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This Pharma Legal Handbook answers essential questions about the legal and 
regulatory environment in 8 countries.

Prepared in association with leading local and international law firms and 
consultancies, it is a must-have for any company operating in/or looking to enter 
these niches in any of these countries.

PharmaBoardroom is not responsible for any mistakes contained within this publication. For specific advice on any legal issue, please contact a qualified 
professional.

Copyright: All rights reserved. No part of this publication maybe reproduced in any form or by any means, whether electronic, mechanical or otherwise including 
photocopying, recording or any information storage or retrieval system without prior written consent of PharmaBoardroom. While every attempt is made to ensure the 
accuracy of the information contained in this report, neither PharmaBoardroom nor the authors accept any liabilities for errors and omissions. Opinions expressed in 
this report are not necessarily those of the authors.

Regulatory, Pricing and 
Reimbursement Overview

* THIS REPORT WAS ORIGINALLY PUBLISHED IN OCTOBER 2019 AND THE INFORMATION CONTAINED WITHIN IS SUBJECT TO CHANGE.
**LAST UPDATE: NOVEMBER 2021
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This chapter about Regulatory, Pricing and Reimbursement in China was published in 
association with:

* THE CHAPTER ABOUT CHINA WAS FIRST PUBLISHED IN DECEMBER 2018 AND THE INFORMATION CONTAINED WITHIN IS SUBJECT TO CHANGE.
** LAST UPDATE: NOVEMBER 2022

Founded in 1993 and one of the most prestigious law firms in the region, Fangda Partners has over 700 lawyers. We serve 

a wide variety of major clients – including large MNCs, global financial institutions, leading Chinese enterprises and fast-

growing Hi-tech companies – on an extensive range of commercial matters through our network offices in Beijing, Guangzhou, 

Hong Kong, Shanghai and Shenzhen, offering PRC law and Hong Kong law. 

We are the firm of choice for clients’ most challenging transactions and legal issues in many practice areas. Since we were 

founded, we have advised on some of the largest and most complex corporate and finance transactions in China, the region 

and globally. We have also assisted our clients with many renowned and complex cases and arbitrations, and compliance 

and government investigations in the region.

Our service to clients is premised on the dual foundations of strong local law capabilities and a global business outlook. Our 

lawyers are qualified in many jurisdictions, including the People’s Republic of China, Hong Kong SAR, England and Wales, the 

United States, Singapore and Australia.

Our understanding of the laws and processes in major jurisdictions around the world enables us to advise our clients 

effectively on the largest and most complicated cross-border matters in China and elsewhere. Our strengths have been 

widely recognized by our clients and peers. Chambers has commented on our cross-border capabilities in the following terms 

– “outstanding quality of its lawyers”, “high level of service that is comparable to international firms”, and “strong global 

outlook”.
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tion.  He was graduated from University College London and 
Fudan University, and was admitted in the PRC.

Mr. Shin leads the healthcare practice of the firm’s corporate 
group. His experience in the sector includes major transactions 
in the sub-areas of pharmaceuticals, medical devices and medical 
services, as well as routinely offering advice to clients on regula-
tory developments in issues at the forefront of this area of law.  
Josh is regularly called on to offer comprehensive legal advices to 
MNCs and biotech start-ups on issues arising from daily oper-
ations to cover pipeline induction, clinical development, HGR 
administration, commercialization, patient programs, interaction 
with interest groups, etc., and was commissioned de facto general 
counsel roles in certain companies to oversee their legal estab-
lishment.  He was mentioned as leading lawyer for healthcare by 
Chambers and Partners – Asia Pacific 2019 through 2021, and 
as leading individual for life sciences by Legal 500 2020 & 2021.

Tel: +86-21-2208 1109
Email: jshin@fangdalaw.com
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Ms. Muriel He specializes in regulatory compliance, general cor-
porate, private equity investment, venture capital and mergers & 
acquisitions, with a strong track record in various industry sec-
tors such as pharma, life science, healthcare and TMT.

Ms. He is routinely representing such multinational corporations 
as AstraZenca, Novartis, GE, MSD, GSK, Sanofi, Schlumberger, 
Boehringer Ingelheim, Biogen, Cstone, Assembly, Astellas, 
Mylan, Siemens, Catalent, Allergan, Hologic, SHIRE, FERRING 
and Tosh in various legal matters including general corporate, 
acquisitions and joint venture formation, regulatory compliance, 
intellectual property and corporate restructure.

Ms. He’s experience on product license/collaboration in the life 
science and healthcare areas include: representing AstraZeneca 
in granting to BioKangtai the exclusive license in China with 
respect to the AZD1222, an adenovirus vector-based COVID-19 
vaccine initially developed by Oxford University, representing 
Beigene in its granting of exclusive commercialization rights 
relating to the pipeline (PD-1) monoclonal antibody BGB-A317 
to Celgene, represented Boehringer-Ingelheim in its collabora-
tion with Shanghai International Medical Center with respect to 
Consanas Rehabilitation Center.

Tel: +86 21 6263 5863
Email: muriel.he@fangdalaw.com

MURIEL 
HE 
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Several governmental agencies are responsible for the administration of drugs 
(including biologicals) and medical devices, including the following key 
players:

• The National Medical Product Administration (“NMPA”), formerly 
known as the China Food and Drug Administration, which is responsi-
ble for issuing marketing authorizations of drugs and medical devices and 
monitoring product quality. 
• The National Health Commission (“NHC”), which is responsible for the 
overall guidance of healthcare reform, administering China’s Essential Drug 
List (“EDL”) and managing the drug tendering and procurement policies.
• The Ministry of Human Resources and Social Security (“MOHRSS”), the 
authority that takes the lead in formulating the National Drug Reimbur-
sement List (“NRDL”).

Drugs
Key Regulations
The fundamental pieces of legislation for the pharmaceutical industry 
are the Drug Administration Law and the Implementing Rules of Drug 
Administration Law. In addition, the NMPA has issued a wide range of oth-
er regulations and implementing measures to regulate the pharmaceutical 
industry.

Authorization
Steps to obtain the marketing authorization for drugs are mainly set out in the 
Drug Registration Administrative Measures. In general, all new drug candi-
dates must go through four steps before being marketed: pre-clinical research, 
application for clinical trial of an investigational new drug, clinical trials and 
new drug application.

• Pre-clinical research of a drug candidate must be conducted in accord-
ance with the Good Laboratory Practices (“GLP”).
• After completing the pre-clinical research, a clinical study sponsor 
must obtain approval for clinical trials from the NMPA’s Centre for Drug 
Evaluation (“CDE”) to conduct clinical trials on the investigational new 
drug. In July 2018, the NMPA promulgated a new rule that if an applicant 
for clinical trials does not receive any negative opinions from the CDE 
within 60 days after the date on which the application was accepted, the 
clinical trials may be initiated and conducted in accordance with the pro-
tocols previously submitted to the CDE in the application.

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?

REGULATORY, PRICING AND REIMBURSEMENT 
OVERVIEW
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• After obtaining the approval of a clinical trial, the sponsor shall conduct 
the clinical trial at Good Clinical Practice (“GCP”) certified institutions. 
Clinical trials are divided into Phase I, Phase II, Phase III and Phase IV, of 
which Phase IV refers to post-marketing clinical trials.
• Upon completion of the Phase III clinical trial, the sponsor may submit a 
new drug application for approval to manufacture and launch such inves-
tigational new drug.

Pricing
• Terminal Units of Non-Public Hospitals 
The price of drugs was previously regulated under a scheme of maximum 
retail price (“MRP”) of drugs set by the government, which was abolished 
(except for narcotic and certain psychotropic drugs) in June 2015. 

• Public Hospitals 
- Centralized Drug Procurement Program. Competitive bids shall be 
used to purchase medications and be carried out by local governmental 
authorities on a province-by-province basis under the central coordina-
tion of NHC. Public hospitals used to be allowed to mark-up drugs by 
around 15% above procurement prices. This policy has been replaced 
with the “zero-mark-up” (i.e., no-profit, the drug price that a hospital 
charges the patient should be the same as it pays to the drug suppliers) 
policy in July 2017.
- Volume-Based Procurement. The National Healthcare Security 
Administration (“NHSA”) will directly negotiate with pharmaceuti-
cal companies about drug supply for public hospitals and strive to get 
favourable terms by insisting on bulk purchasing. The participant with 
the lowest tender price will be the bid winner. By securing the purchase 
price at the terminal end, the cost at each distribution phase upwards 
will be reduced, which ultimately leads to an end lower price. 

Reimbursement
In terms of reimbursement for the cost of drugs, China’s medical insurance 
system was first adopted in 1998 and has now been gradually expanded to 
provide coverage for most of the population in China. Individual participants 
of the national medical insurance program and their employers (if any) are 
required to contribute to the medical insurance funds by paying an insurance 
premium monthly. Medical insurance program participants are eligible for 
full or partial reimbursement of the cost of medicines included in the NRDL, 
which contains over 2,000 Western and Chinese medicines that are divided 
into Class A and Class B drugs. Class A drugs typically include low-priced 
and clinically necessary drugs that can be fully reimbursed, and the Class B 
drug catalogue typically includes higher-priced or new drugs that generally 
require the patients to assume 10-40% of the drug’s total cost. 

The latest NRDL issued in 2020 includes a total of 2,800 drug products, 
of which 1,264 are Western medicines and 1,315 are proprietary Chinese 
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medicines. Two hundred and twenty-one (221) drug products are NHSA 
negotiation-based drugs which will be supplied at an agreed low price during 
the term of the applicable purchase agreement. Each province may formulate 
its own Provincial Drug Reimbursement List based on the NRDL and sub-
ject to certain restrictions and procedures, but it is likely that the provincial 
version of the Reimbursement Drug List may be abandoned in the future. 

Medical Devices
Key Regulations
The fundamental legislation for the medical devices industry is the Medical 
Device Supervision and Administration Regulations. A wide range of other 
regulations and implementing measures have been issued by the NMPA to 
guide the medical devices industry.

Authorization
Under the Medical Device Registration Administrative Measures, devices can 
be categorized into Class I, Class II and Class III devices. Class I devices are 
simple devices that are exempted from clinical trials and are administered 
through a record-filing system. Class II and Class III devices are more com-
plex devices with medium or high risks, and their safety should be evidenced 
by clinical trials (unless being on the list of devices exempted from clinical 
trials) and the devices shall be registered with the NMPA before entering the 
market.

Pricing
There is no MRP scheme in the medical devices industry. Similar to the mark-
up policy previously applicable to drugs, public hospitals are still allowed to 
charge a certain mark-up on the medical devices purchased by them (for 
example, a maximum of 5% mark-up is allowed in Shanghai, provided that 
the purchase price for a medical device exceeds RMB4,000 and the mark-up 
should not exceed RMB200).

Reimbursement
At the national level, there is a negative list that precludes certain devices 
(such as glasses and massage devices) from governmental reimbursement. 
Detailed reimbursement coverage and rates for medical devices are subject 
to local policies in each province. 

Please refer to Question 2 of Chapter 1 regarding the authorizations of drugs 
and medical products.

The table below lists the government fees charged by the NMPA for each 
category of registration: 

3. What are the steps to obtain-
ing authorization to develop, 
test, and market a product?

4. What are the approximate
fees for each authorization?
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5. For how long are marketing 
authorizations/registrations 
valid? How are marketing 
authorizations/registrations 
renewed?

Marketing authorizations for drugs and medical devices are valid for a term 
of five years. The applicant must prepare and submit the renewal applica-
tion documents to the provincial NMPA six months before the expiry of the 

1 Government fees for domestic or imported Class I and Class II medical devices are set by the pro-
vincial authority.

CATEGORY SUB-CATEGORY FEE (RMB '000) FEE (RMB 10,000)

New drug
Clinical trial approval 192.0

Marketing authorization 432.0

Generic drug

Marketing authorization 
(clinical trial is waived)

183.6

Domestic 
drug

Marketing authorization 
(clinical trial is required)

318.0

Supplementary 
registration

Regular registration items 9.6

Registration items 
requiring technical review

99.6

Renewal application
Set by the provinical 

authority

New drug
Clinical trial approval 376.0

Marketing authorization 593.9

Generic drug

Marketing authorization 
(clinical trial is waived)

367.6

Imported 
drug

Marketing authorization 
(clinical trial is required)

502.0

Supplementary 
registration

Regular registration items 9.6

Registration items 
requiring technical review

283.6

Renewal application 227.2

Marketing authorization 153.6

Domestic 
devices1

Class III
Post-marketing 
amendment registration

50.4

Renewal registration 40.8

Marketing authorization 210.9

Class II
Post-marketing 
amendment registration

42.0

Imported
Renewal registration 40.8

devices Marketing authorization 308.8

Class III
Post-marketing 
amendment registration

50.4

Renewal registration 40.8
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6. How does the authorization 
process differ between brand-
name products and generic 
products? Are there differences 
for local manufacturers versus 
foreign-owned manufacturers?

7. How are combination products 
(drug + drug, drug + biologic, 
drug + device, biologic + device, 
drug + biologic + device) 
regulated?

marketing authorization. In addition to review of the application documents, 
the authority may determine that it wishes to conduct a technical review and 
on-site inspection when it deems necessary. 

In March 2016, the NMPA issued the Reform Plan for Registration Category 
of Chemical Drugs which reclassified drug applications as follows:

Category 1 drugs
New drugs that have not been marketed anywhere in the 
world.

Category 2 drugs
Improved new drugs that are not marketed anywhere in the 
world.

Category 3 drugs
Drugs that have equivalent quality and efficacy to the brand-
name drugs have been marketed abroad but not yet in China.

Category 4 drugs
Drugs that have equivalent quality and efficacy to the brand-
name drugs and have been marketed in China.

Category 5 drugs
Drugs that have already been marketed abroad, but are not 
yet approved in China.

In general, generic drugs follow similar registration pathways to brand-name 
drugs. The applicant needs to conduct bioequivalence (“BE”) tests for generic 
drugs to demonstrate conformity with the brand-name drugs. BE tests are 
administrated through the record-filing system, instead of the review and 
approval process applicable to new drugs. The BE applicant only needs to 
file a record on the Clinical Trial Management Public Platform designated 
by the NMPA and can start the clinical trial after obtaining the filing num-
ber. In addition, new drugs in Category 1 may be entitled to certain prefer-
ential policies that are not applicable to generic drugs, including fast-track 
approval treatment by the CDE, a monitoring period up to five years (during 
which the NMPA will not accept any applications for new drugs with the 
same active ingredient) and more flexible drug manufacturing technology 
transfer options.

Local drug manufacturers and foreign-owned drug manufacturers in China 
are subject to the same drug approval procedures. 

“Drug (including biologics) + device” combination products must obtain 
marketing authorizations from the NMPA. For such combination products, 
if the drug plays a major function, the combination products should be reg-
istered as a drug; if the device plays a major function, the combination prod-
ucts should be registered as a medical device.

“Drug + drug” combination products can be commercialized in China 
market after clinical trials have been completed with satisfactory results and 
the combination therapy has been granted the marketing authorization. 



PLH: REGULATORY, PRICING AND REIMBURSEMENT OVERVIEW — 13

CHINA

Category 1 drugs
New drugs that have not been marketed anywhere in the 
world.

Category 2 drugs
Improved new drugs that are not marketed anywhere in the 
world.

Category 3 drugs
Drugs that have equivalent quality and efficacy to the brand-
name drugs have been marketed abroad but not yet in China.

Category 4 drugs
Drugs that have equivalent quality and efficacy to the brand-
name drugs and have been marketed in China.

Category 5 drugs
Drugs that have already been marketed abroad, but are not 
yet approved in China.

The NMPA and its local counterparts have the jurisdiction to enforce the 
Drug Administration Law and its implementing rules, the Medical Device 
Supervision and Administration Rules, and other guidelines and regulations 
on drugs and medical devices. 

In June 2017, China joined the International Council for Harmonisation 
of Technical Requirements for Pharmaceuticals for Human Use (ICH) - an 
international organization founded by drug administrators of the U.S., EU 
and Japan to facilitate international collaboration in the pharmaceutical 
industry. Some of the ICH technical guidelines have already been used as the 
basis of NMPA regulations. 

Pursuant to the Drug Administration Law and its implementing rules and 
the Medical Device Supervision and Administration Rules, non-compliance 
(depending upon the specific illegal activities) could be subject to different 
administrative penalties, including monetary fines, confiscation of illegal 
gains, suspension of business activities, and revocation of marketing authori-
zation and other permits and licenses. In the worst scenario, violation of drug 
and medical device legislations may result in criminal liabilities.

Healthcare System Reform
The PRC government has promulgated several healthcare reform policies and 
regulations to ameliorate and improve the country’s healthcare system. On 
March 17, 2009, the Central Committee of the PRC Communist Party and 
the State Council jointly issued the Guidelines on Strengthening the Reform 
of Healthcare System. On December 27, 2016, the State Council issued the 
Notice on the Issuance of the 13th Five-year Plan on Strengthening the 
Reform of Healthcare System. On April 25, 2017, the General Office of the 
State Council issued the Main Tasks of Healthcare System Reform in 2017. 
On November 29, 2019, the State Council Leading Group for Deepening the 
Reform of the Medical and Health Systems, a task force of the State Council, 
issued the Notice on Several Policies and Measures to Further Deepen the 
Reform of the Medical and Health System with the Centralized Procurement 
and Use of Drugs as A Breakthrough (the “Notice”). The Notice pointed out 
that in order to enhance the interplay of healthcare, medical insurance and 
pharmaceuticals systems, magnify the synergy of the reforms and resolve the 
problems involving the general public’s accessibility to good medical services, 
measures and policies covering 15 aspects shall be adopted, as follows: 

1) Deepening the reform of state-led centralized procurement and use of 
drugs; 
2) Establishing a national public drug procurement market and a multi-
party interlocked procurement market structure;
3) Improving the quality of drugs;
4) Ensuring stability of drug supply; 
5) Shortening the payment periods of public medical insurance;

8. How is compliance with 
regulations monitored and 
evaluated? Is the regulatory 
regime comparable with the U.S. 
Food and Drug Administration or 
the European Medicines Agency 
expectations and requirements?

9. What is the potential range of 
penalties for noncompliance?

10. Is there a national 
healthcare system? If so, how is 
it administered and funded?
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6) Promoting the establishment of a nationwide unified and open market 
for drug manufacturing and distribution; 
7) Promoting synergic reformative measures, such as the adoption of a 
dynamic pricing strategy price for medical services;
8) Reviewing the salary structure for healthcare staff in public medical 
institutions for their benefit;
9) Strengthening the supervision of good medical prescription practices 
in healthcare institutions;
10) Enhancing the implementation of uniformed medical insurance com-
pensation standards for drugs;
11) Improving medical insurance payment methods;
12) Ameliorating the regulatory framework of medical insurance funds;
13) Promoting the refined management of medical services;
14) Improving the nationwide drug price monitoring system;
15) Accelerating the informatization construction of the healthcare 
system.

Hospitals
China’s hospital system consists of both public and private medical institu-
tions and insurance programs. Public hospitals are owned by the government 
and funded by out-of-pocket payments by patients, governmental subsidies 
and various governmental insurance schemes (including Urban Employee 
Basic Medical Insurance (UEBMI) and Urban and Rural Resident Basic 
Medical Insurance (URRBMI), both of which managed by the MHRSS). 

Private hospitals are controlled and operated by private entities and are 
mainly funded by out-of-pocket payments by patients and commercial insur-
ance schemes (governmental insurance coverage for private hospitals has 
been quite low).

Reimbursement
Please refer to Questions 2 & 13 of Chapter 1 regarding the medical reim-
bursement system in China.

