The International Comparative Legal Guide to:

Pharmaceutical Advertising 2013
10th Edition
A practical cross-border insight into pharmaceutical advertising
Published by Global Legal Group, with contributions from:
A. Lopes Muniz Advogados Associados

Hwang Mok Park P.C.

Adams & Adams

Jones Day

Advokatfirmaet Grette DA

Jusmedico Advokatanpartsselskab

Allen & Overy LLP

Kirm Perpar law firm Ltd.

Anand and Anand

Life Sciences Legal Advocaten

Arnold & Porter (UK) LLP

Mannheimer Swartling Advokatbyrå

Arthur Cox

Nishimura & Asahi

Biolato Longo Ridola & Mori

Olivares & Cía., S.C.

Clayton Utz

PDG Avocats

Clifford Chance

Roschier

CMS Cameron McKenna

Schellenberg Wittmer Ltd

CMS, Russia

Sidley Austin LLP

Davis LLP

Sołtysiński Kawecki & Szlęzak

Debarliev, Dameski & Kelesoska Attorneys at Law

Tilleke & Gibbins

Faus & Moliner

Vieira de Almeida & Associados

Field Fisher Waterhouse LLP

YükselKarkınKüçük Attorney Partnership

Herbst Kinsky Rechtsanwälte GmbH

The International Comparative Legal Guide to: Pharmaceutical Advertising 2013
Preface:
Preface by Tom Spencer, Counsel, GlaxoSmithKline Plc.

General Chapters:
1

Disclosure of Payments to Health Professionals - Ian Dodds-Smith & Ewan Townsend, Arnold & Porter (UK) LLP 1

2

Pharmaceutical Promotion and the UK Bribery Act - Alison Dennis & Tony Lewis, Field Fisher Waterhouse LLP

Contributing Editor

Ian Dodds-Smith,
Arnold & Porter (UK) LLP
Account Managers

Beth Bassett, Robert
Hopgood, Dror Levy,
Maria Lopez, Florjan
Osmani, Oliver Smith,
Rory Smith
Sales Support Manager

Country Question and Answer Chapters:
3

Australia

Clayton Utz: Colin Loveday & Greg Williams

11

4

Austria

Herbst Kinsky Rechtsanwälte GmbH: Dr. Sonja Hebenstreit & Dr. Isabel Funk-Leisch

23

5

Belgium

Allen & Overy LLP: Geert Glas & Heidi Waem

34

6

Brazil

A. Lopes Muniz Advogados Associados: Marcos Lobo de Freitas Levy &
Mariana Carneiro Lopes Muniz

44

7

Bulgaria

CMS Cameron McKenna: David Butts & Angelika Dimitrova

52

8

Canada

Davis LLP: Bill Hearn & Noam Goodman

62

9

China

Jones Day: Chiang Ling Li & Haifeng Huang

76

Toni Wyatt
Sub Editors

Beatriz Arroyo
Fiona Canning
Editor

6

10 Czech Republic

CMS Cameron McKenna: Tomáš Matějovský & Radka Lörincová

85

11 Denmark

Jusmedico Advokatanpartsselskab: Jan Bjerrum Bach & Lone Hertz

93

Penny Smale

12 England & Wales

Arnold & Porter (UK) LLP: Silvia Valverde & Jackie Mulryne

Group Consulting Editor

13 Finland

Roschier: Mikael Segercrantz & Johanna Lilja

117

14 France

PDG Avocats: Paule Drouault-Gardrat & Juliette Peterka

127

15 Germany

Clifford Chance: Dr. Peter Dieners & Marc Oeben LL.M.

134

16 Hungary

CMS Cameron McKenna: Dóra Petrányi & Veronika Bednár

146

17 India

Anand and Anand: Safir Anand

155

18 Ireland

Arthur Cox: Colin Kavanagh & Maebh O’Gorman

163

19 Italy

Biolato Longo Ridola & Mori: Linda Longo & Andrea Moretti

172

Suzie Kidd
Senior Editor

Alan Falach
Group Publisher

Richard Firth
Published by

Global Legal Group Ltd.
59 Tanner Street
London SE1 3PL, UK
Tel: +44 20 7367 0720
Fax: +44 20 7407 5255
Email: info@glgroup.co.uk
URL: www.glgroup.co.uk
GLG Cover Design

106

20 Japan

Nishimura & Asahi: Somuku Iimura & Yoko Kasai

183

21 Korea

Hwang Mok Park P.C.: Kun Su Mok & Hye Yeon Lim

191

22 Macedonia

Debarliev, Dameski & Kelesoska Attorneys at Law: Elena Miceva &
Emilija Kelesoska Sholjakovska

