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The Pharma Legal Handbook answers
essential questions about this environment
for pharmaceuticals in Vietnam.

It is a must-have for any company operating
in the country or looking to enter the market.

Prepared in association with Tilleke &
Gibbins, a full-service regional law firm
in Southeast Asia, it should answer any
questions linked to Regulation, Pricing,
Clinical and Preclinical Trials, Marketing,
Manufacturing, Trademarks and Patents.

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

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, Vietham

Phone: +84 24 3772 6688
Fax: +84 24 3772 5568

Email: vietham@tilleke.com
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HEAD OF REGULATORY AFFAIRS AND MANAGER OF
LEGAL DIVISION OF PATENT DEPARTMENT

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
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MAI THI LE

REGULATORY AFFAIRS CONSULTANT

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: mailt@tilleke.com | P: +84 24 3772 5607
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Tilleke & Gibbins is a leading
regional law firm in Southeast Asia

With over 190 lawyers and consultants in Cambodia, Indonesia, Laos, Myanmar, Thailand,
and Vietnam, we represent the top investors and the high-growth companies that drive
economic expansion in Asia in the key areas of commercial transactions and M&A, dispute

resolution and litigation, and intellectual property.
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REGULATORY, PRICING, AND REIMBURSEMENT OVERVIEW

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 obtaining
authorization to develop, test, and market a
product?

8. How is compliance with regulation monitored I
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?

4. What are the approximate fees for each
authorization?

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

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

13. How are 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? I
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REGULATORY, PRICING, AND
REIMBURSEMENT OVERVIEW

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

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.

2. What is the regulatory
framework for the authorization,
pricing, and reimbursement of
drugs, biologicals, and 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 labeling 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 327).

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

(i) Decree No. 36/2016/ND-CP of the government dated 15 May 2016, as
amended by Decree No 169/2018/ND-CP dated 31 December 2018 and
Decree 03/2020/ND-CP dated 1 January 2020 (collectively, “Decree 36”).
(if) Circular No. 07/2002/TT-BYT of the MOH dated 30 May 2002 guiding
the registration for circulation of medical devices made in Vietnam;

(iii) 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;

(iv) Circular No. 30/2015/TT-BYT of the MOH dated 12 October 2015 reg-
ulating the import of medical devices; and

(v) Circular No. 39/2016/TT-BYT of the MOH dated 28 October 2016 on
medical device classification.
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REGULATORY, PRICING, AND REIMBURSEMENT OVERVIEW

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.

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

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 licens-
es, 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.

4. What are the approximate
fees for each authorization?

The current government fees for authorization applications are as follows:

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)

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

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
expiration 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.

An MA for a Class A medical device is valid indefinitely, while MAs for Class B, C
and D medical devices are valid for five years but can be renewed. The MA holder must
apply for a renewal to the MA at least 60 days prior to the expiry of the validity term.

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

products? Are there differences

for local manufacturers versus
foreign-owned manufacturers?
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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
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
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REGULATORY, PRICING, AND REIMBURSEMENT OVERVIEW

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.

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

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.

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?

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.

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

Penalties imposed on pharmaceutical business entities for noncompliance are list-
ed out in Decree 117/2020/ND-CP. These penalties include suspension of import
licenses, revocation of marketing authorization licenses, fines, and a recall of the
violating products.

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

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 medicines,
medical services and health procedures which are specifically indicated by the
government are covered. Any others must be funded by the patients themselves.

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

10 -
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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.

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.
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REGULATORY, PRICING, AND REIMBURSEMENT OVERVIEW

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

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.

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

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.

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

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.

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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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
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.
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