Essential Drug List
In 2009, the Chinese government launched the National Essential Drug List 
System, which aims to promote essential medicines sold to patients at fair 
prices and to ensure that the general public in China has equal access to the 
drugs contained in the National Essential Drug List. The Ministry of Health 
promulgated the first National Essential Drug List on August 18, 2009 and the 
latest version was revised and released on October 25, 2018, which includes 
a total of 685 drugs.

A new version of the Essential Drug List is being discussed and is expected 
to be released in 2021. 
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Because of governmental insurance coverage and pricing regime, the public 
hospitals are of a “non-profit” nature and serve most Chinese patients. Private 
hospitals can be established either for profit or non-profit, and private hos-
pitals for profit are usually established to attract patients with higher income 
or with commercial insurance coverage. According to statistics issued by the 
NHC, as of November 2020, there are 35,000 public and private hospitals 
across the nation, of which 12,000 are public hospitals and 23,000 are private 
hospitals. Compared to the statistics by November 2019, there are six fewer 
public hospitals, while there are 1,146 more private hospitals; the total num-
ber of hospital visits over a period from January 2020 to November 2020 is 
2.98 billion, a decline of 12.5% compared to that over a period from January 
2019 to November 2019, of which public hospitals had 2.51 billion visits, with 
a year-on-year decrease of 13%, and private hospitals had 0.47 billion visits, 
with a year-on-year decrease of 9.4%. 

Please refer to Question 2 of Chapter 1 regarding the regulation of the price 
of drugs and device products.

At private hospitals, drugs and devices are mainly paid out of pocket by 
patients or covered by commercial insurance (to the extent available).

At public hospitals, most medical expenditures can be covered by UEBMI 
or URRBMI (subject to certain exceptions and ceilings) and the patients need 
to pay out of pocket for the remaining expenditures. For example, the quantity 
of coverage, reimbursement rates and reimbursement ceiling under URRBMI 
and UEBMI in Shanghai are as follows:

Urban and Rural Resident Basic Medical Insurance
• Out-patient and Emergency Services

- Deductibles: If the annual cumulative medical costs of an insured per-
son meet the deductible amount, a certain percentage of the excessive 
costs will be covered by the medical insurance, and the remaining costs 
shall be borne by the insured individually. 

Deductible Amount: RMB300 for people aged 60 years or above, the 
severely disabled, elementary and middle school students, children and 
infants; RMB500 for people aged 18 years and above and under 60 years. 
- Reimbursement Rates: 70% of covered claims incurred at out-patient 
and emergency departments of community healthcare centres or prima-
ry hospitals; 60% of covered claims incurred at out-patient and emergen-
cy departments of secondary hospitals; 50% of covered claims incurred 
at out-patient and emergency departments of secondary hospitals. 

• In-patient Services
- Deductibles. If the medical costs of the insured person meet the 
deductible amount, a certain percentage of the excessive costs will be 

11. How does the government 
(or public) healthcare system 
function with private sector 
healthcare?

12. Are prices of drugs and de-
vices regulated and, if so, how?

13. How are the drugs and 
devices used by patients paid 
for? What roles do public and 
private payers play?
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covered by the medical insurance, and the remaining costs shall be 
borne individually.
- Deductible Amount: RMB50 for primary hospitals; RMB100 for sec-
ondary hospitals; RMB300 for tertiary hospitals. 
- Reimbursement Rates: 
For people aged 60 years or above, and the severely disabled: 90% of the 
covered claims incurred at community healthcare centres or at primary 
hospitals; 80% of the covered claims incurred at secondary hospitals; 
70% of the covered claims incurred at tertiary hospitals.

For people aged under 60 years: 80% of the covered claims incurred at 
community healthcare centres or at primary hospitals; 75% of the cov-
ered claims incurred at secondary hospitals; 60% of the covered claims 
incurred at tertiary hospitals. 

Urban Employee Basic Medical Insurance

14. Who dispenses drugs and 
devices to patients and how are 
those dispensers compensated?

15. What are the professional 
and legal responsibilities of 
those who dispense drugs and 
devices? What role do they 
play in providing patient care, 
information, and safety?

INSURANCE 
SCHEME

ANNUAL
CONTRIBUTIONS

APPROXIMATE COVERAGE
LEVELS FOR MEDICAL SERVICES 
AND DRUGS

ANNUAL COVERAGE 
CEILINGS

URRBMI

SHANGHAI
· Individual:
US$ 16-54
(RMB 110-370)
(depending on age)

SHANGHAI
· Inpatient: 60%-90%
(depending on age and 
hospital level)
· Outpatient: 50%-70%
(depending on age and 
hospital level)

SHANGHAI
· No coverage 
ceiling

UEBMI

SHANGHAI
· 11.5% of employee 
wages: 9.5% from 
payroll tax on 
employers and 2% 
employee contribution

SHANGHAI
· Inpatient: 85%-92%
(depending on age and 
working status)
· Outpatient: 50%-90%
(depending on age and 
working status)

SHANGHAI
· No coverage 
ceiling

Drugs and devices are dispensed by hospitals or retail drug stores. Dispensers 
are compensated through UEBMI and URRBMI. 

Hospitals and drug stores must purchase drugs and devices from qualified 
manufacturers or distributors, and comply with other legal requirements on 
acceptance, storage, transport, distribution and dispensing of drugs or device 
products.

Hospitals and drug stores should monitor and report adverse drug reac-
tions (ADR) to the NMPA within a statutory time period, and take cor-
responding remediation actions (such as recall of products) to ensure the 
patient safety.
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We are an India Centric Global law firm (www.nishithdesai.com) with four offices in India and the only law firm with license to 
practice Indian law from our Munich, Singapore, Palo Alto and New York offices. We are a firm of specialists and the go-to firm 
for companies that want to conduct business in India, navigate its complex business regulations and grow. Over 70% of our 
clients are foreign multinationals and over 84.5% are repeat clients. 

Our reputation is well regarded for handling complex high value transactions and cross border litigation; that prestige extends 
to engaging and mentoring the start-up community that we passionately support and encourage. We also enjoy global 
recognition for our research with an ability to anticipate and address challenges from a strategic, legal and tax perspective in 
an integrated way. In fact, the framework and standards for the Asset Management industry within India was pioneered by us in 
the early 1990s, and we continue remain respected industry experts. 

We are a research based law firm and have just set up a first-of-its kind IOT-driven Blue Sky Thinking & Research Campus na-
med Imaginarium AliGunjan (near Mumbai, India), dedicated to exploring the future of law & society. We are consistently ranked 
at the top as Asia’s most innovative law practice by Financial Times. NDA is renowned for its advanced predictive legal practice 
and constantly conducts original research into emerging areas of the law such as Blockchain, Artificial Intelligence, Designer 
Babies, Flying Cars, Autonomous vehicles, IOT, AI & Robotics, Medical Devices, Genetic Engineering amongst others and enjoy 
high credibility in respect of our independent research and assist number of ministries in their policy and regulatory work.
 
The safety and security of our client’s information and confidentiality is of paramount importance to us. To this end, we are 
hugely invested in the latest security systems and technology of military grade. We are a socially conscious law firm and do 
extensive pro-bono and public policy work. We have significant diversity with female employees in the range of about 49% and 
many in leadership positions

www.nishithdesai.com

This chapter about Regulatory, Pricing and Reimbursement in India was published in 
association with:

* THE CHAPTER ABOUT INDIA WAS FIRST PUBLISHED IN AUGUST 2018 AND THE INFORMATION CONTAINED WITHIN IS SUBJECT TO CHANGE.
** LAST UPDATE: DECEMBER 2023
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At Nishith Desai Associates Eshika is a member in the Healthcare, 
Pharmaceuticals & Life Sciences practice at Nishith Desai 
Associates. She is based out of the Mumbai office.

Eshika’s practice consists of helping companies in the healthcare, 
pharma, medical devices, cosmetics and nutraceuticals industries 
navigate the myriad of legal and regulatory compliances for oper-
ating in India.

She has extensive experience advising multinational companies 
and start-ups on regulatory issues, compliances, marketing and 
promotional activities, product labelling and claims, anti-trust 
risks, public procurement, and commercial documentation. She 
also has experience working with hospitals and doctors to defend 
medical negligence suits.

Eshika has authored articles on a range of topics relevant to the 
healthcare and pharmaceutical industry, and has contributed to 
publications such as Express Healthcare, the Economic Times, and 
the Telemedicine Society of India’s newsletter.

eshika.phadke@nishithdesai.com
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Dr. Milind Antani, a renowned surgeon turned lawyer, leads 
the Pharma and Healthcare practice at Nishith Desai Associates 
where he represents high net-worth clients in matters allied to 
JVs, M&As, VC and Private Equity Investments, Collaborations, 
Regulatory advice, IP, Licensing and Commercialization.

He also leads the Social Sector Practice and represents vari-
ous global and national foundations in India. He continues as 
an active participant in helping frame national policies on key 
impact areas, within the medical field. He has authored and 
co-authored numerous articles and prestigious publications 
related to the Pharma and Healthcare industry.

A regular speaker at various prominent forums on Pharma, 
Medical Devices, Med-Tech and eHealth, Biotech, IP, Clinical 
trials, Healthcare, CSR and Social Impact investments, he is also 
a visiting faculty at premier institutions in Mumbai and Gujarat 
including the Institute of Rural Management, Anand (IRMA).

milind.antani@nishithdesai.com
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 Tanya is a core member of the Pharmaceutical, Healthcare, 
Medical Device and Digital Health Team at Nishith Desai 
Associates. Tanya’s practice primarily focuses on advising clients 
in the pharmaceutical, med-tech and life sciences industry. She 
has advised numerous multinational pharmaceutical and medical 
device companies on regulatory aspects oof licensing, price regula-
tion, import, compliances, as well as intellectual property matters. 
In addition to general advisory, she also has experience in com-
mercial documentation and litigation matters for pharmaceutical 
companies. Tanya also advises clients on matters relating to tech-
nology and media laws, and public procurement.

Tanya has been a speaker at various webinars and events including 
events hosted by industry associations such as USISPF and USIBC 
discussing contemporary issues in the pharmaceuticals, life scienc-
es and medical device industry.

Tanya contributes to national and international publications 
including Thomson Reuters and Data Guidance, writing on vari-
ous topics on pharmaceutical, medical devices, digital health, data 
privacy, disruptive technology and intellectual property laws.

tanya.kukade@nishithdesai.com

Varsha is a core member of the Pharma, Healthcare, Medical 
Device and Digital Health Team at Nishith Desai Associates. She 
has advised numerous multinational pharmaceutical and medi-
cal device companies on the regulatory aspects of clinical trials, 
licensing, digital health, ongoing compliances, price regulation, 
intellectual property and health data privacy. In addition to advi-
sory, she has experience in corporate transactions, commercial 
documentation and litigation matters involving pharmaceutical 
and medical device clients. Varsha also advises clients on matters 
relating to data privacy, advertising and technology laws.

Varsha has been a speaker at various webinars and events includ-
ing events hosted by industry associations such as OPPI, USISPF 
and USIBC discussing contemporary issues in pharma, life 
sciences and medical device industry.

Varsha regularly contributes to national and international 
publications including Thomson Reuters and Data Guidance, 
writing on various topics on pharmaceutical, medical devices, 
healthcare regulations, data privacy, digital health and emerging 
technologies.

varsha.rajesh@nishithdesai.com
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The following authorities are responsible for the regulation drugs, biologics 
and medical devices in India: 

(i) Central Drugs Standard Control Organization (“CDSCO”), headed by 
Drugs Controller General of India (“DCGI”) under the Ministry of Health 
and Family Welfare

The CDSCO regulates import, manufacture, marketing and clinical trials 
of drugs, biologics and medical devices for the entire territory of India.

(ii) State-level licensing authority (“SLA”) 
Each State, through SLAs (who are the state-level Food and Drug 
Administration), independently regulates manufacture and sale of drugs, 
biologics and medical devices within the territory of that State. 

In certain cases, there is an overlap of function between DCGI and SLAs. 
In such cases, SLAs operate under the direction of DCGI.

(iii) National Pharmaceutical Pricing Authority (“NPPA”) under the 
Department of Pharmaceuticals 

NPPA fixes prices of certain essential drugs, biologicals and medical 
devices for entire territory of India. It monitors price movements other 
drugs, biologicals and medical devices to ensure that the prices do not 
increase more than 10% year on year. NPPA also monitors the availability 
of drugs and takes remedial steps to prevent shortage.

(iv) Controller of Legal Metrology 
Each State, through its Controller of Legal Metrology, regulates packaging 
and labelling of medical devices. The Controller of Legal Metrology does 
not have jurisdiction over drugs and biologicals. 

(v) Review Committee on Genetic Manipulation (“RCGM”) under the 
Department of Biotechnology (“DBT”) 

The RCGM, under the Ministry of Science and Technology to evaluate 
safety related aspects of on-going research involving Genetically Modified 
Organisms. 

(vi) Genetic Engineering Approval Committee (“GEAC”)
The GEAC, under the Ministry of Environment, Forests and Climate Change 
regulates research, testing, safe use and handling of Genetically Modified 
Organisms and their products from an environment safety perspective.

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

REGULATORY, PRICING AND REIMBURSEMENT 
OVERVIEW
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Authorization/Licensing
The Drugs and Cosmetics Act, 1940 (“D&C Act”) along with the Drugs and 
Cosmetics Rules, 1945 (“D&C Rules”) and the Medical Device Rules, 2017 
(“MDR”) governs the authorization, import, manufacture, distribution and 
sale of drugs, biologicals of medical devices. 

Pricing
The Drugs (Price Control) Order, 2013 (“DPCO”) under the Essential 
Commodities Act 1954 (“ECA”) regulates the pricing of drugs, biologicals 
and notified medical devices in India. 

Reimbursement
India currently does not have a mechanism for reimbursement of drugs, bio-
logics and medical devices. Out-of-pocket expenditure by patients is the pri-
mary means of financing of drugs, biologicals and medical devices. For more 
details on India’s healthcare system, please refer to Chapter 1 Question 7. 

Development
There is no authorization required to develop a product in India. However, 
once a product starts showing properties that qualify it to be called as drug, 
then a license is required to import or manufacture it.

A product in development becomes a drug when it starts satisfying the cri-
teria for what is considered a drug for the purposes of the D&C Act, which 
includes:

(i) “all medicines for internal or external use of human beings or animals 
and all substances intended to be used for or in the diagnosis, treatment, 
mitigation or prevention of any disease or disorder in human beings or 
animals, including preparations applied on human body for the purpose 
of repelling insects like mosquitoes; 
(ii) such substances (other than food) intended to affect the structure or 
any function of the human body or intended to be used for the destruction 
of vermin or insects which cause disease in human beings or animals, as 
may be specified from time to time by the Central Government by notifi-
cation in the Official Gazette; 
(iii) all substances intended for use as components of a drug including 
empty gelatine capsules; and
(iv) such devices* intended for internal or external use in the diagno-
sis, treatment, mitigation or prevention of disease or disorder in human 
beings or animals, as may be specified from time to time by the Central 
Government by notification in the Official Gazette, after consultation with 
the Board”

Testing
Any processing activity carried out on a drug, biological or medical devic-
es requires a manufacturing license from the CDSCO or SLA, as the case 

2. What is the regulatory frame-
work for the authorization, pric-
ing, and reimbursement of drugs, 
biologicals, and medical devices?

3. What are the steps to 
obtaining authorization to 
develop, test, and market a 
product?

INDIA
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may be. Testing of product amounts to processing. Therefore, a manufactur-
ing license for the purpose of examination, test or analysis is required to be 
obtained from the SLA. If a product on which testing is to be carried out is 
to be imported, then a separate import license for the purposes of test and 
analysis is required from CDSCO. Please note that the import license is to be 
obtained in addition to the manufacturing license. 

Marketing
If the drug or biological qualifies as a “new drug” or if a notified medical 
device qualifies as an “investigational medical device” or “new In Vitro 
Diagnostic Device”, then a marketing permission from the CDSCO is required 
to be obtained in respect of such drug, biological or medical device before its 
manufacture or import, respectively.

The definition of new drug is as follows:
“new drug” means, - 
(i) a drug, including active pharmaceutical ingredient or phytopharma-
ceutical drug, which has not been used in India to any significant extent, 
except in accordance with the provisions of the D&C Act and the rules, as 
per conditions specified in the labelling thereof and has not been approved 
as safe and efficacious by the CDSCO with respect to its claims; or 
(ii) a drug approved by the CDSCO for certain claims and proposed to 
be marketed with modified or new claims including indication, route of 
administration, dosage and dosage form; or 
(iii) a fixed dose combination of two or more drugs, approved separate-
ly for certain claims and proposed to be combined for the first time in a 
fixed ratio, or where the ratio of ingredients in an approved combination 
is proposed to be changed with certain claims including indication, route 
of administration, dosage and dosage form; or 
(iv) a modified or sustained release form of a drug or novel drug delivery 
system of any drug approved by the CDSCO; or 
(v) a vaccine, recombinant Deoxyribonucleic Acid (r-DNA) derived product, 
living modified organism, monoclonal anti-body, stem cell derived product, 
gene therapeutic product or xenografts, intended to be used as drug; 

The drugs, other than drugs referred to in sub-clauses (iv) and (v), are consid-
ered to be new drugs for a period of four years from the date of the marketing 
authorization and the drugs referred to in sub-clauses (iv) and (v) shall always 
be deemed to be new drugs;

The definition of investigational medical device is a notified medical device:
(i) “which does not have its predicate device as defined in clause (zm); or
(ii) which is licenced under sub-rule (4) or sub-rule (6) of rule 20, sub-rule 
(1) of rule 25, or sub-rule (1) of rule 36 and claims for new intended use or 
new population or new material or major design change;
and is being assessed for safety or performance or effectiveness in a clinical 
investigation.”

INDIA
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Next, depending on whether the product will be importer or manufactured in 
India, appropriate license is required to be obtained from the CDSCO or SLA.

The said marketing permission is give only when the DCGI is satisfied 
about the safety and efficacy of the product. Where the safety and efficacy of 
the product cannot be established with available data, then a clinical trial (in 
case of drugs) or clinical investigation (in case of medical devices) is required 
to be conducted in India to generate safety and efficacy data of the product on 
Indian population. A permission is also required to undertake clinical trial/
clinical investigation in India.

Thus, for a product which qualifies as a new drug or investigational medical 
device, the steps needed to be taken to start manufacturing or import of the 
product in India are:

1) Obtain permission to conduct clinical trial from DCGI
2) Obtain permission to market product from DCGI on the basis of safety 
and efficacy data generated from the clinical trial
3) Obtain import/manufacturing license to start import/manufacture of 
the product.

If the drug or biological does not qualify as a “new drug” or if the notified 
medical device does not qualify as an “investigational medical device”, then 
the product may be marketed in India after obtaining import/manufacturing 
license.

The fees for each authorization are summarized in the table below:

Ç

FEE (IN INR)

Clinical Trials (Drugs) Phase I 300,000

Phase II 200,000

Phase III 200,000

Phase IV 200,000

Manufacture of New Drug Original application 500,000

Subsequent application by same 
applicant for the drug (but with 
modified dosage/new claims)

300,000

Import of New Drug Original application 500,000

Subsequent application by same 
applicant for the drug (but with 
modified dosage/new claims)

300,000

Clinical Investigation
(Medical Devices)

Pilot investigation 100,000

Pivotal investigation 100,000

25,000

50,000Import or manufacture a medical device which does not have a 
predicate device (i.e. if the device is first of its kind).