199

23 Mexico

Olivares & Cía., S.C.: Alejandro Luna & Juan Luis Serrano

205

24 Netherlands

Life Sciences Legal Advocaten: mr. ir. Anke E. Heezius

214

25 Norway

Advokatfirmaet Grette DA: Felix Reimers & Erik Helstad

222

26 Poland

Sołtysiński Kawecki & Szlęzak: Dr. Ewa Skrzydło-Tefelska & Agnieszka Jurcewicz

232

Copyright © 2013
Global Legal Group Ltd.
All rights reserved
No photocopying

27 Portugal

Vieira de Almeida & Associados: Paulo Pinheiro & Francisca Paulouro

239

28 Romania

CMS Cameron McKenna: Valentina Parvu & Ioana Oprea-Barac

248

29 Russia

CMS, Russia: Vsevolod Tyupa

258

ISBN 978-1-908070-65-4
ISSN 1743-3363

30 Slovenia

Kirm Perpar law firm Ltd.: Andrej Kirm

265

31 South Africa

Adams & Adams: Alexis Apostolidis & Pieter Visagie

274

32 Spain

Faus & Moliner: Jordi Faus & Juan Suárez

282

33 Sweden

Mannheimer Swartling Advokatbyrå: Helén Waxberg & Karin Johnsson

292

34 Switzerland

Schellenberg Wittmer Ltd: Andrea Mondini & Christine Beusch-Liggenstorfer

301

35 Turkey

YükselKarkınKüçük Attorney Partnership: Gökhan Gökçe & Irem Cansu Atikcan

312

36 USA

Sidley Austin LLP: Coleen Klasmeier & Maura Martin Norden

321

37 Vietnam

Tilleke & Gibbins: Tu Ngoc Trinh & Dzung Nguyen

340

F&F Studio Design
GLG Cover Image Source

iStockphoto
Printed by

Information Press Ltd
June 2013

Strategic Partners

Further copies of this book and others in the series can be ordered from the publisher. Please call +44 20 7367 0720
Disclaimer

This publication is for general information purposes only. It does not purport to provide comprehensive full legal or other advice.
Global Legal Group Ltd. and the contributors accept no responsibility for losses that may arise from reliance upon information contained in this publication.
This publication is intended to give an indication of legal issues upon which you may need advice. Full legal advice should be taken from a qualified
professional when dealing with specific situations.

www.ICLG.co.uk

Chapter 37

Vietnam

Tu Ngoc Trinh

Tilleke & Gibbins

Dzung Nguyen

1 General - Medicinal Products
1.1

What laws and codes of practice govern the advertising of
medicinal products in Vietnam?

Advertising of medicinal products is heavily regulated in Vietnam.
There are many pieces of legislation regulating advertisement in
general, and a number of laws and regulations specifically
governing advertisements in the healthcare sector.

(j)

Circular No. 13/2009/TT-BYT dated September 1, 2009,
guiding drug information provision and advertising, issued
by the MOH (Circular 13) (as amended by Circular No.
45/2011/TT-BYT dated December 21, 2011);

(k)

Joint Circular No. 01/2004/TTLT-BVHTT-BYT dated
January 12, 2004, guiding advertisement activities in the
healthcare sector, issued by the MCI (now called the MCST)
and the MOH (Circular 01) (as amended by Circular 06); and

(l)

Circular No. 42/2010/TT-BYT dated December 15, 2010,
providing a list of active ingredients and herbal medicines
that can be advertised or broadcast through radio and
television, issued by the MOH (Circular 42).

1.2

How is “advertising” defined?

The main laws and regulations governing general advertising
activities in Vietnam are as follows:
(a)

Law on Advertising No. 16/2012/QH13 dated June 21, 2012,
issued by the National Assembly (Law on Advertising);

(b)

Governmental Decree No. 37/2006/ND-CP dated April 4,
2006, on trade promotion activities (Decree 37) (as amended
by Decree No. 68/2009/ND-CP dated August 6, 2009);

(c)

Governmental Decree No. 75/2010/ND-CP dated July 12,
2010, providing regulations on administrative penalties in
cultural activities (Decree 75);

(d)

Joint Circular No. 85/2008/TTLT-BVHTTDL-BTTTT dated
December 18, 2008, guiding the licensing, registration and
placement of advertisements in the press, online
communication networks and publications, and the
inspection, examination, and handling of violations, issued
by the Ministry of Culture, Sports, and Tourism (MCST) and
the Ministry of Information and Communications (Circular
85); and

(e)

Joint Circular No. 06/2007/TTLT-BVHTT-BYT-BNN-BXD
dated February 28, 2007, guiding the one-stop shop
procedures for the granting of advertisement permits, issued
by the Ministry of Culture and Information (MCI) (now
called the MCST), the Ministry of Health (MOH), the
Ministry of Agriculture and Rural Development, and the
Ministry of Construction (Circular 06).

