supply of an active ingredient that has been 

tampered with is also prohibited. 

 

2. Licensing, encapsulating: 

 
a. activities for which licences are required; 

b. persons exempted from licensing requirements; and 

c. requirements for obtaining the relevant licence. 

 

3. Duties relating to: 

a. storage and transport; 

b. import, export and supply; and 

c. specific licences. 

 

4. Issuing of certificates stating that: 

a. an active ingredient intended for export is compliant with specified standards; 

b. the manufacturer of an active ingredient has conformed with the Good Manufacturing 

Practice ("GMP") standard; and 

c. A distributor of an active ingredient has conformed with the applicable Good Distribution 

Practice ("GDP") standard. 

 

5. Provisions for routine inspections of premises used for the manufacture, supply and storage 

of active ingredients and conveyances used for the transport of active ingredients. 

 

Licensing Framework – Risk-based Approach 
 

With regard to licensing, the proposed Regulations take a risk-based approach by creating an activity-

based licensing framework for manufacturers, importers and wholesalers of active ingredients based on 

their risk profiles. 

 

Where active ingredients are used in health products for local clinical use, inspection and licensing 

controls will apply to all manufacturers, importers and wholesalers. Such companies will be inspected 

for compliance with the Pharmaceutical Inspection Co-operation Scheme (PIC/S) GMP Guide or HSA 

GDP standard. 

 

Where active ingredients are intended for non-clinical purposes (e.g. clinical research or use in animals), 

less stringent requirements will be imposed. For instance, manufacturers, importers and wholesalers 
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will be exempted from licensing requirements where the active ingredient is solely for use in a relevant 

health product that is intended to be used only in clinical research. However, HSA will reserve the rights 

to inspect as required. 

 

Concluding Words 
 

In response to the increasing complexity in the manufacturing and supply chain of active ingredients, 

the proposed Regulations seek to safeguard public health by streamlining and enhancing the relevant 

regulatory controls. The consultation will run from 17 July to 17 August 2023, and feedback may be 

provided to HSA here. 

 

If you have any queries on the above developments, please feel free to contact our team below.  
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Rebecca Chew 
Head, Medical, Healthcare & 
Life Sciences 
 
T +65 6232 0416 
 
rebecca.chew@rajahtann.com 
 
 
 
 

 

  

Lim Wee Hann 
Head, Medical, Healthcare & 
Life Sciences 
 
T +65 6232 0606 
 
wee.hann.lim@rajahtann.com 
 

   

   
  Please feel free to also contact Knowledge Management at eOASIS@rajahtann.com. 

 

https://form.gov.sg/64a51fa6fa84ce0011afaebe
mailto:rebecca.chew@rajahtann.com
mailto:wee.hann.lim@rajahtann.com
mailto:eOASIS@rajahtann.com
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Regional Contacts 
 
 

R&T Sok & Heng Law Office 

T  +855 23 963 112 / 113    

F  +855 23 963 116 

kh.rajahtannasia.com 

   

Rajah & Tann Myanmar Company Limited 

T  +95 1 9345 343 / +95 1 9345 346 

F  +95 1 9345 348 

mm.rajahtannasia.com 

   

 
Rajah & Tann Singapore LLP 

Shanghai Representative Office 

T  +86 21 6120 8818    

F  +86 21 6120 8820 

cn.rajahtannasia.com 

 

 
Gatmaytan Yap Patacsil Gutierrez & Protacio (C&G Law)  

T  +632 8894 0377 to 79 / +632 8894 4931 to 32   

F  +632 8552 1977 to 78 

www.cagatlaw.com 

   

 
Assegaf Hamzah & Partners 

 

Jakarta Office 

T  +62 21 2555 7800    

F  +62 21 2555 7899 

 

Surabaya Office 

T  +62 31 5116 4550    

F  +62 31 5116 4560 

www.ahp.co.id 

    

Rajah & Tann Singapore LLP 

T  +65 6535 3600   

sg.rajahtannasia.com 

 

 

R&T Asia (Thailand) Limited 

T  +66 2 656 1991    

F  +66 2 656 0833 

th.rajahtannasia.com 

   

 

Rajah & Tann (Laos) Co., Ltd. 

T  +856 21 454 239    

F  +856 21 285 261 

la.rajahtannasia.com 

  
Rajah & Tann LCT Lawyers 

 

Ho Chi Minh City Office 

T  +84 28 3821 2382 / +84 28 3821 2673    

F  +84 28 3520 8206 

 

Hanoi Office 

T  +84 24 3267 6127    

F  +84 24 3267 6128 

www.rajahtannlct.com 

 

Christopher & Lee Ong 

T  +60 3 2273 1919    

F  +60 3 2273 8310 

www.christopherleeong.com 

   

Rajah & Tann Asia is a network of legal practices based in Asia. 

 

Member firms are independently constituted and regulated in accordance with relevant local legal requirements. Services provided by a 

member firm are governed by the terms of engagement between the member firm and the client. 

 

This update is solely intended to provide general information and does not provide any advice or create any relationship, whether legally 

binding or otherwise. Rajah & Tann Asia and its member firms do not accept, and fully disclaim, responsibility for any loss or damage 

which may result from accessing or relying on this update. 
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Our Regional Presence 

 

 
 
 
 

Rajah & Tann Singapore LLP is one of the largest full-service law firms in Singapore, providing high quality advice to an impressive list of clients.  
We place strong emphasis on promptness, accessibility and reliability in dealing with clients. At the same time, the firm strives towards a practical 
yet creative approach in dealing with business and commercial problems. As the Singapore member firm of the Lex Mundi Network, we are able to 
offer access to excellent legal expertise in more than 100 countries.  
 
Rajah & Tann Singapore LLP is part of Rajah & Tann Asia, a network of local law firms in Cambodia, China, Indonesia, Lao PDR, Malaysia, 
Myanmar, the Philippines, Singapore, Thailand and Vietnam. Our Asian network also includes regional desks focused on Brunei, Japan and South 
Asia.    
 
The contents of this Update are owned by Rajah & Tann Singapore LLP and subject to copyright protection under the laws of Singapore and, through 
international treaties, other countries. No part of this Update may be reproduced, licensed, sold, published, transmitted, modified, adapted, publicly 
displayed, broadcast (including storage in any medium by electronic means whether or not transiently for any purpose save as permitted herein) 
without the prior written permission of Rajah & Tann Singapore LLP. 
 
Please note also that whilst the information in this Update is correct to the best of our knowledge and belief at the time of writing, it is only intended 
to provide a general guide to the subject matter and should not be treated as a substitute for specific professional advice for any particular course 
of action as such information may not suit your specific business and operational requirements. It is to your advantage to seek legal advice for your 
specific situation. In this regard, you may call the lawyer you normally deal with in Rajah & Tann Singapore LLP or email Knowledge Management 
at eOASIS@rajahtann.com. 