Clinical Performance Evaluations

4. What are the approximate
fees for each authorization?

INDIA
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FEE (IN INR)

Clinical Trials (Drugs) Phase I 300,000

Phase II 200,000

Phase III 200,000

Phase IV 200,000

Manufacture of New Drug Original application 500,000

Subsequent application by same 
applicant for the drug (but with 
modified dosage/new claims)

300,000

Import of New Drug Original application 500,000

Subsequent application by same 
applicant for the drug (but with 
modified dosage/new claims)

300,000

Clinical Investigation
(Medical Devices)

Pilot investigation 100,000

Pivotal investigation 100,000

25,000

50,000

Marketing authorizations for new drugs, investigational new drugs investiga-
tional medical devices and new IVDs are valid in perpetuity. Therefore, they 
do not need to be renewed. 

The drug and medical device regulatory framework does not make a dis-
tinction for authorizations between generic and brand name products or 
between local and foreign owned manufacturers.

In certain cases, there may be relaxations granted based on approvals/
authorizations received from a foreign jurisdiction. For more information 
on the status of foreign marketing authorizations see Chapter 3 Question 27 
(available in The Pharma Legal Handbook India) 

Combination products introduced into the Indian market for the first time 
are deemed to be ‘new drugs’, which means that a permission of the DCGI is 
required before they can be marketed in India. This deeming fiction contin-
ues for a period of four years, which means that any other importer or man-
ufacturer of the combination product during the four-year period would 
also be required to obtain the permission of the DCGI for marketing of the 
said combination product. 

After expiry of period of four years, combination products may be sold in 
India with appropriate manufacturing or import license from DCGI or SLA, 
without the requirement of obtaining a marketing permission from DCGI.

The CDSCO along with the SLAs is responsible for ensuring compliance 
with the requirements of the D&C Act. The CDSCO is primarily responsible 
for regulating and monitoring clinical trials and import of drugs, biolog-
ics and medical devices. The SLAs primarily deal with licensing for man-
ufacture, stocking and sale of drugs. They also carry out pre-licensing and 
post-licensing inspections and oversee the manufacturing process for drugs 
manufactured in their respective state units. The CDSCO and the SLA can 
inspect the premises of any manufacturing license holder without giving 
prior notice to ensure compliance with applicable laws. If non-compliance 
to any condition of the license or provision of the D&C Act is observed, the 
license can be suspended or cancelled, after providing an opportunity for 
the manufacturer to show cause as to why the license should not be can-
celled or suspended. 

With respect to clinical trials, the DCGI and Ethics Committee are the 
primary bodies exercising control over monitoring and enforcement. Any 
change in clinical trial protocol or serious adverse events occurring during 
the clinical trial must be notified to the Ethics Committee and the CDSCO. 

Though the Indian regulatory framework is broadly comparable with U.S. 
Food and Drug Administration or the European Medicines Agency, India 

5. For how long are marketing 
authorizations/registrations 
valid? How are marketing 
authorizations/registrations 
renewed?

6. How does the authorization 
process differ between brand-
name products and generic 
products? Are there differences 
for local manufacturers versus 
foreign-owned manufacturers?

7. How are combination products 
(drug + drug, drug + biologic, drug 
+ device, biologic + device, drug + 
biologic + device) regulated?

8. How is compliance with 
regulations monitored and 
evaluated? Is the regulatory 
regime comparable with the U.S. 
Food and Drug Administration or 
the European Medicines Agency 
expectations and requirements?

TYPE OF AUTHORIZATION

INDIA
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has its own unique and independent legislations governing the drug and 
medical device sector.

Penalties for non-compliances with the requirements of the D&C Act have 
been summarized in the tables below:

Import related contraventions

India does not have a national healthcare system on the lines present in the 
United Kingdom and other developed countries. The government operates a 
fair number of primary, secondary and tertiary healthcare centres around the 
country. However, a majority of health care providers in India operate privately. 

The government operates several schemes under which beneficiaries can 
avail care facilities from private healthcare providers. For example, the Central 
Government Health Scheme (“CGHS”) extends medical coverage to central 
government employees, pensioners and their dependents. The Employee State 
Insurance Scheme (“ESI Scheme”) makes it mandatory for employers who 
employ more than a certain number of employees in the organized sector, 
to participate in an insurance scheme for employees that covers the employ-
ees against the events of sickness, maternity, disablement and death due to 

9. What is the potential range of 
penalties for noncompliance?

10. Is there a national 
healthcare system? If so, how is 
it administered and funded?

Imprisonment Fine (in INR) Imprisonment Fine (in INR)

Import of adulterated or spurious 
drugs 

Up to 3 years 5,000 Up to 5 years 10,000
The penalties can be 
imposed individually 
or together.

Import of prohibited drugs or import 
of drugs in contravention of the D&C 
Act

Up to 6 months 500 Up to 1 year 1,000
The penalties can be 
imposed individually 
or together.

Import of drug or cosmetic in 
contravention of a notification 
issued by the Central Government 
which prohibits import of drugs and 
cosmetics in public interest

Up to 3 years 5,000 Up to 5 years 10,000
The penalties can be 
imposed individually 
or together.

OFFENCE PENALTY FOR FIRST OFFENCE PENALTY FOR SUBSEQUENT OFFENCE COMMENTS

OFFENCE IMPRISONMENT FINE

Manufacture or sale of adulterated and spurious drugs which 
may cause grievous hurt

Up to 10 years
Between 10,00,000 to three times the value of 
the drugs confiscated, whichever is more

Manufacture or sale of adulterated drugs (not causing 
grievous hurt) or manufacture of drugs without a valid license

Between 3 to 5 years
INR 1,00,000 to three times the value of the 
drugs confiscated, whichever is more.

Manufacture or sale of drugs in contravention of any other 
provision in the D&C Act

Between 1 to 2 years INR 20,000

Manufacture/sale related contraventions

INDIA
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11. How does the government 
(or public) healthcare system 
function with private sector 
healthcare?

12. Are prices of drugs and devices 
regulated and, if so, how?

employment injury and to provide medical care to the insured employees and 
their families. 

Having said that, it is a fact that a major chunk of Indian population does 
not have a health insurance. To address the situation, A National Health 
Policy was introduced in 2017, with the objective of providing health insur-
ance coverage to poor and backward population of India the tune of INR 
500,000 per year. Any healthcare provider who wishes to participate and offer 
its services under the National Health Policy is required to register itself with 
the concerned department. As a precondition of registration, the service pro-
vider has to agree to a fixed set of charges for its services that are pre-deter-
mined by the government. In furtherance of the policy, the Government in 
the Union Budget of 2018 announced ‘Ayushman Bharat’, a National Health 
Protection Mission funded through Union Budget allocations. INR 12 bil-
lion (approximately USD 1.8 billion) was allocated to set up one hundred 
and fifty thousand Health and Wellness Centres as well as hospitalization 
cover for approximately 100 million poor and vulnerable families with INR 
500,000 (approximately USD 7,700) per family, for secondary and tertiary 
care hospitalization.

For the most part, public healthcare and private healthcare systems function 
within their own spheres. The cost of care at Government hospitals is fixed 
by the Government while the market determines cost in the private sphere. 
However, it has been observed that an increase in quality of public hospitals 
is concomitant with a decrease in cost of care at private hospitals. Certain 
primary health and secondary centers run by the Government provide free 
treatment to patients who are otherwise unable to afford it. 

The prices of all drugs and notified medical devices are regulated in India. All 
drugs and notified medical devices have been identified as “essential com-
modities” and their prices are regulated like prices of other essential com-
modities under a law called Essential Commodities Act, 1955 (“ECA”) and 
an order called Drugs (Prices Control) Order, 2013 (“DPCO”).

The ECA and DPCO segregate drugs and notified medical devices under 
two categories – scheduled formulations and non-scheduled formulations, 
depending on whether the drug or notified medical device appears in the 
schedule of the DPCO. The prices of scheduled formulations are fixed by 
an agency called National Pharmaceutical Pricing Authority (“NPPA”). The 
schedule to the DPCO is based on the National List of Essential Medicines, 
which is amended from time to time. The NPPA uses a formula to fix prices 
that essentially averages the prices of the same drug or medical device sold 
under various brands in the market. The government does not fix prices for 
non-scheduled formulations. However, government has mandated that the 
price of non-scheduled formulations should not increase by more than 10% 

INDIA
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between any 12-month period. The NPPA is tasked with the duty of moni-
toring prices of non-scheduled formulations. 

There are three main modes of financing available to patients— out of pock-
et, beneficiary of government scheme or insurance. Out-of-pocket payment 
methods, however, remain the primary means of payment as India suf-
fers from low insurance penetration. Reportedly, nearly 30% of the Indian 
population is devoid of any health insurance. There are also certain Non-
Governmental Organizations that provide free medication to patients who 
are otherwise unable to afford them. 

Licensed pharmacies and pharmacists are the only persons permitted to dis-
pense drugs to patients in India. The pharmacists are usually compensated 
by way of salary for their services as part of employment. It is unethical for 
pharmacists to charge commission from pharmaceutical and medical device 
companies for sale of drugs and devices to patients.

Pharmacists are governed by the Pharmacy Act, 1948 (“Pharmacy Act”) and 
Pharmacy Practice Regulations, 2015 (“PPR”) issued under the Pharmacy 
Act. The Pharmacy Act lays down minimum qualifications and mandatory 
registration requirements for any person intending to practice the profession 
of pharmacy in India. The role and responsibilities of pharmacists are laid 
down under the PPR. The PPR defines the practice of pharmacy to mean: 

i. “Interpretation, evaluation and implementation of medical orders; dis-
pensing of prescriptions, drug orders 
ii. Participation in drug and device selection, drug administration, drug 
regimen reviews and drug or drug 
iii. Provisions of patient counseling and the provision of those acts or ser-
vices necessary to provide pharmaceutical care in all areas of patient care 
including primary care; and 
iv. Responsibility for Compounding and labeling of drugs and devices 
(except labeling by a manufacturer, redistributor of non-prescription drugs 
of drugs and devices and maintenance of proper records for them.”

The responsibilities of registered pharmacists include:
• Dispensing medication only on the basis of the prescription of a regis-
tered healthcare practitioner, and not substituting the prescription;
• Compounding, preparing, mixing, dispensing and/or supplying medi-
cation on the basis of the prescription of a registered medical practitioner. 
• Counselling patients by personally initiating discussion on matters that 
will enhance or optimize drug therapy with each patient. The topics for the 
discussion may include special directions or precautions for administering 
the drug, common side effects of the drug and its proper storage.

13. How are the drugs and 
devices used by patients paid 
for? What roles do public and 
private payers play?

14. Who dispenses drugs and 
devices to patients and how are 
those dispensers compensated?

15. What are the professional 
and legal responsibilities of 
those who dispense drugs and 
devices? What role do they 
play in providing patient care, 
information, and safety?

INDIA
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• Reviewing patient record history and prescription for identifying drug- 
disease interactions, drug-drug interactions and drug-allergy interactions;
• Maintaining records of drugs dispensed and records of prescriptions for 
a minimum period of 5 years;
• Maintaining confidentiality of information received; 

INDIA
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CHINA

Indonesia



This chapter about Regulatory, Pricing and Reimbursement in Indonesia was published in 
association with:

* THE CHAPTER ABOUT INDONESIA WAS FIRST PUBLISHED IN MAY 2019 AND THE INFORMATION CONTAINED WITHIN IS SUBJECT TO CHANGE.
** LAST UPDATE: NOVEMBER 2021

As Indonesia’s longest-established law firm (founded 1967), ABNR pioneered the development of international 
commercial law in the country following its reopening to foreign investment after a period of isolationism in the early 
1960s.

Today, we believe our legal expertise and experience is second to none, as vouchsafed by our position as the 
exclusive Indonesia member firm for Lex Mundi (the leading global network of independent law firms). 

We offer particular expertise in the Pharmaceuticals & Life Sciences sector, and count among our clients many of 
the largest multinational companies in the pharma, biotech, medical devices, diagnostics, veterinary and healthcare 
industries, whom we advise on such aspects as M&A, FDI, licensing & regulatory, capital markets and finance, product 
liability, halal compliance, and dispute resolution. 

With over 100 lawyers, ABNR is the largest independent, full-service law firm in Indonesia and one of the country’s 
top-three law firms by number of fee earners, which gives us the scale needed to simultaneously handle even the 
largest and most complex transnational deals across a range of practice areas. 

We continue to value the personal touch and are proud of our reputation for responsiveness. Our lawyers are bu-
siness savvy and fully understand that -- alongside legal expertise and experience -- timeliness and value for money 
are of the utmost importance to our clients.

Ali Budiardjo, Nugroho, Reksodiputro

Graha CIMB Niaga 24th Floor

Jl. Jenderal Sudirman Kav.58

Jakarta 12190 Indonesia

Ph. +62 21 250 5125/5136

Fx. +62 21 250 5001/5121

www.abnrlaw.com
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Mr. Agus Ahadi Deradjat joined ABNR in November 1996 and 
has been a key partner of the firm since 2004. A 1996 graduate 
of the University of Indonesia’s Faculty of Law, where he majored 
in business law, he focuses his practice on Corporate/M&A, 
Regulatory, FDI, and TMT.

He has particular expertise in the Pharmaceuticals & Life Sciences 
sector, and counts among his clients many of the largest multina-
tional and domestic companies in the pharma, medical devices 
and diagnostics industries, whom he advises on such aspects as 
M&A, FDI, licensing & regulatory, product liability, halal com-
pliance, and dispute resolution. He also regularly advises clients 
in the food sector. 

Outside Pharma & Life Sciences, Agus has a very significant TMT 
practice, providing Indonesian legal advice to a long list of lead-
ing international names in this practice area, including some of 
the world’s largest technology and internet companies. 

In other work, he recently concluded South Korea-based Samtan’s 
USD 517.5-million acquisition of Kideco Jaya Agung (which 
unexpectedly had to be restructured following the imposition of 
additional conditions by the Indonesian Government in 2018). 
In 2017/2018, he was joint head of the ABNR team that handled 
Henkel’s acquisition of PT CGP Applied Technologies Indonesia 
as part of Henkel’s global acquisition of GCP Applied technol-
ogies Inc. In the same year, he also successfully saw through 
Indonesian unicorn Traveloka’s USD-68 million acquisition of 
online travel agencies in Indonesia, Vietnam and the Philippines.

He was recently recognized once again as one of Indonesia’s top-
100 lawyers by Vantage Asia / Asia Business Law Journal.

EMAIL:
aderadjat@abnrlaw.com

Mr. Adri Yudistira Dharma obtained his law degree from the 
Faculty of Law, University of Indonesia, majoring in Business Law. 
In 2009, he joined ABNR as an associate and the year after was 
admitted as an advocate by the Indonesian Advocates Association.

Adri specializes in Indonesian corporate and commercial law 
matters and has plenty experience in handling investment pro-
jects, M&A transactions, capital market projects and corporate 
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The regulatory authorities with specific jurisdiction over drugs, biologicals, 
and medical devices in Indonesia are:

a) Ministry of Health of the Republic of Indonesia (Kementerian Kesehatan 
Republik Indonesia, “MOH”); and
b) Indonesia National Agency of Drug and Food Control (Badan Pengawas 
Obat dan Makanan “BPOM”).

The basic regulation on health (including drugs, biologicals, and medical 
devices) is Law No. 36 of 2009 on Health (“Health Law”), as amended by Law 
No. 11 of 2020 on Job Creation (“Omnibus Law”).

DRUGS AND BIOLOGICALS
• Authorization 
The authorization of drugs and biologicals is primarily regulated under BPOM 
Regulation No. 1010/MENKES/PER/XI/2008, as amended by BPOM Regulation 
No. 1020/MENKES/PER/XII/2008 on Drug Registration. Further, details on 
the requirements, criteria, category, as well as registration procedures of drugs 
and biologicals are further regulated under BPOM Regulation No. 24 of 2017 
on Criteria and Management of Drug Registration, as last amended by BPOM 
Regulation No. 13 of 2021 (“BPOM Regulation 24/2017”). 

Worthy of note is that at the end of June 2018, the Indonesian government 
launched the Online Single Submission (“OSS”) system, which serves as the 
main gateway for business licensing for the licenses previously handled by differ-
ent line ministries, regional governments, and quasi-government bodies, includ-
ing the Ministry of Investment/ Indonesian Direct Investment Coordinating 
Board (Badan Koordinasi Penanaman Modal or “BKPM”). The Indonesian 
government is continuously upgrading the OSS system, lastly into a Risk-
Based Approach (“RBA”) OSS system as the implementation of Government 
Regulation No. 5 of 2021 on Risk-Based Business Licensing (“GR 5/2021”). The 
RBA OSS system is effective since August 2021.

GR 5/2021 has introduced a new paradigm in permits and licenses; company 
licenses are now determined by a risk-based analysis. The risk assessment is clas-
sified into 4 levels: Low, Medium-Low, Medium-High and High, each with its 
own characteristics, and assessed using various criteria, including safety, health, 
the environment, resource utilization and management. GR 5/2021 generally 
sets out the risk-level, validity, requirements, obligations, and timeline related 
to the licensing. Higher risk imposed higher license requirements.

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?

REGULATORY, PRICING AND REIMBURSEMENT 
OVERVIEW
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INDONESIA

All licenses and permits must be applied for through the OSS system, includ-
ing licenses related to drugs and biologicals. Although, in some cases, verifica-
tion and assessment by the relevant ministries are still required.

• Pricing
Pharmaceutical industries in Indonesia are required to provide information 
on the highest retail price on the relevant drug’s label under MOH Regulation 
No. 98 of 2015 on the Provision of Information on Highest Drug Retail Price 
(“MOH Regulation 98/2015”). The MOH Regulation 98/2015 also grants 
authorization to the MOH to determine from time to time the retail price of 
generic drugs that are not included in the e-catalogue (an electronic system 
on procurement of goods/services by government).

MEDICAL DEVICES
• Authorization
The authorization of medical devices is primarily regulated under MOH 
Regulation No. 62 of 2017 on MA of Medical Devices, In Vitro Diagnostic Medical 
Devices, and Household Health Products (“MOH Regulation 62/2017”). 

Upon the launch of the RBA OSS system, the risk-level, validity, requirements, 
obligations, and timeline related to the licensing of medical devices are as regu-
lated under GR 5/2021.

• Pricing
There is no specific regulation on the pricing of medical devices. 

There is no regulation on reimbursement of drugs, biologicals, and medical 
devices in Indonesia. The Government, however, manages a public healthcare 
system via an independent authority. Please refer to Question No. 10 below.

Drugs
Marketing Authorization (“MA”) of drugs, including imported drugs, must be 
obtained by Indonesian pharmaceutical manufacturing companies. 

The Development and testing of drugs differs between generic and new 
drugs. For generic drugs, applicants may conduct development of formula/
testing in the laboratory without any authorization. Once the applicant is sure 
of the result of the development/testing, the applicant must register the drugs 
and obtain an MA.

Development and testing of new drugs, on the other hand, must adhere 
to the regulations on pre-marketing clinical trials. If the new drugs are to be 
imported from overseas (meaning that they are already marketed and dis-
tributed overseas but not in Indonesia), the development and testing may be 
conducted overseas. The BPOM will accept result of clinical and non-clinical 
trials conducted overseas as part of the MA application as below.

3. What are the steps to 
obtaining authorization to 
develop, test, and market a 
product?
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Prior to distribution of drugs, an MA issued by the RBA OSS System on behalf 
of BPOM must first be obtained. The application of an MA is divided into 2 
steps, namely: (i) pre-registration and (ii) registration phase. The application 
is conducted online through the RBA OSS System. 