The main laws and regulations governing advertising activities in
the healthcare sector in Vietnam are as follows:
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(f)

Law on Pharmacy No. 34/2005/QH11 dated June 14, 2005,
issued by the National Assembly (Law 34);

(g)

Governmental Decree No. 79/2006/ND-CP dated August 9,
2006, detailing the implementation of Law 34 (Decree 79);

(h)

Governmental Decree No. 45/2005/ND-CP dated April 6,
2005, providing regulations on administrative penalties in
the health field (Decree 45) (as amended by Decree
93/2011/ND-CP dated October 18, 2011);

(i)

Governmental Decree No. 93/2011/ND-CP dated October
18, 2011, providing regulations on administrative penalties
related to pharmaceuticals, cosmetics and medical devices
(Decree 93);
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Generally, under Article 2.1 of the Law on Advertising,
“advertising” is defined as the use of means to introduce to the
public: products, goods, and services with a profit-making
objective; products and services without a profit-making objective;
and organisations and individuals doing business in the products,
goods or services introduced. “Advertising” does not include news
on current affairs, social policies, or personal information.
In the pharmaceutical sector, under Article 2.3 of Circular 13, “drug
advertising” is defined as the introduction of drugs by a drug trader
to promote the prescription, supply, sale, and/or use of drugs in a
proper, safe, and effective manner. Such introduction also includes
introductions made through sponsorship or authorisation by the
drug trader to another individual or organisation, or a collaboration
between the parties.
1.3

What arrangements are companies required to have in
place to ensure compliance with the various laws and
codes of practice on advertising, such as “sign off” of
promotional copy requirements?

There are no such codes of practice under Vietnamese laws.
However, note that every drug advertisement must be approved in
advance by the MOH.
1.4

Are there any legal or code requirements for companies
to have specific standard operating procedures (SOPs)
governing advertising activities? If so, what aspects
should those SOPs cover?

No specific standard operating procedures are required for
companies.
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Must advertising be approved in advance by a regulatory
or industry authority before use? If so, what is the
procedure for approval? Even if there is no requirement
for prior approval in all cases, can the authorities require
this in some circumstances?

As mentioned above, drug advertising must be approved in advance
by the MOH. Before advertising drugs or providing any
information on them, the companies requesting advertisement must
submit registration dossiers of pharmaceutical advertisement to the
Drug Administration of Vietnam (DAV), under the MOH.

with the registration dossiers; using material or financial benefits to
promote the use of drugs; or publishing advertisements in the form
of puzzles, entertainment on television, or leaflets.
A competitor may lodge a civil case against a company violating
drug advertisement regulations on the basis of non-contractual
compensation under the Civil Code, if the violating advertisement
infringes the honour and reputation of such a competitor and causes
damage to the competitor. The damage incurred by the competitor
must directly arise out of the violations.
1.8

1.6

If the authorities consider that an advertisement which
has been issued is in breach of the law and/or code of
practice, do they have powers to stop the further
publication of that advertisement? Can they insist on the
issue of a corrective statement? Are there any rights of
appeal?

Under Circular 13, the DAV and the Inspectorate of the MOH have
the power to examine and inspect individuals and organisations
engaging in drug advertising in the Vietnamese territory on their
compliance with the law. If an individual or organisation has
violated the law, they may be administratively sanctioned, have
their advertising suspended, have their drug registrations
withdrawn, or be subject to criminal prosecution under the
provisions of the law. The nature of the penalty will depend on the
severity of their violations.
Additionally, individuals or organisations violating the regulations
on advertising may be subject to some administrative measures,
such as confiscation of violating objects, being required to remove
advertisements, being required to indicate fully the mandatory
information on advertising boards, or being required to comply with
regulations on goods labelling in case of violating drug labelling
requirements.
Such individuals or organisations have the right to file an appeal or
denunciation against the administrative measures applied.
1.7

What are the penalties for failing to comply with the rules
governing the advertising of medicines? Who has
responsibility for enforcement and how strictly are the
rules enforced? Are there any important examples where
action has been taken against pharmaceutical
companies? To what extent may competitors take direct
action through the courts?

Depending on the severity of their violations, companies and
individuals failing to comply with the law on advertisement of
medicines may be administratively sanctioned, have their
advertising suspended, or have the registration number of illegally
advertised drugs withdrawn. They may also be subject to criminal
prosecution, and if such breach causes loss, they may be liable to
pay compensation in accordance with the law.
There are a number of authorities with the power to enforce
administrative sanctions on violating companies and individuals.
Depending on where such violation was detected, the responsible
authorities may include: the chairman of the People’s Committee of
provinces, cities, districts, and wards; inspectorates under the
Departments of Culture, Sports and Tourism or Departments of
Health of provinces or cities; inspectorates under the MOH and the
MCST; people’s police; border soldiers; marine police; customs
offices; or market bureaus.
The common forms of infringements made by pharmaceutical
companies include: advertisements published not in accordance

Vietnam

1.5

Vietnam

What is the relationship between any self-regulatory
process and the supervisory and enforcement function of
the competent authorities? Can, and, in practice, do, the
competent authorities investigate matters drawn to their
attention that may constitute a breach of both the law and
any relevant code and are already being assessed by any
self-regulatory body? Do the authorities take up matters
based on an adverse finding of any self-regulatory body?

The DAV is the regulatory authority for the examination and
approval of drug registration dossiers and information and
advertisement dossiers. The DAV can coordinate with the
enforcement authorities in supervisory and enforcement actions
with regard to drug advertisement. In addition, the DAV has the
authority to stop receiving and examining information and
advertisement dossiers of violating companies and individuals for a
certain period of time and may publish violations of the relevant
pharmaceutical companies on its website, and report to the
inspection supervisory and enforcement authority for consideration
and handling.
Under the regulations, and in practice, competent authorities
investigate matters drawn to their attention that may constitute a
breach of both the law and any relevant code and are already being
assessed by any self-regulatory body.
The chief inspector can submit a petition to the Minister of the DAV
to handle matters relating to the inspection. As such, if the
authorities make an adverse finding, the chief inspector can take up
matters to the Minister for further instructions.
1.9

In addition to any action based specifically upon the rules
relating to advertising, what actions, if any, can be taken
on the basis of unfair competition? Who may bring such
an action?

According to the Law on Competition, individuals and
organisations conducting advertising activities that are deemed
unfair competition (e.g. comparing their goods and services directly
with companies in the same industry, imitating other advertising
products to mislead customers, or issuing false/misleading
information to customers, etc.), are subject to administrative
sanctions in the form of a warning or a monetary fine. Moreover,
depending on the seriousness of the breach, breaching individuals
or organisations may be subject to additional forms of penalty, such
as confiscation of objects and facilities used to commit the breach,
or compelling the breaching individual or organisation to make a
public retraction.
The competent body that may decide to apply administrative
sanctions to individuals or organisations committing acts of unfair
competition is the Administrative Body for Competition. Any
individual or organisation that believes that their lawful rights and
interests have been infringed as a result of an act of unfair
competition has the right to lodge a complaint with the
Administrative Body for Competition.
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2 Providing Information Prior to Authorisation of
Medicinal Product

May information be sent to institutions to enable them to
plan ahead in their budgets for products to be authorised
in the future?

As discussed above, information on unauthorised drugs can be
provided to health professionals only through seminars.

According to Article 3.2 of Circular 13, information on drugs that
have not been authorised for circulation in Vietnam, but that have
been licensed for circulation in other countries, may be provided to
health professionals only through drug introduction seminars.
Organisation of drug introduction seminars must be approved by
the provincial Department of Health.

The issue of research exercises concerning possible launch
materials is not specifically mentioned in the laws and regulations
and there are not yet any guidelines on the matter. However,
according to Article 5.3 of Circular 13, using material or financial
benefits in any form to affect physicians and drug users in order to
promote the prescription and use of drugs is prohibited. Therefore,
we believe that it is not possible for companies to involve health
professionals in market research exercises concerning possible
launch materials for medicinal products.

It does not make a difference if the seminars are sponsored by the
company responsible for the drug.
It is not specified in the regulations whether the position is the same
with regard to the provision of off-label information. However, the
above provision would seem to suggest that indications and/or other
product variants not authorised in Vietnam, but authorised in other
countries, may be provided to health professionals only through
drug introduction seminars.
2.2

May information on unauthorised medicines be
published? If so, in what circumstances?

Publication of unauthorised drug information is prohibited in
Vietnam.
2.3

Is it possible for companies to issue press releases about
medicinal products which are not yet authorised? If so,
what limitations apply?

It is illegal for companies to issue press releases about medicinal
products that are not yet authorised.
2.4

May such information be sent to health professionals by
the company? If so, must the health professional request
the information?

Providing information on unauthorised drugs is prohibited, except
for the case of providing information to health professionals
through seminars.
2.5
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2.6

To what extent is it possible to make information available
to health professionals about a medicine before that
product is authorised? For example, may information on
such medicines be discussed, or made available, at
scientific meetings? Does it make a difference if the
meeting is sponsored by the company responsible for the
product? Is the position the same with regard to the
provision of off-label information (i.e. information relating
to indications and/or other product’s variants not
authorised)?

Vietnam

2.1

Vietnam

How has the ECJ judgment in the Ludwigs case, Case C143/06, permitting manufacturers of non-approved
medicinal products (i.e. products without a marketing
authorisation) to make available to pharmacists price lists
for such products (for named-patient/compassionate use
purposes pursuant to Article 5 of the Directive), without
this being treated as illegal advertising, been reflected in
the legislation or practical guidance in Vietnam?

2.7

Is it possible for companies to involve health
professionals in market research exercises concerning
possible launch materials for medicinal products as yet
unauthorised? If so, what limitations apply? Has any
guideline been issued on market research of medicinal
products?

3 Advertisements to Health Professionals
3.1

What information must appear in advertisements directed
to health professionals?