In general, the following are the steps for obtaining an MA:
a) The applicant must be registered at the RBA OSS System.
b) Pre-registration phase
The timeline for pre-registration phase is 40 days. 
c) Registration phase
The timeline for registration phase is ranging from 5 days up to 300 days, 
subject to the condition of the registration and the type of drugs being regis- 
tered. 

In both Pre-registration and Registration phases, the applicant must adhere to:
1) Standard and requirement for criteria and procedure of drugs regis- 
tration;
2) Indonesian Pharmacopoeia Standard and/or analysis method, standard 
and/or other requirements; and
3) Bioequivalence testing guidelines. 
 

MEDICAL DEVICES
Similar to drugs, development and testing of medical devices prior to distri-
bution shall adhere to the regulations on pre-marketing clinical trials. 

In general, medical devices in Indonesia are divided into 4 classifications 
based on the risk of use against patients:

a. Class A: low risk;
b. Class B: low to medium risk;
c. Class C: medium to high risk;
d. Class D: high risk.

Prior to distribution of medical devices, an MA issued by the RBA OSS System 
on behalf of MOH must be obtained. In general, the following are the steps 
for obtaining an MA:

a) Prior to applying for an MA, the applicant must first obtain a Medical 
Devices Manufacturing Certificate (for a local manufacturer) or Medical 
Devices Distribution Certificate (for importer) via the RBA OSS System.
b) Registration for MA must also be done through the RBA OSS System. 
Pursuant to GR 5/2021, the applicant will be required to comply with the 
following requirements:

1) Administrative requirements; 
2) Technical requirements; and
3) Payment of Non-Tax State Revenue. 
The timeline for new registration of MA is ranging from 10 days up to 45 
days, subject to the type of medical devices being registered.

INDONESIA
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Drugs and Biologicals
The applicable fees vary for each authorization, as stipulated under Government 
Regulation No. 32 of 2017 on Types and Tariffs of Non-Tax State Revenue 
Applicable at BPOM. 

As an illustration, a pre-registration costs up to IDR 1 million per item, and 
a registration of drug with new active substance, biologicals, and combination 
costs up to IDR 30 million per item.

Medical Devices
The applicable fees vary depending on the classification of the medical 
devices and the type of application (new or renewal), as stipulated under 
Decree of the Director General of Pharmaceutical and Medical Devices No. 
HK.02.03/I/767/2014 on Guidelines of Medical Devices MA Services. As an 
illustration, an application for new MA for Class D medical devices costs IDR 
5 million per item.

Drugs and Biologicals
MA for drugs and biologicals are valid for 5 years, to the extent that they 
comply with the prevailing laws.

Re-Registration
The timeline to submit re-registration application for renewal of MA depends 
on whether or not there is an alteration to the product. In the event of any 
alteration to the MAs (e.g., change of ingredients, manufacturer, etc.), the 
holders of MAs must submit re-registration applications to the BPOM at the 
earliest 12 months and latest 2 months prior to the expiration thereof. If there 
is no alteration, the application may be submitted within 1 month prior to the 
expiration of the MAs. 

Should a holder of a MA fail to re-register within the required time period, 
a new registration application (not re-registration) must be submitted. 

Medical Devices
MA for medical devices are valid for maximum 5 years. Application for 
renewal of the MA shall be submitted at the earliest 9 months prior to the 
expiration thereof. Should a holder of a MA fail to apply for renewal after the 
expiration, a new registration application (not a renewal) must be submitted.

Drugs and Biologicals
Drugs regulations do not differentiate the authorization process between 
brand-name products and generic products. The regulation however differen-
tiates between registration of: (i) domestically produced drugs; (ii) imported 
drugs; (iii) licensed drugs; (iv) patent-protected drugs; (v) new development 
drugs; (vi) generic drugs; and (vii) orphan drugs.

4. What are the approximate
fees for each authorization?

5. For how long are marketing 
authorizations/registrations 
valid? How are marketing authori-
zations/registrations renewed?

6. How does the authorization 
process differ between brand-
name products and generic 
products? Are there differences 
for local manufacturers versus 
foreign-owned manufacturers?

INDONESIA
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The authorization process also differs between local manufacturers (whether 
100% local or foreign-owned) and foreign manufacturers (import). As the appli-
cation is made online, the system differentiates between an application for local-
ly made medical devices and imported medical devices by providing different 
menus/options. Subsequently, different details will be required for each option. 

Medical Devices
Medical device regulations also do not differentiate the authorization process 
between brand-name products and generic products. If the medical devices 
are branded, the brand certificates shall be provided during the registration.

Similar to drugs, the authorization process also differs between local-
ly-made medical devices and imported medical devices.

There is no specific regulation on combination products, as such, the appli-
cant must adhere to each regulation relating to the products combined. For 
example, for drug and medical devices, the applicant must take into account 
the prevailing regulations on drugs and medical devices. 

However, during the application for MA for drugs, the applicant should be 
able to select the type of the products to be registered, as follows:

a) Single Product, if the product only consists of drug;
b) Combination Product, if the product consists of drug and solvents or 
drug use aids (e.g., syringe, aerosol, spray, implant); or
c) Combipack Product, if the product consists of two or three drugs packed 
into one package to be given to patients simultaneously.

In general, the requirements of U.S. Food and Drug Administration or the 
European Drugs Agency are informally used as benchmark by the Indonesian 
authorities, thus certain aspects are comparable. Nevertheless, Indonesia has 
a set of unique regulations that govern drugs and medical devices sectors. 

Drugs
Under Presidential Regulation No. 80 of 2017 on BPOM, BPOM is generally 
authorized to conduct intelligence and investigation activities in the drugs 
and foods sector as well as impose administrative sanctions, in accordance 
with the prevailing laws and regulations. The regulation also stipulates the 
establishment of a specific Investigation Deputy under BPOM, which is 
tasked to carry out the formulation and implementation of investigation pol-
icies against violations in the drugs and foods sector.

Medical Devices
Under MOH Regulation No. 10 of 2018 on Monitoring in the Health Sector, 
a functional position of a Health Supervisor is established to implement 
monitoring and supervision in the health sector. The object of monitoring 
includes the public and each organizer of activities related to health resources 

7. How are combination products 
(drug + drug, drug + biologic, 
drug + device, biologic + device, 
drug + biologic + device) 
regulated?

8. How is compliance with 
regulations monitored and 
evaluated? Is the regulatory 
regime comparable with the U.S. 
Food and Drug Administration or 
the European Medicines Agency 
expectations and requirements?

INDONESIA
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(including medical devices) and health efforts (e.g., health services). Health 
Supervisors work at central level (appointed by the MOH), provincial level 
(appointed by the Head of Provincial Health Agency) and regency/municipal 
level (appointed by the Head of Regency/Municipal Health Agency). 

A Health Supervisor is authorized to, among others, examine licensing 
related to the health resources and health efforts. If based on the monitor-
ing and supervision activities, it is proven that a health personnel and/or a 
health services facility violates any regulation in the health sector, they may 
be imposed with administrative sanctions. 

Drugs and Biologicals
Under GR 5/2021, noncompliance or violation of business licensing in the 
drugs and foods sub-sector, including licensing related to drugs and bio-
logicals, is subject to administrative sanctions, ranging from written warn-
ing, temporary suspension of business activity through freezing of business 
licensing, administrative fine, coercion (i.e., withdrawal from distribution, 
compensation, extermination, closing or blocking of electronic system and/
or other internet media used for online distribution of drugs and foods, and/
or closing of access for business licensing application), and/or revocation of 
business licensing (e.g., MA). 

Medical Devices
Under GR 5/2021, noncompliance or violation of business licensing in the 
medical sub-sector, including licensing related to medical devices, is subject 
to administrative sanctions, ranging from written warning to revocation of 
business licensing (e.g., MA). Additionally, there is also administrative sanc-
tion in the form of government coercion, covering: (i) discontinuation of 
ad service (ii) product recall order, and/or (iii) product extermination order.

Despite the foregoing, the Health Law provides criminal sanctions for: (i) 
any person who intentionally produces or distributes pharmaceutical supplies 
and/or medical devices that contravene the standard and/or requirements for 
safety, efficacy or expedience, and quality in the form of imprisonment for a 
maximum of 10 years and penalty for a maximum of IDR 1 billion, (ii) any-
one who intentionally produces or distributes pharmaceutical supplies and/or 
medical devices without proper business licensing in the form imprisonment 
for a maximum of 15 years and penalty for a maximum of IDR 1.5 billion.

In 2011, Law No. 24 of 2011 regarding Social Security Management Board 
(“Law No. 24/2011”) was enacted. The regulation is the basis of establishment 
of the Social Security Management Board (Badan Penyelenggara Jaminan 
Sosial or “BPJS”), which consists of 2 different bodies: (i) Health BPJS – 
which manages health security program; and (ii) Manpower BPJS – which 
manages manpower related programs such as pension fund. Both BPJSs are 
responsible to the President of the Republic of Indonesia.

9. What is the potential range of 
penalties for noncompliance?

10. Is there a national 
healthcare system? If so, how is 
it administered and funded?

INDONESIA
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The health social security program was formerly known as the Public 
Health Care Insurance (Jaminan Pemeliharaan Kesehatan Masyarakat) which 
was managed by PT Askes (Persero). Following the enactment of Law No. 
24/2011, it transformed into the Health Security program and is managed 
by Health BPJS. 

Any person, regardless of whether they already have another health insur-
ance policy, is obligated to become a participant in the health security pro-
gram managed by the Health BPJS. The Health BPJS will charge periodical 
contribution fees to the members. The Indonesian Government will provide 
contribution aid to the Health BPJS as an additional source of funding for the 
purpose of sponsoring the poor and less fortunate so that they can be covered 
by the health security program.

The Health BPJS will cover health services expenses of its participants in 
accordance with the health security program regulations.

Under MOH Regulation No. 71 of 2013 on Healthcare Services at National 
Health Security, as amended several times, lastly by MOH Regulation No. 7 
of 2021, Health BPJS may cooperate with healthcare facilities managed by the 
government, regional government, and/or public. These include: (i) health 
centre (locally known as Puskesmas) or its equivalent; (ii) doctor’s practice; 
(iii) dentist’s practice; (iv) primary services doctor’s practice; (v) pratama clin-
ic or its equivalent; (vi) pratama class D hospital or its equivalent; (vii) pri-
mary clinic or its equivalent; (viii) general hospital; and (ix) special hospital. 
The cooperation shall be carried out by a cooperation agreement between 
the Health BPJS and each health facility. The agreement must be valid for a 
minimum of 1 year.

On 28 March 2018, the MOH Regulation No. 4 of 2018 on Obligations of 
Hospitals and Obligations of Patients was enacted. The regulation stipulates 
that each hospital (whether public or private) must fulfil certain obligations, 
including, to provide facilities and services for the less fortunate and poor. 
It is further explained that this obligation shall be carried out by providing 
Class III care beds for the less fortunate and the poor, and/or for the health 
social security participants.

Drugs
MOH Regulation 98/2015 requires pharmaceutical industries to provide 
information on the highest retail price on the label of the drug concerned. 
The information may be provided in the form of a nominal value (in IDR) or 
formula (as relevant). The price information differs in accordance with the 
type of the drugs: 
 • non-generic drugs, 
 • generic drugs listed in the e-catalogue for government procurement; and 
 • generic drugs that are not listed in the e-catalogue. 

11. How does the government 
(or public) healthcare system 
function with private sector 
healthcare?

12. Are prices of drugs and 
devices regulated and, if so, 
how?
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Price information based on the formula must be provided for generic drugs 
listed in e-catalogue. Specifically, for generic drugs not listed in the e-cata-
logue, the highest drug retail price must comply with the price determined 
by the MOH based on its decree. The MOH last issued an MOH Decree on 
this in 2015. 

For non-generic drugs, the information must be provided in the form of a 
nominal value based on pharmacies’ nett price (i.e., retail price from pharma-
ceutical wholesaler to the pharmacies, including VAT) plus pharmaceutical 
services fee of 28% on the pharmacies’ nett price. 

The pharmacies, drug stores, and hospital/clinic pharmaceutical installa-
tions may only sell drugs at an equal or lower price than the highest retail 
price, unless the price provided on the label is no longer valid. 

Medical Devices
There is no specific regulation on pricing for medical devices.

Patients pay for drugs and devices out-of-pocket or financed by private insur-
ance or the Health BPJS. Some also enjoy the benefit of medical allowances 
provided by their employers. 

Although currently the majority of Indonesians have been registered as 
participants of Health BPJS, due to the limitation of coverage provided by the 
Health BPJS, a good portion of the participants either elect to pay for drugs 
and devices entirely out-of-pocket or pay for the excess not covered by the 
Health BPJS.

Drugs
Drugs dispensing and services based on prescription must be carried out by 
licensed pharmacists. 

In remote areas where no pharmacist is available, the MOH may assign 
licensed pharmacy technical personnel to primary health services facilities 
to compound and dispense drugs to patients. Furthermore, in more remote 
areas where no pharmacy is available, licensed doctors or dentists may com-
pound and dispense drugs to patients.

Drugs dispensers (i.e., pharmacists) are compensated either by way of sala-
ry or on their own account. Pharmacists are allowed to establish pharmacies 
using their own and/or their investors’ capital (individual/company). 

Medical Devices
There is no general regulation on medical device dispensing. 

13. How are the drugs and 
devices used by patients paid 
for? What roles do public and 
private payers play?

14. Who dispenses drugs and 
devices to patients and how are 
those dispensers compensated?

INDONESIA
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Main responsibilities of pharmacists in dispensing drugs consist of 3 stages, 
namely, preparation, delivery and providing information on the drugs. In 
general, the main duties of the pharmacists include:

a) Dispensing drugs in accordance with the prescription, including com-
pounding if necessary;
b) Ensure correct labelling and packaging of the drugs;
c) Ensure that the drugs are given to the correct patients or their families;
d) Providing information to the patients on the use and dosage of the 
drugs, as well as its side effects and list of consumables that must be avoid-
ed during consuming the drugs;
e) Maintaining records of dispensed drugs; and
f) Educating patients who require OTC drugs for mild disease.

15. What are the professional 
and legal responsibilities of 
those who dispense drugs and 
devices? What role do they 
play in providing patient care, 
information, and safety?
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Commitment To Excellence:
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unprecedented level of client service is made possible in 
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The Ministry of Health, Labour and Welfare (the “MHLW”) and the 
Pharmaceuticals and Medical Devices Agency (the “PMDA”).

Authorization is governed by the Pharmaceuticals and Medical Devices Law 
(the “PMD Act”) of Japan.

Pricing of drugs and biologicals is governed by the National Health 
Insurance. Drug Pricing Standards are established by the MHLW under the 
Health Insurance Act. The method of calculation of drug pricing and the 
price of each drug are announced by the MHLW after consultation with the 
Central Social Insurance Medical Council.

Pricing of medical devices is included in the Medical Fee, which is also 
established by the MHLW under the Health Insurance Act, and the calcu-
lation method and price thereof are announced by the MHLW after consul-
tation with the Central Social Insurance Medical Council. 

Reimbursement is governed by the Health Insurance Act. 

To develop and test a product, it is necessary to obtain a manufacturing/
marketing business license, depending on the type of business.

To market a product, in addition to the above, the license holder must 
obtain marketing authorization for each such product. 

The fee for a manufacturing/marketing license varies depending on the type 
of license, but is approximately 100,000 to 150,000 yen. The fee for market-
ing authorization for each product varies depending on the product. 

Manufacturing/marketing licenses are valid for five years, and the license 
holder must renew the relevant license(s) every five years. Marketing 
authorizations are valid until and unless withdrawn by the government 
for appropriate reasons or abandoned by the authorization holder, both of 
which are rare.

Clinical trial data is required to obtain authorization for brand-name prod-
ucts. Normally, product creators spend more than 10 years from basic 
research to obtaining authorization.

For generic products, only stability tests and bioequivalence tests are 
required, as opposed to clinical trials. Thus, generic products can obtain 

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?

3. What are the steps to obtain-
ing authorization to develop, 
test, and market a product?

4. What are the approximate fees 
for each authorization?

5. For how long are marketing 
authorizations/registrations 
valid? How are marketing authori-
zations/registrations renewed?

6. How does the authorization 
process differ between brand-
name products and generic 
products? Are there differences 
for local manufacturers versus 
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authorization in a short time, normally 2 years from the start of testing. 
Currently, applications for authorization of generic products are accepted 
only twice a year, in February and August.

Basically, the same rules apply to combination products. To ensure the safe-
ty of combination products, the single drugs used in combination products 
must be in the market for one year or more, with exceptions for some special 
combination products (such as HIV drugs).

Compliance with regulations is monitored and evaluated by the PMDA and 
the local government of each prefecture. Basically, compliance with regula-
tions is harmonized with the FDA and EMA.

Potential penalties include suspension of part or all of a business, cancellation 
of authorizations, or up to 3 years imprisonment or a fine of up to 3 million 
yen or both, depending on the type of noncompliance/misconduct.

There is a national healthcare system. Japan’s universal insurance system 
began with introduction of the Health Insurance Act in 1961. This system 
ensures that all people’s healthcare costs are covered by public insurance and 
that people have free access to any healthcare provider. People have to pay 
insurance fees to the health insurance program they join, and then, when the 
individual goes to a healthcare provider, the cost is covered by the National 
Health Insurance (other than a portion the individual patient must pay). The 
portion an individual must pay varies from 10% to 30% depending on the 
individual’s age; in addition, if an individual’s total payments exceed a certain 
amount, which is decided based on his or her income, the residual amount is 
covered by the National Health Insurance.

People have an obligation to join a health insurance program. Company 
employees join the health insurance program their employer has joined. Most 
other people join the national health insurance program, although there are 
also several special insurance programs such as the public employee union 
program.

The national healthcare system is funded primarily by insurance fees paid 
by the program members. For example, a company employee has an obliga-
tion to pay half of his/her insurance fee to the insurance program; the oth-
er half is paid by the employer. However, current healthcare costs are far 
beyond the total of insurance fees. Thus, there is an added public expense. 
Most recently, approximately one half of the total healthcare costs was cov-
ered by insurance fees, approximately 40% was covered as a public expense, 
and approximately 10% was covered by individual payment by the patients.

foreign-owned manufacturers?

7. How are combination products 
(drug + drug, drug + biologic, 
drug + device, biologic + device, 
drug + biologic + device) 
regulated?

8. How is compliance with 
regulations monitored and 
evaluated? Is the regulatory 
regime comparable with the U.S. 
Food and Drug Administration or 
the European Medicines Agency 
expectations and requirements?

9. What is the potential range of 
penalties for noncompliance?

10. Is there a national 
healthcare system? If so, how is 
it administered and funded?
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Most of the hospitals in Japan belong to the private sector (approximately 80%). 
The basic functions of public sector and private sector hospitals are the same, 

but public sector providers have special missions, such as providing healthcare 
in remote places where no other hospitals exist, assisting patients as a safety 
net, and providing advanced healthcare based on advanced research and study.

Prices of drugs and devices are regulated under the Health Insurance Act.
Pricing of drugs and biologicals is governed by the National Health 

Insurance Drug Pricing Standard which is regulated by the MHLW under 
the Health Insurance Act. The methods of calculation of drug pricing and the 
prices for each drug are announced by the MHLW after consultation with the 
Central Social Insurance Medical Council.

The pricing of medical devices is included in the Medical Fee, which is also 
regulated by the MHLW under the Health Insurance Act, and the calculation 
methods and prices thereof are announced by the MHLW after consultation 
with the Central Social Insurance Medical Council.

Drugs and devices prescribed by doctors and used by patients are covered 
by the National Health Insurance, other than the portion individual patients 
must pay under the Health Insurance Act.