Under Article 14 of Circular 13, a document providing drug
information to health professionals must include the following
contents:
(i)

drug name, which can be a proprietary or original name;

(ii)

active ingredients;

(iii)

form of preparation;

(iv)

effect and indications;

(v)

dosage;

(vi)

method of administration;

(vii) side effects and harmful reactions;
(viii) contraindications and precautions;
(ix)

drug interactions;

(x)

names and addresses of the manufacturer and main
distributor;

(xi)

new information for reference and documents proving the
source of such information; and

(xii) list of extracted documents.
In addition to the above contents, pursuant to Article 15 of Circular
13, a document for provision of information of a vaccine or medical
biological product must also contain the following additional
information:
(i)

target users (related to age, health status, etc.) – eligible users
and ineligible users;

(ii)

administration chart – use time and interval and time for
booster injection or oral use;

(iii)

preservation of the vaccine – specification of preservation
tools and temperature and other preservation conditions (if
any);

This judgment does not apply to Vietnam.

(iv)

notes on drug interactions – drug interactions; injection
methods;
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possible accidental uses and methods of handling such cases
– early and late (detected) accidents; and

(vi)

other notes.

3.2

Are there any restrictions on the information that may
appear in an advertisement? May an advertisement refer
to studies not in the SmPC?

Articles 10.2 and 10.3 of Circular 13 provide certain restrictions on
drug information that can be introduced to health professionals.
In general, information provided to health professionals must be
submitted to the DAV. The only exception to this requirement is for
information that has previously been submitted to and approved by
the DAV in drug registration dossiers, including drug labels and
instructions of use. In other instances, the drug information that
must be submitted to the DAV includes:

3.5

What rules govern comparative advertisements? Is it
possible to use another company’s brand name as part of
that comparison? Would it be possible to refer to a
competitor’s product which had not yet been authorised in
Vietnam?

Article 8.10 of the Law on Advertising prohibits advertising using the
method of directly comparing the price, quality, or effectiveness of use
of a company’s products, goods, or services with the price, quality, or
effectiveness of use of another company’s products, goods, or services
of the same type. In addition, Article 5.12 of Circular 13 also prohibits
making comparisons for the purpose of advertising that one’s drugs
are better than those of other organisations and individuals.
3.6

What rules govern the distribution of scientific papers
and/or proceedings of congresses to doctors?

(i)

drug information already included in labels and instructions
of use, but with changes in proportion, shape, size, colour,
image, or layout;

Under Article 13 of Circular 13, a Drug Information Document
must be supplied to doctors, and such document must meet the
following requirements:

(ii)

drug information already included in labels and instructions
of use, but with any additional details;

(i)

the document must include all the required contents;

(ii)

the part providing proof and excerpts to illustrate information
must be truthful and updated and must specify titles of
documents, names of authors, and the time of publication;

(iii)

information on new inventions and discoveries through
scientific research or supervision of products on the market
must be provided with updated scientific information
enclosed with supporting materials. Such information must
be accompanied with the disclaimer: “This information is for
reference only”;

(iv)

the document must have a header that reads “information
document for medical workers” on every page;

(v)

a multi-page document must have its pages numbered and
the first page must specify the number of the page providing
details on the product;

(vi)

the document must be registered with the DAV;

(iii)

drug information not included in labels and instructions of
use;

(iv)

drug information collected through supervision of products
on the market; and

(v)

independent and new studies related to drugs.

The contents of drug information provision and advertisement must
not include such words and expressions as:
this drug is number one or the best of all;
using this drug is the best method;
this drug may be used without a physician’s advice; and
this drug is completely harmless and has no side effects and
no contraindications.
It is prohibited to use testing results and certificates issued by a
competent authority, medals granted to the product and/or unit by a
trade fair, or clinical research results lacking scientific grounds and
medical evidence for drug information provision and advertising.
Thus, advertisements referring to studies not in the Summary of
Product Characteristics must be approved by the DAV.
Additionally, it is prohibited to use the names, logos, images, status,
prestige and correspondence of medical and pharmaceutical
organisations and medical staff or letters of thanks from patients for
the advertisement or recommendation of drugs.
3.3

Are there any restrictions to the inclusion of
endorsements by healthcare professionals in promotional
materials?

According to Article 5.5 of Circular 13, using the names, images,
status, prestige, and correspondence of health professionals to
advertise or recommend drugs is prohibited.

Vietnam

(v)

Vietnam

(vii) the document must indicate the number of the slip on the
receipt of the document by the DAV, the date of receipt, and
the date of printing the document; and
(viii) drug information documents may provide only drug
information, not information irrelevant to drugs.
3.7

Are “teaser” advertisements permitted that alert a reader
to the fact that information on something new will follow
(without specifying the nature of what will follow)?

“Teaser” advertisements are not permitted under the laws of
Vietnam. Any information provided to healthcare professionals or
published must be approved by the DAV, excluding information on
the drug labels and instructions of use. However, the information
on the drug labels and instructions of use must be presented exactly
as they were approved by the DAV in the drug registration dossier.

4 Gifts and Financial Incentives
3.4

Is it a requirement that there be data from any or a
particular number of “head to head” clinical trials before
comparative claims are made?

The regulations are silent on the particular number of clinical trials
required to make comparative claims. However, Article 5.7 of
Circular 13 prohibits the use of clinical trial results that lack
scientific grounds and medical evidence for drug information
provision and advertising purposes.

4.1

Is it possible to provide health professionals with samples
of products? If so, what restrictions apply?

According to Article 5.3 of Circular 13, using material or financial
benefits in any form to affect physicians and drug users in order to
promote the prescription and use of drugs is prohibited. Therefore,
if samples of products are given to health professionals for
promotional purposes, this act would be considered illegal.
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The only exception is when sample drugs are provided to
physicians for the purpose of clinical trials, which are strictly
regulated in Vietnam. Literature on drugs for clinical trial and
labels and pictures of drug samples for clinical trial must be
approved by the MOH before importing drugs into Vietnam for
clinical trial. Additionally, the label on drug samples for clinical
trial must state: “Products for clinical trial only. Not to be used for
other purposes”. Thus, the giving of samples to a health
professional must be for clinical trial purposes only and must first
be approved by the MOH.
4.2

Is it possible to give gifts or donations of money to
medical practitioners? If so, what restrictions apply?

No, it is prohibited to give gifts or donations of money to medical
practitioners.
4.3

Is it possible to give gifts or donations of money to
institutions such as hospitals? Is it possible to donate
equipment, or to fund the cost of medical or technical
services (such as the cost of a nurse, or the cost of
laboratory analyses)? If so, what restrictions would apply?

Vietnam
4.7

Is it possible to offer a refund scheme if the product does
not work? If so, what conditions would need to be
observed? Does it make a difference whether the product
is a prescription-only medicine, or an over-the-counter
medicine?

There is no restriction to offering a refund scheme, as it is not
specifically provided in the current regulations on this kind of
promotional activity. It does not make a difference whether the
drug is a prescription-only drug or whether it is an over-the-counter
drug (i.e. non-prescription drug).
4.8

May pharmaceutical companies sponsor continuing
medical education? If so, what rules apply?

According to Article 18.1 of Circular 13, companies and individuals
may provide financial and material assistance for conferences of
health professionals voluntarily, publicly, and unconditionally.
From this provision, we believe that pharmaceutical companies can
sponsor continuing medical education, provided that this
sponsorship is without any condition.

5 Hospitality and Related Payments
Any gifts or donations for the purpose of promotion of the
prescription and use of drugs are prohibited.
4.4

Is it possible to provide medical or educational goods and
services to doctors that could lead to changes in
prescribing patterns? For example, would there be any
objection to the provision of such goods or services if they
could lead either to the expansion of the market for or an
increased market share for the products of the provider of
the goods or services?

It is prohibited to provide medical or educational goods and
services to doctors that could lead to changes in prescription
patterns.
4.5

Do the rules on advertising and inducements permit the
offer of a volume related discount to institutions
purchasing medicinal products? If so, what types of
arrangements are permitted?

A sales promotion for medicinal products is only permissible in
transactions between companies with a licence to trade in
medicines. It is not permissible to the public or doctors.
According to Article 6 of Decree 37, the maximum discount rate for
a promoted good or service must not exceed 50 per cent of the
original price of such good or service.
4.6

Is it possible to offer to provide, or to pay for, additional
medical or technical services or equipment where this is
contingent on the purchase of medicinal products? If so,
what conditions would need to be observed?

As mentioned above, Article 5.3 of Circular 13 prohibits providing
material or financial benefits for the promotion of drugs. Therefore,
paying for additional services or equipment contingent on the
purchase of medicinal products may be regarded as providing
financial incentive and would be rendered illegal.

5.1

What rules govern the offering of hospitality to health
professionals? Does it make a difference if the hospitality
offered to those health professionals will take place in
another country?

The offering of hospitality to health professionals is not specifically
mentioned in the laws and regulations. Article 18.1 of Circular 13
provides that companies and individuals may provide financial and
material assistance for conferences of health professionals
voluntarily, publicly, and unconditionally. According to this
provision, we believe that there is no difference if the hospitality
offered to those health professionals will take place in another
country.
5.2

Is it possible to pay for a doctor in connection with
attending a scientific meeting? If so, what may be paid
for? Is it possible to pay for his expenses (travel,
accommodation, enrolment fees)? Is it possible to pay
him for his time?

As discussed in question 5.1 above, it is likely that payment for a
doctor in connection with attending a scientific meeting including
travel, accommodation fees, etc., is permissible, provided that the
payment is unconditional. Also, there is no restriction on payment
for the doctor’s time attending the scientific meeting. However, for
a doctor who is currently a government official, payment to attend
a scientific meeting must first be approved by their management
body.
5.3

To what extent will a pharmaceutical company be held
responsible by the regulatory authorities for the contents
of and the hospitality arrangements for scientific
meetings, either meetings directly sponsored or organised
by the company or independent meetings in respect of
which a pharmaceutical company may provide
sponsorship to individual doctors to attend?