Doctors prescribe the drugs and pharmacies dispense the drugs to patients. 
When a pharmacy dispenses a prescribed drug, the patient has to pay a por-
tion of the total cost, and the other portion is reimbursed to the pharmacy by 
the National Health Insurance payer.

The cost of devices used by doctors for patients is reimbursed to the doctor 
by the National Health Insurance payer. Patients only pay the hospital a por-
tion of the doctor fees, including service fees.

Under the Health Insurance Act, a doctor must register as an insurance doc-
tor. Only registered insurance doctors can prescribe drugs and dispense devic-
es covered under the national insurance system.

Also, only a pharmacy that is designated as an insurance pharmacy under 
the Health Insurance Act can dispense drugs.

Insurance doctors and insurance pharmacies have obligations under the 
Health Insurance Act, and non-compliance may result in cancellation of their 
licenses.

11. How does the government 
(or public) healthcare system 
function with private sector 
healthcare?

12. Are prices of drugs and 
devices regulated and, if so, 
how?

13. How are the drugs and 
devices used by patients paid 
for? What roles do public and 
private payers play?

14. Who dispenses drugs and 
devices to patients and how are 
those dispensers compensated?

15. What are the professional 
and legal responsibilities of 
those who dispense drugs and 
devices? What role do they 
play in providing patient care, 
information, and safety?
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This chapter about Regulatory, Pricing and Reimbursement in Malaysia was published in 
association with:

* THE CHAPTER ABOUT MALAYSIA WAS FIRST PUBLISHED IN NOVEMBER 2019 AND THE INFORMATION CONTAINED WITHIN IS SUBJECT TO CHANGE.
** LAST UPDATE: OCTOBER 2021

Skrine is one of the largest and leading legal firms in the country, with a sterling global reputation, and a wide 
range of highly-regarded practice groups. The firm is currently led by 49 partners with over 110 lawyers. Skrine is 
the exclusive Malaysian member of Lex Mundi, a network of leading independent law firms in over 160 jurisdictions 
around the world and the Pacific Rim Advisory Council, a network of 30 top tier independent member law firms. The 
Firm has been named as the Malaysia Law Firm of the Year in 2020 by Chambers Asia-Pacific; Malaysia Firm of the 
Year 2013 - 2020 by Who’s Who Legal; ranked as Leading Firm by Chambers Asia-Pacific 2011- 2021; ranked as Top 
Tier Firm by Legal 500 Asia-Pacific from 2014 - 2021; recognised as leading international arbitration firm since 2012 
by Global Arbitration Review (GAR) 100 and have been named as Malaysian Firm of the Year for 2014 - 2016 by 
Managing Intellectual Property (Managing IP).

 

Address: Level 8, Wisma UOA Damansara, 50 Jalan Dungun, 

Damansara Heights, 50490 Kuala Lumpur.

Tel: +603 2081 3999

Fax: +603 2094 3211

Email: skrine@skrine.com

Website: www.skrine.com
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The Ministry of Health (MOH) is the primary governmental body responsible 
for the health of the people and the overall healthcare system in Malaysia. Its 
key governmental agencies responsible for the administration of drugs and 
medical devices are as follows:

a) National Pharmaceutical Regulatory Agency (NPRA), formerly known 
as the National Pharmaceutical Control Bureau (NPCB), is tasked with 
implementing quality control on pharmaceutical products and meeting the 
requirements for testing and quality control activities. NPRA also imple-
ments and manages regulatory, licensing and product recall schemes as 
well as carries out research on methodology and training for pharmaceu-
tical and professional officers.1 
b) Drug Control Authority (DCA) regulates combination products and is 
tasked with ensuring the safety, quality and efficacy of pharmaceuticals, 
health and personal care products marketed in Malaysia. The DCA over-
sees the registration of pharmaceutical products and cosmetics, licensing 
of premises (for importers, manufacturers and wholesalers) and monitor-
ing the quality of registered products and Adverse Drug Reactions (ADR).2  
c) Malaysian Adverse Drug Reaction Advisory Committee (MADRAC) 
is established under DCA to carry out pharmacovigilance for registered 
drugs in Malaysia. All ADR reports received and assessed by MADRAC 
are forwarded to central World Health Organization (WHO) Global ICSR 
database. MADRAC works to promote ADR reporting in Malaysia and 
provide reliable information and advice to DCA, doctors, pharmacist and 
other healthcare professionals on drug safety.3

d) Medical Device Authority (MDA) controls and regulates medical devic-
es in accordance with the Medical Device Act 2012 for registration of the 
medical devices, issuance of licences, training and awareness. The MDA 
also issues licences to establishments who import, export and place med-
ical devices in the Malaysia market, surveillance and vigilance of medical 
devices and usage of medical device.4

e) Malaysian Pharmaceutical Services Programme (Pharmaceutical Divi-
sion), is the enforcement agency of the MOH responsible for ensuring that 
safe, efficacious and quality pharmaceutical products are made available to 
the public, protecting their interest via enforcement of relevant legislations 

1 NPRA, MOH website, 02.07.2015 https://www.npra.gov.my/index.php/en/about/addons-list-6/vision-mis-
sion-and-objective.html
2 NPRA, MOH website, 03.07.2015 https://www.npra.gov.my/index.php/en/about/drug-control-authority-dca/
about-the-dca
3 NPRA, MOH website, 20.03.2019 https://www.npra.gov.my/index.php/en/about/malaysian-adverse-drug-reac-
tions-advisory-committee-madrac/madrac-introduction
4 MDA, MOH official portal, background pg. https://portal.mda.gov.my/introduction/background.html

1. What are the regulatory 
authorities with jurisdiction over 
drugs, biologicals, and medical 
devices in your country?
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and ensuring rational use of medicines by both healthcare providers and 
patients.

Drugs
Key Legislation
The key legislations for the drug industry in Malaysia are the Sale of 
Drugs Act 1952, Dangerous Drugs Act 1952, Poisons Act 1952, Medicines 
(Advertisement and Sale) Act 1956, and the Control of Drugs and Cosmetic 
Regulations 1984. Other guidelines and regulations issued by NPRA have 
also be implemented to provide guidance to the pharmaceutical industry.

Authorization
The drug formulary produced by the MOH contains a list of drugs that has 
been approved by the MOH hospitals and institutions. Prior authorization 
and approval by the Director-General of Health is required before the use 
of any non-formulary drugs. In order to obtain approval for a new drug, 
an application must be approved in accordance with the following steps: -

• Pre-submission of application: the category of product, method of eval-
uation and requirements for product registration must be determined;
• Submission of application: applicant must register and submit applica-
tion via the online QUEST3 system;
• Screening of application: initial valuation carries out to ensure the 
required data/information of the submitted application are complete. 
This takes place before payment is made;
• Evaluation of application: Application with the submitted data is eval-
uated following different categories of products and/or level of claims. 
Applicant shall be informed via the system if any further supplemen-
tary data/information or documentation is deemed necessary by the 
Authority. Application is rejected if there is no response to the corre-
spondence from NPRA within six (6) months from the first correspond-
ence date. This takes place after payment is made;
• Regulatory outcome: a regulatory decision will be sent via email/official 
letter to the product registration holder. The Authority may, at any time 
reject, cancel or suspend the registration if there are deficiencies in safe-
ty, quality or efficacy of the product or failure to comply with conditions 
of registrations. A product registration number shall be assigned to the 
registered product.
• Post-registration process: registration status shall be valid for five (5) 
years or a period as specified in the Authority database. Upon approval, 
the application shall fulfil all commitments and conditions imposed dur-
ing the approval process and shall be responsible for the maintenance of 
the product in terms of quality, safety and efficacy throughout the valid-
ity of the registration period.

Biologicals
The specific requirements for registration of biologicals are set out in the  
 

2. What is the regulatory 
framework for the authorization, 
pricing, and reimbursement of 
drugs, biologicals, and medical 
devices?
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Guideline on Registration of Biologics. This comes under Appendix 4 of the 
Drug Registration Guidance Document (DRDG)

The requirements for registration of biologics/ biopharmaceuticals shall be 
in accordance to the ASEAN Common Technical Dossier (ACTD) format and 
in adherence to the general regulatory requirement as described in sections 
of the main DRGD. 

It covers:
• Administrative information
• Product quality data
• Product safety data
• Clinical data, demonstrating clinical efficacy and capacity to meet thera-
peutic claims, through clinical studies

Biologics include a wide range of products such as:
1) Vaccines;
2) Blood products;
3) Monoclonal antibodies (therapeutics);
4) Recombinant proteins:

- Insulins
- Hormones
- Erythropoetins and other hematopoietic factors
- Cytokines: interferons, interleukins, colony-stimulating factors, tu- 
mour necrosis factors

5) Cell and Gene Therapy Products (CGTPs)

There are specific requirements which exist for the registration of different 
types of biologics under the DRGD. These include specific requirements for 
the registration of Vaccines, Biotechnology Products, and Blood Products. 

Pricing
The MOH is the largest pharmaceutical spender and indirectly controls 
and reduces medicine price with bulk purchase. The three procurement 
methods are 1) Supply by Concession Company 2) National tender and 3) 
Local purchase. 

There are no price control methods in the private sector. Manufacturers, 
distributors and retailers may offer any prices in the free market with-
out any pricing policy or regulation. However, under the Pharmaceutical 
Services Programme (PSP), MOH have published and updated a Consumer 
Price Guide (CPG) as a public reference to purchase medicines in the pri-
vate sector. The PSP have conducted studies and produced reports with the 
aim of guiding medicine pricing policy and improving accessibility and 
affordability of medicine in Malaysia.

Nonetheless, based on publicly available information, the MOH has plans 
to implement price control measures. The MOH is targeting single-source 
innovative drugs sourced through public procurement in its first phase 
of price controls by using external reference pricing to benchmark drug 

MALAYSIA
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prices in Malaysia against eight to 12 countries. The average three lowest 
reference prices will then be chosen to determine the maximum medicine 
prices allowed in Malaysia at the wholesale and retail levels (clinics, hospi-
tals, pharmacies). However, as of June 2021, this has yet to be implemented 
and the countries that will be used as part of the references have yet to be 
decided.

Reimbursement
There is currently no national reimbursement scheme in Malaysia. 
However, the CPG published by the Pharmaceutical Services Programme 
is said to provide a comprehensive and reliable price data for consumers 
and for insurance reimbursement until a systematic nationwide procure-
ment and reimbursement scheme can be implemented.

Medical Devices
Key Regulations
The key legislation for the medical device industry in Malaysia is the 
Medical Device Act 2012. The First Edition of the Medical Device Guidance 
Document and Licensing for Establishment produced by the MDA also 
provides guidance on licensing requirement and establishments dealing 
with medical devices in Malaysia, to ensure compliance with the Medical 
Device Act and regulation.

The Medical Device (Advertising) Regulations 2019 and Medical Device 
(Duties and Obligations of Establishments) Regulations 2019, which were 
gazetted by the Malaysian Parliament under the Medical Device Act 2012, 
have officially come into effect as of 1 July 2020.

The Medical Device (Advertising) Regulations 2019 prescribes the mat-
ters relating to the contents of and conditions for advertising of med-
ical devices. Meanwhile, the Medical Device (Duties and Obligations of 
Establishments) Regulations 2019 prescribes the manner, criteria, condi-
tions and procedures of post-marketing activity of medical devices.

Authorization
Medical devices must be registered before they can be used and sold in 
Malaysia by licensed establishments. In Malaysia, medical devices are 
classified into 4 risk classes, namely Class A (Minimal), Class B (Low to 
Moderate), Class C (Moderate to High) and Class D (High). Manufacturers 
must ensure that their products conform to Essential Principles of Safety 
and Performance (EPSP) and Good Manufacturing Practices (GMP) 
standards and that a Conformity Assessment Body (CAB) certification is 
obtained in order to receive MDA approval for their product registration 
application. Moreover, a medical device cannot be imported, exported, or 
placed on the market unless it is registered. A single producer or authorised 
agent can only register one medical device. Multiple registrations of the 
same product are not permitted.

MALAYSIA
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The general procedure to register a medical device is to group and clas-
sify it in one of the classes abovementioned, following which, a Common 
Submission Dossier Template (CSDT) must be prepared (including techni-
cal information i.e. design input/specification/verification/etc.). Then, a con-
formity assessment is conducted and assessed by CAB. The manufacturer can 
then apply to register the medical device and MDA will conduct an evaluation 
thereafter. If approval is granted, the medical device will be registered upon 
payment of a prescribed fee.

Notwithstanding the above, in 2016, a Medical Device (Exemption) Order 
was gazetted which provides an exemption for registration required under the 
Medical Devices Act 2012 for the following purposes: -

(i) the purpose demonstrating the marketing;
(ii) the purpose of education;
(iii) the purpose of clinical research or performance evaluation of medical 
device;
(iv) a custom-made medical device; or
(v) a special access medical device.

An importer or manufacturers of the above-mentioned medical devices are 
also exempted from obtaining the required establishment licence. However, 
prior to any importation of a device potentially eligible for exemption, a noti-
fication must be sent by the manufacturer or importer to MDA.

Pricing
There are currently no laws regulating market prices for medical devices.

Reimbursement 
There is no national reimbursement scheme for medical devices in 
Malaysia. 

Combination Products
Key Legislation
The same as that which regulates drugs and medical devices separate-
ly. Aside from legislation, reference can also be made to the Guideline 
for Registration of Drug-Medical Device and Medical Device-Drug 
Combination Products.

Authorization 
There are different registration processes for combination products which 
are described as products comprising of two or more regulated compo-
nents combined to produce a single entity i.e. drug/device, biological/
device or drug/device/biological or two or more separate products pack-
aged together in a single package or as a unit.

According to the 2020 Guideline For Registration Of Drug-Medical 
Device And Medical Device-Drug Combination Products: The registration 
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3. What are the steps to obtain-
ing authorization to develop, 
test, and market a product?

4. What are the approximate
fees for each authorization?
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process of Drug-Medical Device combination product hall undergo the 
following 2 stages:

(i) Stage 2 – Obtaining Endorsement from MDA
(ii) Stage 3 – Application For Registration to NPRA

Note: All the stages shall be completed, with the exception of low risk 
medical devices which may proceed directly to Stage 2- Application for 
Registration to NPRA.

The registration process of Medical Device-Drug combination product 
shall undergo the following: -

(i) Stage 2 – Obtaining Certification from CAB
(ii) Stage 3 – Obtaining Endorsement from MDA

Refer to authorization in section 2 Chapter 1 above.

Drugs

No. Category of Product *Processing Fees Laborartory/Analysis 
Fees Total Fees

1. Pharmaceutical 
Single active ingredient: 
RM 3,000.00

RM 
4,000.00

a) New Drug Products
b) Biologics

RM 1,000.00 Two or more active 
ingredients: RM 
4,000.00

RM 
5,000.00

2. Pharmaceutical
Single active ingredient:
RM 1,200.00

RM 
2,200.00

a) Generic
    (Scheduled Posion)
b) Generic
    (Non-Scheluded Poison)
c) Health Supplement

RM 1,000.00 Two or more active 
ingredients: RM 
2,000.00

RM 
3,000.00

3.
Traditional/Natural 
Product

RM 500.00 RM 700.00
RM 
1,200.00

Certificate fees for any product where such certification is required by 
any country importing such a product

Certificates Fee Validity

Issuance of one (1) Certificate of Pharmaceutical Product RM 50.00 2 years

Issuance of one (1) Certificate of Good Manufacturing Practice (GMP) RM 50.00 2 years

Issuance of one (1) Certificate of Declaration (Sijil Deklarasi) RM 50.00 -

Issuance of one (1) Certificate of Indication (Sijil Indikasi) RM 50.00 -
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Marketing registration for drugs is valid for a period of (5) years or such period 
as specified in the registration certificate. Renewal of the product registration 
shall be done no later than 6 months prior to expiry of the product registra-
tion. The product information/amendments/variation can be updated through 
a proper application. Any changes affecting the quality, safety and efficacy of 
a registered product cannot be renewed - a new registration shall be required. 
This is however not applicable to non-medicated and contraceptive devices. 

Medical Devices
All establishments importing, exporting or placing on the market any reg-
istered medical devices must obtain an establishment licence. This licence 
is valid for three (3) years but may be renewed no later than one year before 
the expiry date by paying the prescribed fee and complying with any request 
for information, particulars or documents as may be required by the MDA. 

Additional Licences
In addition to the product registration and establishment licence, any per-
son(s) or company that intends to manufacture, import or wholesale any regis-
tered product will have to obtain a Manufacturer’s Licence, Import Licence or 
Wholesale Licence respectively. Each licence is valid for a period of one (1) year 
and an application must be submitted together with the following documents: -

i) a copy of Company/ Business Registration Certificate 
ii) a copy of Business License (Local Authority) for business premise or 
store (if any) 
iii) a copy of Applicant’s/License Holder’s Identity Card
iv) a copy of Annual Retention Certificate and/or Type A License (This 
document is necessary if products manufactured/ imported/ wholesale are 
Scheduled Poison A products or any other products that require a Pharmacist) 

Application for these licences must be made to the Drug Control Autho-
rity through the QUEST 3+ System. These licences are non-transfera-
ble. Compliance with Good Manufacturing Practice (GMP) and Good 

5. For how long are marketing 
authorizations/registrations 
valid? How are marketing authori-
zations/registrations renewed?
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Charges for Product Classification

Device Classification Application fee Processing fee

Class A MYR 100 n/a

Class B MYR 250 MYR 1,000

Class C MYR 500 MYR 2,000

Class D MYR 750 MYR 3,000

Combination device MYR 750 MYR 5,000

Processing fee Timeline

RM 300 per product for each application
7-14 working days upon receipt of complete 
and satisfactory application
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Distribution Practice (GDP) is required for the application of a manufactur-
ing licence as well as product registration, whilst GDP compliance is required 
for the application of a wholesale or import licence.

For the renewal of any of these licences, a new application with the same 
supporting documents abovementioned must be submitted along with a copy 
of the previous licence.

All medicines, either brand-name (“the innovators”) or generic medicines 
must undergo a scientific evaluation process to establish their quality, safety 
and efficacy. Generic medicines must have specifications similar to that of 
the innovators to ensure they are equally effective and interchangeable. Both 
brand-name and generic medicines’ facilities must comply with the same 
standards of Good Manufacturing Practices (GMP). The regulatory require-
ments in Malaysia are similar to that of other developed countries.

Malaysia is a member of the Pharmaceutical Inspection Cooperation 
Scheme (PIC/S). Therefore, the code and standards of GMP is the same 
as that used by PIC/S members such as Australia, Canada, Europe and the 
United States. Local manufacturers however are subject to licensing and peri-
odic GMP audits. Foreign manufacturers of imported generic medicines are 
also subjected to GMP conformity assessment whereby the manufacturers are 
required to provide acceptable evidence that the premise conforms to current 
GMP requirements. Where the GMP evidence is not available or the docu-
ments are insufficient or unsatisfactory to demonstrate equivalence to GMP 
standards, the DCA may require an on-site audit of the foreign manufactur-
er. In order to ensure that generic medicines comply with strict registration 
requirements, all registered generic medicines are subjected to post-market 
surveillance, complaints and adverse drug reactions monitoring programme.