There are no specific provisions regulating this issue.

344

WWW.ICLG.CO.UK

ICLG TO: PHARMACEUTICAL ADVERTISING 2013

© Published and reproduced with kind permission by Global Legal Group Ltd, London

Tilleke & Gibbins
Is it possible to pay doctors to provide expert services
(e.g. participating in focus groups)? If so, what restrictions
apply?

There is no restriction on paying doctors to provide expert services,
provided that such expert services are in no way related to the
promotion of the drugs of the company.
5.5

Is it possible to pay doctors to take part in post marketing
surveillance studies? What rules govern such studies?

of medicines recommended by the state management to be
subjected to a limited use, or use under the supervision of doctors.
6.2

Under Article 5.1 of Circular 13, prescription-only medicines are
not allowed to be advertised to the general public.
6.3

The law generally prohibits payments to doctors to take part in any
conduct that is part of drug promotion activity. This prohibition
may thus cover post-marketing surveillance studies if such studies
are used in the advertisements or for any promotional purposes.
5.6

Is it possible to pay doctors to take part in market
research involving promotional materials?

According to Article 5.3 of Circular 13, using material or financial
benefits in any form to affect physicians and drug users in order to
promote the prescription and use of drugs is prohibited. Therefore,
we believe that it is not permissible for companies to pay doctors to
take part in market research involving promotional materials.
5.7

Is there a requirement in law and/or self-regulatory code
for companies to make publicly available information
about donations, grants, benefits in kind or any other
support provided by them to health professionals, patient
groups or other institutions? If so, what information should
be disclosed, from what date and how?

There are no specific provisions under Vietnamese laws regulating
such requirement.
Article 18.1 of Circular 13 requires that financial provision and
material assistance for conferences of health professionals must be
made publicly; however, there is no guidance on how such
information must be made public.

6.4

It is possible to advertise non-prescription medicines to the general
public. Under Article 19.1 of Circular 13, only medicines appearing
on the List of Non-prescription Medicines, promulgated by the
MOH, with valid registration numbers, may be advertised in books,
newspapers, magazines, leaflets, online newspapers, websites of
enterprises and advertising service providers, panels, posters,
banners, illuminative objects, aerial or underwater objects, means of
transport, other movable objects, and other advertising means.
Medicines must have registration numbers for circulation in
Vietnam issued by the MOH to be eligible for advertisement on the
radio and television. Pursuant to Article 22.1 of Circular 13, the
main active ingredients of such medicines must belong to the List
of Active Ingredients permitted for advertising on the radio and
television, and must not contain active ingredients included in the
lists of addictive drugs, psychotropic drugs, pre-substances, and
radioactive drugs under current regulations.

Is it possible to issue press releases concerning
prescription-only medicines to non-scientific journals? If
so, what conditions apply?

As it is prohibited to advertise prescription-only medicines by all
means of advertisement, the issuance of press releases concerning
prescription-only medicines to non-scientific journals is not allowed.
6.5

What restrictions apply to describing products and
research initiatives as background information in
corporate brochures/Annual Reports?

There is no specific provision under the Vietnamese laws regulating
product descriptions and research initiatives as background
information in corporate brochures or annual reports.
However, where such corporate brochures or annual reports are
used for promotional purposes, they are subject to laws of drug
advertisement as described in questions 6.1 and 6.2.

6 Advertising to the General Public
Is it possible to advertise non-prescription medicines to
the general public? If so, what restrictions apply?

If it is not possible to advertise prescription-only
medicines to the general public, are disease awareness
campaigns permitted, encouraging those with a particular
medical condition to consult their doctor, but mentioning
no medicines? What restrictions apply?

The Vietnamese laws are silent on disease awareness campaigns
organised by medical trading organisations.

6.6

6.1

Is it possible to advertise prescription-only medicines to
the general public? If so, what restrictions apply?

Vietnam

5.4

Vietnam

What, if any, rules apply to meetings with and funding of
patient support groups, including any transparency
requirement as regards the recording of donations and
other support in corporate reports?

Regarding donations to patient support groups, the regulations on
corporate income tax require that activities of donations to patients
by a company shall be made through an organisation that has a
function to mobilise donations. Otherwise, the donations may not
be deemed reasonable expenses, and may not be deducted for
corporate income tax purposes. In addition, the company must
obtain the following documents: (i) certificate for donations (signed
by the company’s director and by the organisation receiving
donations); and (ii) payment invoices.

7 The Internet
7.1

How is Internet advertising regulated? What rules apply?
How successfully has this been controlled?