Local manufactures must ensure that the products meet essential principles 
of safety and performance (EPSP) and are manufactured in accordance with 
GMP. Both local and foreign manufacturers must apply for registration of 
their medical device products. The process of registration of medical devices 
for foreign manufacturers are as such: - 

1. A foreign manufacturer needs to appoint an Authorised Representative 
(AR) to register their devices;
2. The AR must prepare the registration application Common Submission 
Dossier Template (CSDT) based on the technical information from foreign 
manufacturer to be submitted to the MDA; 
3. An independent CAB (different from the one engaged by the foreign 
manufacturer in other countries) is to review the same registration appli-
cation dossier and issue a CAB certificate to be submitted to the MDA; and
4. The MDA will then review and approve or reject the registration of the 
medical device under the registration name of the AR for the device to 
then be marketed in Malaysia.

6. How does the authorization 
process differ between brand-
name products and generic 
products? Are there differences 
for local manufacturers versus 
foreign-owned manufacturers?

7. How are combination products 

MALAYSIA
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In Malaysia, the primary agency for registration of combination products 
is based on the primary mode of action/the principal mechanism of action 
by which the claimed effect or purpose of the product is achieved.5 In short, 
if the primary function of the combination product is as a drug, that would 
be its classification. Drug is based on pharmacological, immunological or 
metabolic action in/on the body.6 Combination products categorised as drug 
by the DCA is regulated in accordance with the CDCR 1984 and any other 
relevant documents published by NPRA.7

Medical devices do not achieve their primary mode of action in or on the 
human body by pharmacological, immunological or metabolic means, but 
that may be assisted in its intended function by such means.8 Combination 
products regulated as medical devices by the MDA is in accordance with the 
Medical Device Act 2012 and its subsidiary legislation, and any other relevant 
documents published by the MDA.

Additionally, any drug substances used as ancillary to medical device which 
is listed as a scheduled poison shall be regulated in accordance with the Poison 
Act 1952.9

Compliance with regulation is monitored by different agencies depending on 
the relevant products. Before any product is marketed and sold in Malaysia, 
it must be registered with the DCA even if it has received approvals from 
other regulatory bodies such as the US FDA.10 Furthermore, although the 
International Council for Harmonization (ICH) and European Medicine 
Agency (EMA) guidelines are generally acceptable in most ASEAN countries, 
there are additional regulatory requirements as well as enforcement and com-
pliance procedures unique to Malaysia that must be further complied with for 
the dispensing and marketing of medicines.11 These are set out in detail below.

The NPRA monitors compliance with regulations on drug related mat-
ters. Any pharmacy or individual carrying on the business of manufactur-
ing, whole-selling and/or importing medicines in Malaysia must obtain the 
respective licences from the NPRA. Upon doing so, the NPRA will conduct 
various inspection on the premises of the business. In particular, a GMP 
inspection will be carried out for manufacturers and a GDP inspection for 
wholesalers and importers. This inspection may be carried out annually 
depending on the performance of the business. In undergoing the renewal 
process for each licence, all such manufacturers, wholesalers and importers 

5 Ibid. pg. 10
6 Ibid. pg. 10.
7 Guideline for Registration of Drug-Medical Device and Medical Device-Drug Combination Products, MOH, 
1st edn, 15th March 2017, https://www.npra.gov.my/images/Guidelines_Central/MDC/Garis_Panduan_13.3.17.
pdf, at pg 2
8 Ibid. pg. 10.
9 Ibid. pg. 2
10 NPRA, MOH, Frequently Asked Questions (FAQs) Veterinary Medicine, question 2), https://www.npra.gov.
my/index.php/en/frequently-asked-questions-faqs-veterinary-medicine/general-regulatory.html
11 Regulatory Affairs Professional Society, Regulatory Focus, News Article, The drug regulatory landscape in the 
ASEAN region, 2018 https://www.raps.org/news-and-articles/news-articles/2018/1/the-drug-regulatory-landsca-
pe-in-the-asean-region

(drug + drug, drug + biologic, 
drug + device, biologic + device, 
drug + biologic + device) 
regulated?

8. How is compliance with 
regulations monitored and 
evaluated? Is the regulatory 
regime comparable with the U.S. 
Food and Drug Administration or 
the European Medicines Agency 
expectations and requirements?

MALAYSIA



PLH: REGULATORY, PRICING AND REIMBURSEMENT OVERVIEW — 61

must comply with the current regulations set out by the NPRA.12 All validly 
licenced pharmacy or business will be listed on the NPRA website.

The Malaysian Pharmaceutical Division regulates any pharmacy dispensing 
or marketing medicines and products containing scheduled poisons, (chem-
icals listed in the First Schedule of the Poisons Act 1952) or non-scheduled 
poisons (chemicals not found in the First Schedule of the Poisons Act 1952). 
This body is tasked with enforcing compliance to existing legislation and 
ensuring that the link of supply and marketing, advertising of the products 
(including the medical services) and its usage are properly managed.13 In 
ensuring continued compliance with all the local legislative provisions, rules 
and guidelines, the Pharmaceutical Division would carry out its own annual 
inspection and audit for the renewal of any such licences granted.

Failure to submit necessary documentation and reports (i.e. BE studies) 
will result in a rejection of the application for registration of the product. 
Additionally, if the DCA finds unsafe or sub-standard medicines, they are 
authorised to remove such products from the market. According to the 
CDCR 1984 enforced pursuant to the Sale of Drugs Act 1952, as well as 
the Dangerous Drugs Regulations 1952, non-compliance by any persons 
(depending on the nature of the non-compliance) could lead to financial pen-
alties, suspension of business activities, revocation of a product registration 
or establishment licence. Save in the more serious cases, violations of the leg-
islation and regulations on drugs and medical devices may attract criminal 
liabilities, including imprisonment. 

Malaysia has a two-tiered healthcare service sector: a government-based and 
publicly funded sector and a private sector. The public healthcare services are 
tax-funded and administered by the Ministry of Health through its central, 
state and district offices. The policies and programmes are centrally formulat-
ed, funded and administered. There are also many active non-governmental 
organisations providing emergency ambulatory and relief services in Malaysia.

To a small extent the MOH also regulates the private sector, i.e. requiring 
health care professionals to register with statutory professional bodies. In 
addition, the MOH also regulates the pharmaceutical industry and food 
safety offering comprehensive services ranging from preventive and prima-
ry health care to tertiary hospital care. The private health sector provides 
health services, mainly in urban areas, through physician clinics and pri-
vate hospitals with a focus on curative care. The government also works with 

12 NPRA, MOH, Frequently Ask Question: Compliance and Licensing, question 1), 5) and 11), https://www.npra.
gov.my/index.php/en/faqs-compliance-and-licencing/frequently-asked-questions-faqs-licensing.html?highligh-
t=WyJmcmVxdWVudGx5Il0=
13 Pharmacy Enforcement Division, Official Portal of Pharmaceutical Services Malaysia, MOH, 2018, https://
www.pharmacy.gov.my/v2/en/content/pharmacy-enforcement-division.html

9. What is the potential range of 
penalties for noncompliance?

10. Is there a national 
healthcare system? If so, how is 
it administered and funded?

11. How does the government 
(or public) healthcare system 
function with private sector 
healthcare?
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12. Are prices of drugs and 
devices regulated and, if so, 
how?

13. How are the drugs and 
devices used by patients paid 
for? What roles do public and 
private payers play?

14. Who dispenses drugs and 
devices to patients and how are 
those dispensers compensated?

15. What are the professional 
and legal responsibilities of 
those who dispense drugs and 
devices? What role do they 
play in providing patient care, 
information, and safety?

private insurance companies to give low-income people with cheap health-
care protection and coverage. For example, via the “mySalam National Health 
Protection Scheme”.

See Question 2 of Chapter 1 regarding the regulation of price of drugs and 
device products.

Malaysia’s public health system is financed mainly through general revenue 
and taxation collected by the Federal government, while the private sector is 
funded through private health insurance and out-of-pocket payment from 
consumers.

Government taxes collected by the Treasury are allocated to the MOH 
under the framework of five-year plan and annual budgets. The MOH funds 
its public health care facilities through global budgets based on historical 
spending, while the private sector funders mainly seek fee-for-service to pay 
for their facilities and expenditure. 

Medicines are dispensed by registered medical practitioners, registered den-
tists and registered veterinarians. Medicines and devices are dispensed by 
hospitals and pharmacists. Public hospitals are government funded and are 
therefore compensated by taxpayers whereas pharmacists tend to be privately 
owned and therefore are paid out-of-pocket of consumers.

Pharmacists are regulated by the Malaysian Pharmaceutical Society (MPS) 
and must adhere to a code of conduct therefore maintaining the highest pro-
fessional standard in the discharge of their professional service to patients 
and clients, in their conduct and professional relations with members of the 
profession and other allied professions. Various extensive guidelines are avail-
able concerning good dispensing practices. These include the “Guidelines 
for Good Dispensing Practice” adopted by the Malaysian Medical Council 
on 19 July 2016 and the “Guide to Good Dispensing Practice” issued by the 
Pharmaceutical Services Division of the Ministry of Health Malaysia in 2016
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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?

REGULATORY, PRICING AND REIMBURSEMENT 
OVERVIEW



PLH: REGULATORY, PRICING AND REIMBURSEMENT OVERVIEW — 67

SINGAPORE

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 therapeu-
tic 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 dif-
ferent 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 technical, sci-
entific or medical expertise of the intended user; the importance of the infor-
mation 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.
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Pricing and Reimbursementtion
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 
generally available for a therapeutic product that contains one or more chem-
ical 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 prod-
ucts, 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 eval-
uated 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. 

3. What are the steps to 
obtaining authorization to 
develop, test, and market a 
product?

SINGAPORE
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• Verification-CECA route: applies to any generic product manufactured 
in India that has been evaluated and approved by one of the HSA’s refer-
ence 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 
application form through the HSA’s PRISM web portal; and (ii) the sub-mis-
sion 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 
identifies 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 identi-
ties 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.

SINGAPORE
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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.

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 
whether 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 pro-
cess, especially if the abridged, expedited, or immediate route is not availa-
ble for the device. Any medical device which has not obtained prior approv-
al 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 
reference 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 devic-
es 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 
application and has been marketed for at least three years in the independ-
ent reference regulatory agency’s jurisdiction without quality, performance, 
efficacy 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.

SINGAPORE
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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. 

For therapeutic products, the product registration fees comprise a screen-
ing fee of between S$500 and S$2,750, and an evaluation fee of between 
S$3,850 and S$82,500, depending on whether the application is an NDA or 
GDA, and the evaluation route used.

For medical devices, the application fee is S$500, and the evaluation 
fees (depending on the evaluation route) range from S$900 to S$75,000. 
Additional fees apply where the application is submitted for a full evaluation 
under the priority review scheme.

For both therapeutic products and medical devices, registration is generally 
valid for one year, and may be renewed upon paying an annual retention fee, 
unless the registration is suspended by the HSA, or cancelled by the HSA or 
the product registrant.

A generic product is a therapeutic product that has the same qualitative and 
quantitative composition in active substances and is of the same pharmaceu-
tical form and dosage as a currently registered product in Singapore. Such 
product must demonstrate bioequivalence to the Singapore reference product 
via appropriate bioequivalence studies.

A generic drug application (GDA) can apply for the registration of generic 
products (see Chapter 1, Question 3 above). The fees for a GDA are generally 
lower compared to that for a new drug application (NDA), and the evaluation 
processing time is generally also shorter. 

The application for therapeutic product or medical device registration can 
only be submitted by a locally registered entity.

Overseas manufacturers that intend to register their therapeutic prod-
ucts in Singapore are subject to a Good Manufacturing Practice (GMP) 
Conformity Assessment by the HSA. Overseas manufacturers must comply 
with Pharmaceutical Inspection Co-operation Scheme (PIC/S) GMP stand-
ard and can submit a valid GMP certificate or other evidence of GMP compli-
ance from a PIC/S member authority. If such evidence is found to be accept-
able, an audit by the HSA would not be necessary. Otherwise, the HSA will 
conduct an on-site GMP compliance audit of the applicant manufacturer.

Biological therapeutic products are subject to the same regulations as other 
therapeutic products. These regulations would similarly apply to combination 
products consisting of multiple biological and/or other therapeutic products.

Where a combination product comprises a medical device as well as a 
medicinal product, whether it will be regulated as a medical device or a ther-
apeutic product is determined based on its primary mode of action (PMOA), 

4. What are the approximate fees 
for each authorization?

5. For how long are marketing 
authorizations/registrations 
valid? How are marketing authori-
zations/registrations renewed?

6. How does the authorization 
process differ between brand-
name products and generic 
products? Are there differences 
for local manufacturers versus 
foreign-owned manufacturers?

7. How are combination products 
(drug + drug, drug + biologic, 
drug + device, biologic + device, 
drug + biologic + device) 
regulated?
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i.e., the mode of action that makes the greatest contribution to the overall 
intended therapeutic purpose of the combination product. 

The combination product will be regulated as a medical device under the 
Health Products Act where it does not achieve its PMOA in or on the human 
body by pharmacological, immunological or metabolic means. Examples of 
such products include drug eluting stents and dermal filler incorporating 
analgesic.

Medical devices incorporating registrable medicinal products are Class D 
medical devices. The Medical Devices Branch and the Therapeutic Products 
Branch of the HSA will jointly evaluate the product registration applications 
for such devices. Medical devices incorporating non-registrable medicinal 
products will be classified according to the risk class applicable to the med-
ical devices.

The HSA has broad powers of investigation and enforcement under Part X 
of the Health Products Act, including the right to enter, inspect and search 
premises, as well as take samples for testing, examination or analysis without 
payment.

A person who furnishes to the HSA false or misleading information in a 
product registration application shall be guilty of an offence and shall be liable 
on conviction to a fine not exceeding $20,000 or to imprisonment for a term 
not exceeding 12 months or to both.

The US Food and Drug Administration and the European Medicines 
Agency are reference agencies of the HSA. Prior approval for a therapeutic 
product or medical device by the HSA’s reference drug regulatory agencies 
does not oblige the HSA to approve the application for product registration in 
Singapore, but such prior approval may allow an applicant to submit its appli-
cation via a more simplified evaluation route for the Singapore registration. 

Penalties for non-compliance with the regulatory requirements under the 
Health Products Act, which includes requirements on the manufacture, 
import, supply and advertisement of therapeutic products and medical devic-
es in Singapore and the licensing of dealers of such products, include fines 
and/or imprisonment. 

For instance, the failure to keep proper records relating to the manufac-
ture, import, supply, use or administration of a therapeutic product (where 
applicable) is an offence which can attract a fine of up to S$10,000 and/or 
imprisonment for a term of up to 6 months. The supply of an unregistered 
therapeutic product or medical device is an offence which can attract a fine 
of up to S$50,000 and/or to imprisonment for a term of up to two years. A 
person who manufactures a counterfeit therapeutic product can be liable 
upon conviction to a fine of up to S$100,000 and/or imprisonment for a 
term of up to 3 years.

8. How is compliance with 
regulations monitored and 
evaluated? Is the regulatory 
regime comparable with the U.S. 
Food and Drug Administration or 
the European Medicines Agency 
expectations and requirements?

9. What is the potential range of 
penalties for noncompliance?
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Yes. Singapore’s national healthcare system is funded by a mixed financing 
system, comprising multiple tiers of financing for Singaporeans’ healthcare 
expenditure.

There are broadly four tiers of healthcare funding, namely:
• Direct subsidies from the Singapore government for all Singaporeans, of 
up to eighty per cent (80%) of the total bill in acute public hospital wards;
• Medisave, which is a compulsory individual medical savings account 
scheme under which every working Singaporean as well as his employer 
must contribute a portion of his monthly wages into the account to save 
for his future medical needs; 
• Insurance plans such as MediShield Life, which is a basic, lowcost medi-
cal insurance scheme for all Singaporeans and permanent residents, which 
helps to pay for large hospital bills and specified costly outpatient treat-
ments, including dialysis and chemotherapy; and 
• MediFund, which is a medical endowment fund established by the 
Singapore government to further aid needy Singaporean patients who 
are  unable to pay for their remaining medical bills even after using other 
means of payment (including the abovementioned tiers of financing).

In addition, the Singapore government also administers several other subsidy 
schemes, such as:

• Community Health Assist Scheme: Common outpatient medical treat-
ment  and basic dental services are provided at subsidised rates to needy 
elderly or  disabled patients by general practitioners and dental clinics that 
have agreed  to partner with the MOH.
• Interim Disability Assistance Programme for the Elderly: Financial help 
is  provided to certain disabled elderly Singapore citizens.
• Medication Assistance Fund: Subsidies are provided for certain drugs at 
public hospitals, specialist outpatient clinics and polyclinics.

Singapore adopts a mixed delivery healthcare model, with primary healthcare 
services, acute hospital services and step-down care services being offered by 
healthcare providers in both the public and private sectors. Briefly, the dis-
tribution of services provided by the public and private sectors is as follows:

• Primary care sector: Private sector providers account for around 80% of 
the market.
• Acute care sector: Public sector providers account for around 80% of the 
market.
• Step-down care sector: Voluntary welfare organisations, most of which 
are funded by the government for services provided, account for a majority 
of the market. 

The prices of therapeutic products (including biological therapeutic products) 
and medical devices are generally not regulated by the Singapore government, 

10. Is there a national 
healthcare system? If so, how is 
it administered and funded?

11. How does the government (or 
public) healthcare system function 
with private sector healthcare?

12. Are prices of drugs and 
devices regulated and, if so, 

SINGAPORE
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though prices in the public sector may be indirectly regulated through the 
purchasing of drugs and devices through centralised Group Procurement 
Offices (GPOs) by way of tender contracts.

The national healthcare system in Singapore operates on mixed financing sys-
tem that provides multiple tiers of financing for its citizens and residents (see 
Chapter 1, Question 10). Government subsidies are available for certain drugs 
at public sector healthcare institutions, for instance, drugs under the Standard 
Drug List. Private insurers may provide reimbursement for the cost of drugs 
and medical devices, depending on the specific terms of the relevant policies.

The persons who can dispense drugs and sell medical devices to patients 
depends on the relevant classification of the drug or device. 
For therapeutic products:

• prescription-only medicines (POMs) can only be supplied by a doctor or 
dentist, or by a pharmacist at a retail pharmacy according to a prescription 
by a doctor or a dentist;
• pharmacy-only medicines (P-Medicines) can be supplied by or under the 
supervision of a pharmacist without a prescription; and
• general sales list (GSL) medicines can be purchased from any retailer;

For medical devices:
• “professional use only” medical devices can only be supplied to a 
licensed wholesaler of medical devices or a qualified medical or dental 
practitioner; and
• “trained user only” medical devices can only be supplied to a person who 
has been provided with training on the safe and efficacious use of the medi-
cal device as the manufacturer of the medical device determines is necessary.

The Singapore Government provides subsidies for certain drugs, such as those 
on the Standard Drug List, dispensed through the public sector hospitals.

Under regulation 17 of the Health Products (Therapeutic Products) 
Regulations 2016, a qualified practitioner or collaborative prescribing prac-
titioner (or a person acting under the supervision of the same) or a qualified 
pharmacist (or a person acting under the supervision of the same) may dis-
pense a therapeutic product only if the package or container of the therapeu-
tic product is labelled with all of the following information in English:

• the name of the person to whom the therapeutic product is to be 
administered;
• the name, address and any identification number or logo of the licensed  
healthcare institution or licensed retail pharmacy where the therapeutic 
product is supplied or dispensed;
• the date that the therapeutic product is dispensed;

how?

13. How are the drugs and 
devices used by patients paid 
for? What roles do public and 
private payers play?

14. Who dispenses drugs and 
devices to patients and how are 
those dispensers compensated?

15. What are the professional 
and legal responsibilities of 
those who dispense drugs and 
devices? What role do they 
play in providing patient care, 
information, and safety?
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• the directions for use of the therapeutic product;
• the name of the therapeutic product, being either the proprietary name 
or the appropriate non-proprietary name; and
• where the appropriate non-proprietary name is included on the label, the 
appropriate quantitative particulars of any active ingredient of the thera-
peutic product.

Under regulation 15 of the Health Products (Medical Devices) Regulations 
2010, any person supplying a medical device must ensure that it is accompa-
nied with the following information: 

• the trade or brand name of the medical device;
• where the medical device is supplied for use in any investigational testing, 
the statement “For Clinical Trial Use” or any other statement in English 
that conveys the same meaning;
• where the medical device is contained in a package and the contents of 
the package are not readily apparent, an indication of what the package 
contains, expressed in terms appropriate to the medical device, such as the  
size, net weight, length, volume or number of units;
• the expiry date of the medical device, if the medical device has one, as  
determined by the product owner of the medical device on the basis of the  
component of the medical device that has the shortest projected useful life;
• the product owner’s name or trading name, address, telephone number  
and electronic mail address; and
• an appropriate control number, such as a batch code, lot number or serial 
number.

SINGAPORE
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THAILAND

This chapter about Regulatory, Pricing and Reimbursement in Thailand was published in 
association with:

* THE CHAPTER ABOUT THAILAND WAS FIRST PUBLISHED IN OCTOBER 2019 AND THE INFORMATION CONTAINED WITHIN IS SUBJECT TO CHANGE.
** LAST UPDATE: FEBRUARY 2021

Tilleke & Gibbins’ is a full-service regional law firm in Southeast Asia, with over 190 lawyers and consultants practicing 
in Bangkok, Hanoi, Ho Chi Minh City, Jakarta, Phnom Penh, Vientiane, and Yangon, and a particularly strong presence 
in the life sciences sector. With cross-practice life science teams combining corporate and commercial attorneys 
with decades of government relations experience; patent experts from the IP group holding degrees in medicine, 
pharmacology, nutrition, chemistry, and biomedical engineering; and licensed pharmacists from the regulatory affairs 
group with industry experience drawn from decades of working for multinational life sciences companies, Tilleke & 
Gibbins paves the way for pharmaceutical industry clients to enter and excel in markets throughout Southeast Asia.
From research and development, to clinical trials, to registration and market entry, to commercialization and technology 
transfer, to government relations, Tilleke & Gibbins assists leading and emerging companies through every stage of a 
product’s life cycle, and is proud to be the pharmaceutical industry’s go-to legal advisor for Southeast Asia. 
 

Firm Name: Tilleke & Gibbins

Address: Supalai Grand Tower, 26th Floor, 1011 Rama 3 Road, 

Chongnonsi, Yannawa, Bangkok, 10120, Thailand

Phone: +66 2056 5555

Fax: +66 2056 5678

Email: bangkok@tilleke.com
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PARTNER AND DEPUTY DIRECTOR, INTELLECTUAL 
PROPERTY AND REGULATORY AFFAIRS

MANAGER, REGULATORY AFFAIRS

E: alan.a@tilleke.com | P: +66 2056 5871

E: atthachai.h@tilleke.com | P: +66 2056 5610

Alan Adcock is a partner and deputy director of the Tilleke & 
Gibbins intellectual property and regulatory affairs groups, help-
ing to oversee the firm’s client work in these areas across ASEAN. 
He is recognized as a leading intellectual property lawyer based 
on his handling of corporate IP matters, including licensing 
and acquisitions, and his knowledge in life sciences, fluency 
in Mandarin, and outstanding client service. Since 2005, Alan 
has received recognition by Asialaw Leading Lawyers Survey as 
one of Asia’s leading business lawyers in the area of intellectual 
property, and he has been named a top IP lawyer in Thailand 
by Chambers Asia-Pacific, The Legal 500 Asia Pacific and WTR 
1000. Alan is also recognized as a leading IP strategist by IAM 
Strategy 300, an expert on patents in IAM Patent 1000, one of the 
world’s foremost life sciences practitioners by IAM Life Sciences 
250, and a leading life sciences regulatory lawyer by Who’s Who 
Legal. He also co-heads the firm’s regional life sciences practice.

Alan represents diverse clients, from pioneers in the life scienc-
es to the biggest IP owners in the world, and helps them achieve 
the dual goals of profit and protection. He has extensive experi-
ence in IP acquisitions, strategic structuring, technology transfer, 
and IP licensing and securitization agreements and he regular-
ly handles various IP infringements and regulatory infractions 
involving labeling, advertising, clinical trials, product handling/
warehousing, product registration, taxation, and import/export 
violations across most of Asia.

Dr. Atthachai Homhuan is a manager of regulatory affairs at 
Tilleke & Gibbins. He prepares healthcare product dossiers for 
registration and he helps international companies develop market 
entry strategies for countries in Southeast Asia. His broad expe-
rience allows him to evaluate the feasibility of product registra-
tions, conduct plant audits, and coordinate pre-clinical and clinical 
trials in accordance with international guidelines and standards. 
Atthachai also reviews healthcare product labeling for food, cos-
metics, medical devices, and drug products in Thailand and other 
Southeast Asian countries.

He also assists pharmaceutical, chemical, life sciences, and bio-
technology companies to draft and review their patent claims and 
specifications, and advises patent agents on amending claims and 
providing responses to office actions. Atthachai frequently drafts 
counterstatements against opposing parties in trademark and pat-
ent applications. His practice also includes advising on pre-liti-
gation and litigation matters involving the life sciences, medical 
devices, and pharmaceuticals. He has presented before the IP&IT 
Court as a witness in chemistry and life sciences patent litigation.

Prior to joining the firm, Atthachai was a postdoctoral research-
er in Japan and Taiwan, focusing on stem cell therapies and vaccine 
development. He applied his technical expertise to the industry 
when he became a project manager for a Thai vaccine manufac-
turing company, where he led the firm’s R&D efforts. His industry 
background also includes serving as a formulation manager at the 
subsidiary of a well-known American pharmaceutical innovator, 
where he was a group leader in charge of the company’s R&D and 
production functions. Atthachai holds a PhD in Pharmaceutical 
Technology from Thailand’s Mahidol University.

ALAN ADCOCK DR. ATTHACHAI 
HOMHUAN
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ATTORNEY-AT-LAW

E: san.c@tilleke.com | P: +66 2056 5640

San Chaithiraphant is an attorney-at-law in Tilleke & Gibbins’ 
intellectual property group, specializing in patents for life scienc-
es and technological products. Within the firm’s Bangkok IP 
team, San advises clients on a range of complex patent issues, 
including specification drafting, registration procedures, portfo-
lio management, and more.

In addition to patent work, San advises leading clients in the 
life sciences industry on a wide range of legal matters including 
regulatory compliance, product registration with the Thai FDA, 
and securing intellectual property rights in Thailand.

San was ranked among the top of his batch in the Thai Bar 
Association examinations, and also graduated with distinction 
with an LLM, focused on intellectual property and digital econ-
omy, from the University of Glasgow. He has a multidisciplinary 
background with advanced degrees in engineering and chemical 
engineering.

SAN 
CHAITHIRAPHANT

CONSULTANT, REGULATORY AFFAIRS

E: kittiya.n@tilleke.com | P: +66 2056 5750

Kittiya Nopparatrungroj is a consultant in Tilleke & Gibbins’ reg-
ulatory affairs team in Bangkok and is a licensed pharmacist in 
Thailand. She advises and assists international and local clients 
in the pharmaceutical, medical device, and broader life sciences 
industries on market entry, obtaining and maintaining marketing 
authorization licenses, advertising and marketing regulations, and 
other related regulatory affairs matters. She also regularly prepares 
and reviews registration dossiers, and evaluates the feasibility of 
product registrations, advertisements, and labeling material for 
pharmaceutical products and medical devices.

Kittiya regularly authors articles covering updates of Thai laws 
and regulations applicable to the pharmaceutical and medical 
device industries. In addition, she has participated in several sem-
inars and webinars on the same topics.

Kittiya graduated with a bachelor’s degree in Pharmaceutical 
Science from Mahidol University. During her studies, she com-
pleted internships with a local drug manufacturer and a local cos-
metics manufacturer in Thailand. She also received a scholarship 
to intern at the Analytical Chemistry Institute of Johannes Kepler 
University in Austria, where she conducted research on steroid 
hormones from placenta extract.

KITTIYA 
NOPPARATRUNGROJ
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In Thailand, drugs, biologics, and medical devices are regulated by the Thai 
Food and Drug Administration (Thai FDA), under the supervision of the 
Ministry of Public Health (MOPH). 

More precisely, the Drug Division of the Thai FDA is the main regulatory 
body controlling pre-marketing and post-marketing of Drugs and Biologics 
in the Kingdom; while the Medical Device Control Division of the Thai FDA 
is the main regulatory body controlling pre-marketing and post-marketing 
of medical devices in the Kingdom.

The Drug Act, B.E. 2510 (1967), as amended, provides the regulatory frame-
work for the marketing authorization and post-marketing surveillance of 
drugs and biologics in Thailand. The Medical Device Act, B.E. 2551 (2008), 
as amended, provides legislation governing the marketing authorization 
and post-marketing surveillance of medical devices in Thailand. In gener-
al, there are no specific regulations related to pricing for drugs and medical 
devices. The prices of medicinal products are only controlled when they are 
listed in the National List of Essential Drugs (NLED), a list of medications 
used by public hospitals and public health services. Under the control of the 
Ministry of Commerce, drugs on the NLED are subject to a median price 
policy. However, these pricing regulations only apply to drugs that are listed 
on the NLED and are prescribed in public hospitals. Private hospitals and 
drug stores are free to set their own prices for the drugs they sell, but the price 
must not exceed the sticker price—the maximum price set by the distributor.

The cost of drugs and medical devices on the NLED can be reimbursed by 
the government. Government hospitals generally provide drugs and med-
ical devices from the NLED to civil servants and other persons under the 
universal coverage (THB 30 Scheme). Civil servants are not required to pay 
anything to the hospital, and patients under the THB 30 Scheme will pay a 
maximum of THB 30 (approximately USD 1). Public hospitals will be reim-
bursed in full by the government for the cost of the drugs and medical devices 
used in these cases. Another reimbursement scheme available to Thais is the 
Social Security Scheme, which is available to employees of private companies. 
For more information on reimbursements, please see the answer to Question 
10 below.

Classification of Pharmaceutical Products 
Chemical drugs are classified into three categories:

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?

REGULATORY, PRICING AND REIMBURSEMENT 
OVERVIEW
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(i) New Drug 
A new drug is a drug formulation that has not been registered in Thailand 
before. New drugs include products of a new chemical entity (NCE), a 
new combination, a new dosage form, a new drug delivery system, a new 
indication, a new strength, or a new route of administration. 
 
(ii) New Generic Drug 
A new generic drug is a drug formulation that has the same active pharma-
ceutical ingredient(s), dosage form, indication(s), route of administration, 
and strength as a reference drug that had previously been approved by the 
Thai FDA after B.E. 2534 (1991).

(iii) Generic Drugs
A generic drug is a drug formulation that has the same active pharmaceu-
tical ingredient(s), dosage form, indication(s), route of administration, and 
strength as a reference drug that had previously been approved by the Thai 
FDA before B.E. 2534 (1991). 

Classification of Medical Devices
On February 15, 2021, the risk classification system, as laid out in the ASEAN 
Medical Device Directive (AMDD), entered into force resulting in significant 
changes in the classification system and registration scheme of medical devic-
es in Thailand. Under the Medical Device Act, medical devices are classified 
into three categories, depending on the level of risk of the medical device to 
individuals and the general public:

(i) Licensed Medical Devices (equivalent to Class 4 Medical Device) 
The Licensed Medical Device category is the most strictly controlled class. 
Prior to importation and production, the applicant must apply for and 
obtain a license for importation or manufacturing of licensed medical 
device (or product license). The license for importation or manufacturing 
of a licensed medical device remains valid for five (5) years and it is renew-
able. The full Common Submission Dossier Template (CSDT) is required.

Examples of Licensed Medical Devices include SARS-CoV-2 diagnostic 
test kits, HIV diagnostic test kits (but not HIV self-test kits), methamphet-
amine test kits, Hyaluronic acid-based filler for correction of skin depres-
sions, silicone breast implants, blood bags, etc.

(ii) Detailed Notification Medical Device (equivalent to Class 2 and 
Class 3 Medical Device)
Detailed Notification Medical Devices are subject to a less intensive review 
procedure than Licensed Medical Devices. Prior to importation and pro-
duction, the applicant must submit a dossier and obtain an approval 
certificate for importation or manufacturing of a Detailed Notification 
Medical Device (or product license). The certificate for importation or 

THAILAND
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THAILAND

manufacturing of a Detailed Notification Medical Device remains valid 
for five years and is renewable. The full Common Submission Dossier 
Template (CSDT) is required.

Examples of Detailed Notification Medical Devices include condoms, 
contact lenses, surgical gloves, rehabilitation devices, HIV self-test kits, etc.

(iii) Listed (or General) Medical Device (equivalent to Class 1 Medical 
Device)
Listed Medical Devices are medical devices that pose a low risk to individ-
uals and the general public. Medical devices under this category are subject 
to the least stringent control by the Thai FDA. Prior to importation and 
production, the applicant must submit the dossier and obtain an approv-
al certificate for importation or manufacturing of a listed medical device 
(or product license). The certificate for importation or manufacturing of 
a Listed Medical Device remains valid for five years and is renewable. The 
full Common Submission Dossier Template (CSDT) is NOT required.

Examples of Listed Medical Devices include adhesive bandages, exam-
ination gloves, specimen receptacles, powered hospital beds, wheelchairs, 
ophthalmic lenses with optical power, etc.

Pharmaceutical Products
Generally, there are three steps to obtaining market authorization. First, an 
established company in Thailand must obtain either a drug manufacturing 
license or a drug importation license from the Thai FDA. After obtaining one 
of these licenses, the company can submit a request to manufacture or import 
samples for various purposes (e.g., clinical trials, research and development, 
etc.). For research purposes, the clinical trial protocol must be approved by 
the relevant ethics committee of the applicable investigation site. Once those 
first two steps are complete, the company can apply for marketing authoriza-
tion of the particular drug product. 

For imported drug products, importers are also required to submit a GMP 
clearance application for each drug product in order to ensure that the over-
seas manufacturing site meets PIC/S GMP standards. The GMP clearance 
approval granted by the Thai FDA will have the same validity as the GMP 
certificate issued by the regulatory authority in the country of manufacturing. 
Thailand is a member of PIC/S GMP. 

Medical Devices
There are two steps to obtaining market authorization for medical devices. 
First, an established company in Thailand must obtain either a medical device 
manufacturing license or a medical device importation license from the Thai 
FDA. Once that is complete, the company can then apply for a marketing 
authorization for the particular medical device. 

With the full implementation of the risk classification system, the Thai FDA 
has implemented the “partial registration scheme” for Detailed Notification 

3. What are the steps to 
obtaining authorization to 
develop, test, and market a 
product?
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Medical Device and Licensed Medical Device to prevent a shortage of medi-
cal devices and to facilitate the registration processes. Under the partial reg-
istrations scheme, some of the technical documentation will be waived for 
three years from the beginning of the risk classification system (i.e., from 15 
February 2021 through 15 February 2024). Nonetheless, the complete docu-
mentation as required for the normal registration scheme must then be sub-
mitted upon the renewal of the product license.

According to the Ministerial Notification: Official Fees for Drug Products 
published on 4 Aug 2017 and Ministerial Notification: Official Fees for 
Medical Devices published on 4 Aug 2017, the official fees assessed will not 
exceed the maximum values provided in the table below. This new fee sched-
ule is designed to facilitate the government for levying fees by defining the 
actual cost for each type of registration.

Pharmaceutical Products

4. What are the approximate
fees for each authorization?

THAILAND

(1) Modern Drug Manufacturing Licenses THB 8,500 Per license

(2) Modern Drug Selling Licenses (Retail) THB 2,500 Per license

(3) Modern Drug Selling Licenses (Wholesale) THB 2,000 Per license

(4) Modern Drug Import License THB 10,500 Per license

(5) Technical Document Evaluation for New Drug Registration
THB 155,000 
– 395,000

Per license

(6) Technical Document Evaluation for Generic Drug 
Registration

THB 39,000 – 
THB 59,000

Per product

(1) Medical Device Manufacturing Licenses THB 33,100 Per license

(2) Medical Device Import License THB 13,100 Per license

(3) Medical Device Sale License THB 13,100 Per license

(4) Technical Document Evaluation for Licensed and 
Detailed Medical Device Registration

THB 38,000 – 
88,000

Per product

(5) Technical Document Evaluation for Notified (General) 
Medical Device Registrationn

THB 1,000 
THB 2,000

1-10 products
more than 10 
products

Remarks: 
The fees for Nos. 5-6 do not include (i) application fee, which will be between 
THB 1,000 – THB 2,500, and (ii) license fee, which will be THB 2,000.

Medical Devices

Remarks: 
- Fee No. 4 does not include (i) application fee in the amount of THB 100, 
and (ii) license fee, which will be between THB 5,000 – THB 20,000. 
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5. For how long are marketing 
authorizations/registrations 
valid? How are marketing 
authorizations/registrations 
renewed?

6. How does the authorization 
process differ between brand-
name products and generic 
products? Are there differences 
for local manufacturers versus 
foreign-owned manufacturers?

- Fee No. 5 does not include the; application fee in the amount of THB 100.

Pharmaceutical Products
The modern drug manufacturing and modern drug import license are both 
valid for a period of one year (from January 1 to December 31). Each type of 
license must be renewed before December 31 each year in order to be carried 
over to the following year. 

According to Amendment No. 6 of the Drug Act, marketing authorization 
drug licenses that received approval after October 13, 2019, will have a valid-
ity of seven years, and are renewable. 

Medical Devices
The medical device manufacturing and medical device importing license are 
both valid for a period of five calendar years. Each type of license must be 
renewed before December 31 of the fifth year. 

The medical device selling license is valid for a period of one calendar year 
(from January 1 to December 31) and must be renewed before December 31 
each year. 

According to the Medical Device Act, as amended, the product licenses 
of medical devices (Listed Medical Devices, Licensed Medical Devices and 
Detailed Notification Medical Devices) are valid for a period of five years, 
and are renewable. 

There are no significant differences between local and foreign-owned man-
ufacturers. Both types of companies are required to apply for marketing 
authorization licenses for each drug product they wish to manufacture. 

There are, however, major differences between original and generic product 
registration. Original drugs (or patented drugs) are classified as new drugs, 
meaning the registration dossier must include both non-clinical and clinical 
documentation. To register an oral-solid dosage form (i.e., tablet or capsule) 
generic product which is oral-solid dosage forms i.e., tablet, capsule, com-
panies can merely submit the bioequivalence study to prove pharmaceutical 
equivalence with the original product. 

Further, after obtaining a market authorization license, new drugs (original 
products) must undergo a mandatory Safety Monitoring Program (SMP). 
During the SMP, new drugs can only be dispensed in hospitals. The company 
manufacturing the original drug must provide periodic safety updates to the 
Thai FDA for the first two years. After the committee evaluates these reports 
over the two-year period, the drug can be released from the SMP and re-clas-
sified. Some new generic drugs may be subject to the SMP requirement if the 
original product has not been yet released from the SMP or the generic drug 
is considered a highly ethical drug (e.g., anticancer drug).

THAILAND



86 — PLH: REGULATORY, PRICING AND REIMBURSEMENT OVERVIEW

If the drug combination is new, the Thai FDA will classify it as a new drug. 
For a combination between a drug and medical device, the classification 

will be based on the products intended use; therefore, it requires an evalu-
ation by both the Drug Division and the Medical Device Control Division. 
However, the final classification decision will be at the Thai FDA’s discretion.