Advertising through online newspapers and websites (Article 23 of
Circular 13)

Additionally, under Article 5.1 of Circular 13, it is also prohibited
to advertise non-prescription medicines that are included in the list

A medicine trading organisation may only advertise its medicines
on its lawful website and may not advertise medicines that it is not
trading in.
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Medicine trading organisations or authorised organisations may
only advertise medicines on websites of advertising service
providers when these service providers possess proper licences.
Medicines may only be advertised on online newspapers and
websites of enterprises and advertising service providers in a
separate section with the title “For medicine advertising only”.
Moreover, a medicine must be advertised on a website separately,
without being included in or mixed with advertising of other
medicines at the same time, to avoid misunderstanding. Medicine
advertising on a website through a video clip must comply with
restrictions on advertising through radio and television provided in
question 6.1 above.
Advertising through e-mail and text messaging
Under anti-spam regulations, e-mail and text message advertising
may only be conducted by: (i) enterprises that are advertising their
own products; and (ii) licensed advertising service providers.
Entities advertising their own products may not send an e-mail or
text message advertisement without prior consent of the recipients.
7.2

What, if any, level of website security is required to
ensure that members of the general public do not have
access to sites intended for health professionals?

The Vietnamese laws are silent on this type of website security.
7.3

What rules apply to the content of independent websites
that may be accessed by link from a company sponsored
site? What rules apply to the reverse linking of
independent websites to a company’s website? Will the
company be held responsible for the content of the
independent site in either case?

Generally, the establishment of a website and the provision of
information on a website are regulated by the laws on information
technology, on intellectual property, on newspapers, on publishing,
on state secret protection, on copyrights, on advertising, and by the
regulations administering information on the Internet.
A company is not required to have a licence for providing
information on its website if the content of the website contains
only the information related to the introduction of the company’s
operations, services, products, and business lines, and it does not
contain information extracted from other websites or other sources.
If the website contains information extracted from others, the
company must obtain a licence for providing general information.
Additionally, it is prohibited to place a direct link to another website
which provides information that is not allowed under the laws.
Consequently, it is not possible for a company to place a link of
another independent website in case such independent website
contains prohibited information. The company may be held
responsible for what is provided in such independent website if the
company’s website is linked directly to such independent website.
Conversely, if an independent website has a link to the company’s
website, the company is responsible for the content of its website,
but is not responsible for what appears on such an independent
website.
7.4
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What information may a pharmaceutical company place
on its website that may be accessed by members of the
public?
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products, and business lines (please see also question 7.3 above).
The advertisement of the company’s medicines must comply with
the requirements on medicine advertisement through websites as
provided for in question 7.1 above.

8 Developments in Pharmaceutical Advertising
8.1

What have been the significant developments in relation
to the rules relating to pharmaceutical advertising in the
last year?

On October 18, 2011, Governmental Decree 93/2011/ND-CP
provided regulations on administrative penalties related to
pharmaceuticals, cosmetics and medical devices. It took effect on
December 15, 2011, and superseded certain articles of
Governmental Decree No. 45/2005/ND-CP dated April 6, 2005.
Specifically, Article 13 of Decree 93 regulates administrative
sanctions in regard to drug information provision and advertising.
The amount of penalties ranges from VND 5 million to VND 40
million (approximately USD 250 to USD 2,000), depending on the
severity of violations. Moreover, the violators will have their
practice certificates, certificates of satisfaction of drug trading
conditions, and licences for operating in medicinal products in
Vietnam withdrawn. They also are subject to remedial measures,
such as confiscation of violating objects, being required to remove
advertisements, being required to destroy violating materials and
means, and being required to comply with regulations on drug
information provision and advertising.
8.2

Are any significant developments in the field of
pharmaceutical advertising expected in the next year?

No official drafted legislation specifically regulating the
pharmaceutical advertising field is expected to be released this year.
8.3

Are there any general practice or enforcement trends that
have become apparent in Vietnam over the last year or
so?

Enforcement of laws has recently become stronger and more
effective.
Inspection and examination by state agencies
administrating the field of health and medicine has been conducted
more frequently. As a result, a significant number of cases of
violations of regulations in this field were discovered and dealt with
in the last few years.
In addition, the newly issued Decree 93 detailed and increased the
monetary fines for administrative violations of advertising
regulations, together with the imposition of remedial measures.
This demonstrates the intention of the Government to strictly
regulate this field.
8.4

Has your national code been amended in order to
implement the 2011 version of the EFPIA Code on the
promotion of prescription-only medicines to, and
interactions with, healthcare professionals and the 2011
EFPIA Code on relationships between the pharmaceutical
industry and patient organisations 2011 and, if so, does
the change go beyond the requirements of the EFPIA
Codes or simply implement them without variation?

The website of a pharmaceutical company may provide information
related to the introduction of the company’s operations, services,

Vietnam is not a member of the EFPIA. Therefore, there is no
national code of Vietnam which is amended to implement the
EFPIA Code.
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Gibbins’ Vietnam office. Dzung specialises in corporate and
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a researcher with Mintel International, Dzung possesses
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