For example, drugs available in prefilled syringes are classified as drugs. 
However, if the main function of the combination acts like a medical device, 
such combination will be classified as a medical device (i.e., drug eluting 
stent, condom with spermicide, Heparin-coated catheters, etc.)

Combination products that fall within the scope of medical devices are 
classified as Licensed Medical Devices − the highest risk (class 4), which must 
obtain a license prior to import or manufacture the product. 

Thailand’s regulatory regime is comparable to that in the U.S. because it is 
governed by a centralized process through the Thai FDA, and specific subdi-
visions of the Thai FDA, namely the Drug Division and the Medical Device 
Control Division, are responsible for supervising drugs and medical devices, 
respectively. 

In order to comply with the Thailand’s regulatory regime, pharmaceutical 
companies must follow the provisions laid out in the Drug Act, as amend-
ed, and medical device companies must follow the provisions laid out in the 
Medical Device Act, as amended.

In order to monitor pharmaceutical and medical device companies and 
ensure that there are no adverse effects regarding the safety or efficacy of 
drugs, the Thai FDA conducts consistent pre- and post-marketing inspec-
tions. These inspections can come in a variety of forms, including on-site 
inspections for GMP compliance, on-site inspections to explore any aspect of 
the manufacturing process, and general on-site visits on a yearly basis.

Under the Drug Act and the Medical Device Act, penalties for noncompli-
ance by a licensee include suspension of import licenses, revocation of the 
marketing authorization licenses, a financial penalty, and imprisonment.

The national healthcare system is divided into three main schemes:
1. The Social Security Scheme (SSS): This scheme is administered by the 
Social Security Office and financed by tripartite contributions from the 
government, employers, and employees. It covers employees, and employ-
ers with one or more employees. This scheme is not applicable to those 
covered by the Civil Servant Medical Benefit Scheme (below) or to employ-
ees of foreign entities. 
2. The Civil Servant Medical Benefit Scheme (CSMBS): This scheme is 
administered by the Social Security Office and provides health care benefits 

7. How are combination products 
(drug + drug, drug + biologic, drug 
+ device, biologic + device, drug + 
biologic + device) regulated?

8. How is compliance with 
regulations monitored and 
evaluated? Is the regulatory 
regime comparable with the U.S. 
Food and Drug Administration or 
the European Medicines Agency 
expectations and requirements?

9. What is the potential range of 
penalties for noncompliance?

10. Is there a national 
healthcare system? If so, how is 
it administered and funded?
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to government officials and their dependents (spouse, parents, and up to 
three children).
3. The Universal Health Coverage Scheme (UCS): This scheme is admin-
istered by the MOPH and covers the remaining population not covered 
under either the SSS or the CSMBS.

In general, private sector healthcare companies are not subsidized by the gov-
ernment. However, some private sector healthcare companies may be partial-
ly subsidized by the government if they cooperate with the SSS. Subsequently, 
these private hospitals are able to provide healthcare services for patients who 
are registered at their hospital under the SSS. 

The prices of medicinal products are only controlled when they are listed in 
the National List of Essential Drugs (NLED), a list of medications used by 
public hospitals and public health services. Under the control of the Ministry 
of Commerce, drugs on the NLED are subject to a median price policy. 
However, these pricing regulations only apply to drugs that are listed on the 
NLED and are prescribed in public hospitals. Information about median pric-
ing can be found on (http://ndi.fda.moph.go.th/drug_value). Private hospitals 
and drug stores are free to set their own prices, but the price must not exceed 
the sticker price—the maximum price set by the distributor. 

In May 2019, the Department of Internal Trade issued Notification No. 52 
on the Price Reporting of Drugs, Devices, and Healthcare Services, which 
requires distributors to report the price of drugs sold to private hospitals. 
Further the private hospitals must also report the selling price of medicinal 
products and medical devices they purchase 

Reimbursement of drugs and devices is only available for those listed on the 
NLED, and prescribed at public hospitals (or private hospitals that cooper-
ate with the SSS). Therefore, the government will ultimately bear the cost of 
NLED-listed drugs and devices at all public hospitals and a select number of 
private hospitals. For all other drugs and devices, including those prescribed 
by private hospitals that do not cooperate with the SSS, the patient will be 
solely responsible for the total cost. 

Licensed practitioners, such as doctors and dentists, are authorized to pre-
scribe the drugs and medical devices to patients. Following prescription for 
a licensed practitioner, a licensed pharmacist will dispense the prescribed 
drugs or medical devices to patients. 

Only licensed practitioners such as doctors and dentists are authorized to 
prescribe drugs in Thailand, after which such drugs will be dispensed by a 

11. How does the government 
(or public) healthcare system 
function with private sector 
healthcare?

12. Are prices of drugs and 
devices regulated and, if so, how?

13. How are the drugs and 
devices used by patients paid 
for? What roles do public and 
private payers play?

14. Who dispenses drugs and 
devices to patients and how are 
those dispensers compensated?

15. What are the professional 
and legal responsibilities of 

THAILAND
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licensed pharmacist. Generally, most drugs are available at the hospital and 
at pharmacies. Unlike for drugs, there are no dispensing requirements for 
medical devices. 

Only doctors holding a medical license from the Medical Council of 
Thailand can practice the medical profession in Thailand, which includes the 
diagnosing, treating, and preventing diseases. Likewise, only pharmacists 
holding a pharmacy license from the Pharmacy Council of Thailand can dis-
pense drugs to patients. 

Medical professionals who work in hospitals may have additional respon-
sibilities such as investigating a patient’s drug allergies, and monitoring drug 
levels. 

those who dispense drugs and 
devices? What role do they 
play in providing patient care, 
information, and safety?

THAILAND
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VIETNAM

This chapter about Regulatory, Pricing and Reimbursement in Vietnam was published in 
association with:

* THE CHAPTER ABOUT VIETNAM WAS FIRST PUBLISHED IN MARCH 2020 AND THE INFORMATION CONTAINED WITHIN IS SUBJECT TO CHANGE.
**LAST UPDATE: SEPTEMBER 2022

Tilleke & Gibbins is a full-service regional law firm in Southeast Asia, with over 190 lawyers and consultants practicing 
in Bangkok, Hanoi, Ho Chi Minh City, Jakarta, Phnom Penh, Vientiane, and Yangon, and a particularly strong presence 
in the life sciences sector. With cross-practice life sciences teams combining corporate and commercial attorneys 
with decades of government relations experience; patent experts from the IP group holding degrees in medicine, 
pharmacology, nutrition, chemistry, and biomedical engineering; and licensed pharmacists from the regulatory affairs 
group with industry experience drawn from decades of working for multinational life sciences companies, Tilleke & 
Gibbins paves the way for pharmaceutical industry clients to enter and excel in markets throughout Southeast Asia.
From research and development, to clinical trials, to registration and market entry, to commercialization and technology 
transfer, to government relations, Tilleke & Gibbins assists leading and emerging companies through every stage of a 
product’s life cycle, and is proud to be the pharmaceutical industry’s go-to legal advisor for Southeast Asia. 

Tilleke & Gibbins

Hanoi Address: 789 Office Building, 9th Floor, 147 Hoang Quoc 

Viet Street, Cau Giay District, Hanoi, Vietnam

Phone: +84 24 3772 6688

Fax: +84 24 3772 5568

Email: vietnam@tilleke.com
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REGULATORY AFFAIRS CONSULTANT

Hien Thi Thu Vu heads the Tilleke & Gibbins regulatory affairs 
team in Vietnam, advising and assisting chemical, pharmaceu-
tical, medical device, and biotechnology companies to register 
their products with Vietnam’s regulatory agencies. She also assists 
with analyzing technical matters and assessing the possibility of 
infringement in patent infringement cases.
In a region where generic drugs are increasingly promoted and 
given market access, Hien advocates for the rights of health-
care companies that devote extensive assets to R&D activities, 
and helps pharmaceutical companies to list their products in the 
original brand-name lists issued by the Drug Administration of 
Vietnam. She has a strong background in the life sciences, with a 
degree in pharmacy, two years of industry experience as a medi-
cal representative with Hoffman-La Roche, and 15 years as a pat-
ent executive.
Hien is a licensed attorney and a Vietnam-qualified IP agent, and 
previously headed the patent unit at a leading local firm in Hanoi.

E:  thuhien.v@tilleke.com | P: +84 24 3772 5606

Mai Thi Le is a regulatory affairs consultant at Tilleke & Gibbins. 
Based in the firm’s Hanoi office, she has a strong background 
in pharmaceuticals and medical devices. She holds a bachelor’s 
degree in pharmacy and has previous work experience at a global 
innovator life sciences company, where she handled regulatory 
affairs for medical devices, and a local pharmaceutical company, 
where she handled regulatory affairs for drugs.
Mai handles new, renewal, and variation applications for product 
registration and helps clients develop registration plans. She fur-
ther assists by providing detailed information on the regulatory 
status of affected products and advice on appropriate regulatory 
processes.

E:  mai.lt@tilleke.com | P: +84 24 3772 5607
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In Vietnam, pharmaceutical products (including drugs and biologicals) and 
medical devices are under the overall management of the Ministry of Health 
(www.moh.gov.vn). The Ministry of Health (“MOH”) is organized into a num-
ber of divisions, in which the Drug Administration of Vietnam (https://dav.gov.
vn) (“DAV”) has the overall responsibility for pharmaceutical products and the 
Department of Medical Equipment and Construction (www.dmec.moh.gov.vn) 
(“DMEC”) and provincial Departments of Health monitor the manufacturing, 
registration and trading of medical devices.

The primary legislation for pharmaceuticals in Vietnam is Law No. 105/2016/
QH13 on Pharmacy (the “Law on Pharmacy”), which was issued on 6 April 
2016 and took effect on 1 January 2017, replacing the previous Law on Pharmacy 
of 2005.

Subordinate legislation includes Decree No. 54/2017/ND-CP guiding the 
implementation of the Law on Pharmacy, which was issued on 8 May 2017 and 
took effect on 1 July 2017, as amended by Decree No. 155/2018/ND-CP, which 
was issued and took effect on 12 November 2018. These decrees focus on drug 
import/export, pharmaceutical business, pharmacy practice certificates, drug 
recall, drug advertisement and drug price management.

Further regulations on other matters such as labelling and package inserts, 
drug quality, clinical trials of drugs and marketing authorization (“MA”) are 
regulated by the MOH in its ministerial circulars. In particular, the marketing 
authorization of drugs follows Circular No. 32/2018/TT-BYT of the MOH dated 
12 November 2018 on MA for drugs and medicinal ingredients (“Circular 32”), 
as amended by Circular No. 29/2020/TT-BYT dated 31 December 2020 and 
Circular No. 23/2021/TT-BYT dated 9 December 2021.

The management of medical devices is currently regulated by the following 
legislation:

(i) Decree No. 98/2021/ND-CP of the government dated 8 November 2021 
on medical device management ( “Decree 98”). 
(ii) Circular No. 47/2010/TT-BYT of the MOH dated 29 December 2010 
guiding the export and import of medicines and packaging in direct contact 
with medicines;
(iii) Circular No. 30/2015/TT-BYT of the MOH dated 12 October 2015 reg-
ulating the import of medical devices; and
(iv) Circular No. 19/2021/TT/BYT of the MOH dated 16 November 2021 
stipulating forms and reports for implementation of Decree 98;

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?

REGULATORY, PRICING AND REIMBURSEMENT 
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3. What are the steps to 
obtaining authorization to 
develop, test, and market a 
product?

4. What are the approximate
fees for each authorization?

5. For how long are marketing 
authorizations/registrations 
valid? How are marketing 
authorizations/registrations 
renewed?

6. How does the authorization 
process differ between brand-
name products and generic 

(v) Circular No. 05/2022/TT/BYT of the MOH dated 1 August 2022 detailing 
some articles of Decree 98.

Medicinal product pricing in Vietnam is based on the policy that medicinal prod-
uct manufacturers, exporters, importers, MA holders and wholesalers/distribu-
tors are free to set their own prices for their products, and compete on price, but 
are liable by law. Pharmaceutical establishments must declare the prices of their 
medicinal products to the DAV. 

Generally, there are three steps to obtaining marketing authorization for a drug. 
First, a company established in Vietnam must obtain either a drug manufacturing 
license or a drug trading license from the DAV. After obtaining one of these licenses, 
the company can submit a request to manufacture or import samples for various 
purposes (such as clinical trials or research and development). For research pur-
poses, the clinical trial protocol must be approved by the relevant ethics committee, 
then the company must engage a licensed clinical trial establishment to test the 
drug. Once those first two steps are complete, the company can apply for marketing 
authorization of the particular drug product.

The current government fees for authorization applications are as follows:

Authorization type Fee per application

Drugs (new authorization) VND 5.5 million (approx. USD 237)

Drugs (renewal authorization) VND 3 million (approx. USD 130)

Medical devices (Class A) VND 1 million (approx. USD 43)

Medical devices (Class B) VND 3 million (approx. USD 130)

Medical devices (Class C and Class D) VND 5 million (approx. USD 215)

Generally, drug MAs have a maximum term of five years. In certain cases, such 
as the first authorization for a new drug, a new vaccine or where the safety and 
effectiveness report of the drug is not available or insufficient, the DAV will grant a 
marketing authorization with a three-year term. Within 12 months before the expi-
ration date of the current marketing authorization, the MA holder may apply for 
an extension. By law, an extension to the current MA should be issued within three 
months from the receipt of a complete application dossier. 

For medical devices, the registration numbers for all classes are valid indefinitely, 
except for registration numbers granted under the emergency registration procedure 
(such as for products for epidemic prevention and control, and overcoming the conse-
quences of natural disasters and catastrophes).

The authorization process for the registration of brand-name products, i.e., “new 
modern drugs” as defined in the Law on Pharmacy, must include, among other 
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things, pre-clinical and clinical documentation, while this documentation may not 
be required for generic products. 

All drug manufacturers must obtain an Enterprise Registration Certificate, a 
Certificate of Eligibility for Pharmaceutical Business, and a GMP Certificate in 
order to manufacture drugs. Foreign-owned manufacturers located in Vietnam, 
additionally, must obtain an Investment Registration Certificate as a pre-condition 
for the above-mentioned certificates.

At the moment, there are no official regulations on combination products in 
Vietnam. From a practical view, for a drug combination, the classification may 
be based on the product’s intended use; however, the DAV tends to classify 
them as drugs.

Health inspectorates from provincial Departments of Health (“DOHs”) and 
the Health Inspectorate under the MOH are mainly responsible for moni-
toring compliance for all pharmaceutical-related activities (manufacturing, 
marketing, authorization, etc.). Their specific practices are not publicized, 
thus, it is unknown if the local regime is comparable to the expectations and 
requirements of the FDA or the EMA.

Penalties imposed on pharmaceutical business entities for noncompliance are list-
ed out in Decree 117/2020/ND-CP, as amended by Decree No. 124/2021/ND-CP. 
These penalties include suspension of import licenses, revocation of marketing 
authorization licenses, fines, and a recall of the violating products. 

Vietnam has a national healthcare system including central hospitals, provincial 
and district-level hospitals, and health centers at the district and commune level. 
The central hospitals are under the management of the MOH, while the other 
hospitals and health centers are under the management of the provincial DOHs. 

Under the Law on Health Insurance No. 25/2008/QH12 (as amended in 2014), 
participation in health insurance is compulsory. The national healthcare system 
is funded by revenues generated from health insurance. However, only med-
icines, medical services and health procedures which are specifically indicat-
ed by the government are covered. Any others must be funded by the patients 
themselves.

The provincial Social Insurance Authorities publish their respective lists of health-
care establishments that are eligible for registration of initial health examination and 
treatment, which can be amended from time to time. The lists include most public 
hospitals and a number of healthcare establishments in the private sector (private 
hospitals). Patients who undergo health examinations at these establishments are 
covered for the examination and treatment expenses with the appropriate ratio. 

products? Are there differences 
for local manufacturers versus 
foreign-owned manufacturers?

7. How are combination products 
(drug + drug, drug + biologic, drug 
+ device, biologic + device, drug + 
biologic + device) regulated?

8. How is compliance with 
regulations monitored and 
evaluated? Is the regulatory 
regime comparable with the U.S. 
Food and Drug Administration or 
the European Medicines Agency 
expectations and requirements?

9. What is the potential range of 
penalties for noncompliance?

10. Is there a national 
healthcare system? If so, how is 
it administered and funded?

11. How does the government 
(or public) healthcare system 
function with private sector 
healthcare?

VIETNAM
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If a patient uses the services of a healthcare establishment that is not in the 
respective eligibility list, their expenses are not covered by the Health Insurance 
Fund. They can cover the expenses either by themselves or with private insurance. 

Drugs
Pharmaceutical establishments must declare their drug prices to the DAV. After 
an MA has been issued, the importer/manufacturer must declare to the DAV the 
estimated wholesale price and (optionally) the estimated retail price for the drug 
before the first lot is circulated in Vietnam. Any change in the declared price must 
be re-declared to the DAV.

Distributors must not sell drugs at prices higher than the declared prices, and 
the declared prices should not be higher than the prices of the same drugs in 
ASEAN countries where such drugs are imported and sold. 

Medical Devices
Registration number holders are required to declare the prices of their medical 
devices on the Portal of Medical Device Management before putting the medical 
devices on the Vietnam market; the actual prices must not be higher than the 
declared prices.

Government Payers
The government issues lists of drugs and medical devices that are covered by 
government health insurance. Such lists apply to private and government health 
establishments that have signed contracts with health insurance institutions. 
Reimbursement for drugs and devices is only available for those included in the 
lists and prescribed appropriately by healthcare professionals.

Private Payers
Private health insurance providers are free to decide how they apply the proce-
dure for reimbursement for drugs and devices.

Licensed healthcare professionals are permitted to prescribe drugs to patients. 
Following such prescription, patients can purchase the drugs at licensed drug retail-
ers such as drugstores, including drugstores in hospitals. If the drugs or devices are 
covered by the Health Insurance Fund, the fund will reimburse the retailers.

Drug retailers must specify a person in charge of pharmacy expertise, who must 
be present during the working hours of the retail establishment and may only 
authorize someone with a pharmacy practice certificate (i.e., a licensed pharma-
cist) to take charge in his/her absence. A pharmacist can only be the person in 
charge of pharmacy expertise for one drug retail establishment.

Pharmacists must complete a training program and refresher program in phar-
macy within three years from the issuance date of their pharmacy practice certifi-
cate or the issuance date of the latest certificate of completion of training program 

12. Are prices of drugs and 
devices regulated and, if so, how?

13. How are the drugs and 
devices used by patients paid 
for? What roles do public and 
private payers play?

14. Who dispenses drugs and 
devices to patients and how are 
those dispensers compensated?

15. What are the professional 
and legal responsibilities of 
those who dispense drugs and 
devices? What role do they 
play in providing patient care, 
information, and safety?
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and refresher program in pharmacy. The pharmacist-in-charge of a drugstore 
may replace drugs in a prescription with other drugs that have the same active 
ingredients, usage, and dosage upon consent of the customer, and is responsible 
for such replacement. The pharmacist-in-charge of a drugstore needs to provide 
drug information to the customer, consult the customer when he/she finds the pre-
scription inappropriate, and monitor the adverse effects of the drugs sold.

There are no specific regulations on dispensers of class-A medical devices. 
Dispensers of medical devices of classes B, C and D must have at least one person 
with a college degree (or higher) in a technical, medical or pharmacy discipline. 
Most drugstores sell both medicines and a number of medical devices.

VIETNAM
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