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EDITOR’S PREFACE

The fourth edition of The Life Sciences Law Review provides an overview of legal issues of 
interest to pharmaceutical, biotechnology and medical device companies in more than 
30 jurisdictions. As before, each chapter contains information on legal requirements 
relating to the key stages in the life cycle of a regulated product, from discovery, through 
the clinical development process, registration, manufacturing and promotion, plus other 
issues of special interest, such as pricing and reimbursement, special liability regimes, 
competition and commercial transactions in the context of the medical products 
business. Each of the chapters has been prepared by a recognised expert in the relevant 
jurisdiction, and the resulting work product will assist industry lawyers, regulatory affairs 
staff and others who need to have an understanding of the issues in each major market.  

There is also a chapter on international harmonisation, which plays an increasingly 
important role in the regulation of pharmaceuticals and medical devices. In particular, 
the guidelines adopted by the International Conference on Harmonisation have been 
incorporated into the national requirements for pharmaceuticals in the European 
Union, United States, Japan and most other developed countries, and are increasingly 
influential in developing countries. Readers may find it useful to review this chapter 
before consulting the national chapters, because it is often key to understanding many 
local requirements.

Once again, I wish to thank all of the lawyers who contributed to this reference 
work. It is a pleasure to be associated with them.

Richard Kingham
Covington & Burling LLP
Washington, DC
March 2016
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Chapter 32

SWEDEN

Peter Forsberg and Axel Resvik1

I INTRODUCTION

Manufacturing of medicinal products and medical devices is the sixth largest industry 
in Sweden, with an export value in 2014 of 3.2 billion kronor. The main competent 
authority in Sweden is the Medical Products Agency (MPA) and its main obligation is to 
ensure that both the patient and health-care professionals have access to safe and effective 
medicinal products and medical devices. 

The legislative basis for supervision and enforcement of medicinal products 
is found primarily in the Medicinal Products Act (2015:315), and in the Medicinal 
Products Ordinance (2015:458). For medical devices, the legislative basis is found in the 
Medical Devices Act (1993:584), and in the Medical Devices Ordinance (1993:876). As 
an EU Member State, the Swedish legislation on medicinal products and medical devices 
is based on the relevant EU Directives and Regulations. 

II THE REGULATORY REGIME 

A new Medicinal Products Act entered into force on 1 January 2016, with the main 
purpose of clarifying the legislation; no significant changes have been made.

The Swedish legislation on medicinal products is based mainly on Directive 
2001/83/EC, and the regulatory framework on medical devices is based on Directives 
90/385/EEC, 93/42/EEC and 98/79/EC. The MPA has also issued many regulations 
and guidelines. 

1 Peter Forsberg is a partner and Axel Resvik is an associate at Hannes Snellman Attorneys Ltd.
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i Classification 

A medicinal product is defined in Chapter 2 Section 1 of the Medicinal Products Act as:

any substance or combination of substances as having properties for treating or preventing diseases 
in human beings; or
any substance which may be used in or administered to human beings or animals either with a 
view to restoring, correcting or modifying physiological functions by exerting a pharmacological, 
immunological or metabolic action, or to making a medical diagnosis.

The definition is in line with the corresponding Directive, and the MPA also lists products 
that, in relation to their characteristics and use, should be considered to correspond with 
medicinal products and be covered by the legislation. 

The classification of a medicinal product is based on two factors: what the product 
contains; and the intended use of the product. Some products fall into a regulatory grey 
area, between medicinal products (e.g., food supplements), medical devices, animal feed, 
biocides or cosmetics. A product that does not contain any active substances may be 
considered a medicinal product if a medical claim is made that the product is intended 
to cure, protect or strengthen patients. It should therefore be noted that a medicinal 
product has a rather wide definition in Sweden, and may possibly include products that 
would not be considered to be medicinal products in other EU Member States. 

Medical devices are defined in Section 2 of the Medical Devices Act, and are 
considered to be instruments, apparatus, appliances, materials or other articles intended 
by the manufacturer to be used by humans with the purpose of, inter alia, detecting, 
preventing, monitoring and treating diseases, injuries or disabilities, or to examine, 
modify or replace a physiological process or the anatomy, or control of conception. The 
device shall achieve its intended purpose as designated by the manufacturer and not 
involve any unacceptable risks to patients, staff or third patients. Sweden has brought its 
legislation on medical devices in line with the safety requirements of the EU concerning 
testing, certifications and labelling of medical devices, with the exception that labels and 
instructions of products must be written in the Swedish language. This is irrespective of 
the device being used by a patient or trained member of staff. Devices associated with 
greater risks, need to be certified by a notified body (i.e., an independent organisation 
with the expertise to assist and monitor the efforts of the manufacturer to verify that the 
products placed on the market comply with the rules applicable in the EU).

The Product Safety Act (2004:451) applies regarding the safety of consumer 
products in areas that are not covered by any specific legislation on product safety, and 
also in situations not covered by existing legislation. 

If a product achieves its primary intended purpose by pharmacological, 
immunological or metabolic means, it is not a medical device. Combined products 
should be handled according to the regulations covering the main purpose, under the 
proviso, however, that the supporting product also meets the requirement under its 
relevant legislation. 
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ii Non-clinical studies

A medicinal product with the intended purpose of being tested on humans in a clinical 
trial must first be tested in a non-clinical study regarding efficacy (pharmacology) and 
security (safety pharmacology and toxicology). 

The MPA refer to guidelines issued by the European Medicines Agency (EMA) 
regarding the scope and type of experiments and studies that need to be carried out in the 
non-clinical stage. Throughout the entire non-clinical study, the requirements of Good 
Laboratory Practices (GLP) shall be met. There are no special requirements on GLP in 
Sweden, hence they are in line with the requirements set out in Directive 2004/9/EC 
and 2004/10/EC. In Sweden, the MPA is the monitoring authority on GLP and it is 
the MPA that conducts inspections to ensure that non-clinical studies comply with the 
principles of GLP.

In addition to the guidance issued by the EMA, the MPA has issued its own 
guidance, stating that detailed information regarding the type of non-clinical study that 
needs to be carried out prior to a clinical study can be found in the current versions of 
the European Commission guidelines on non-clinical studies.

Animal testing should only be used when the relevant research result cannot be 
achieved with any other method and must be in accordance with the Animal Protection 
Act (1988:534).

iii Clinical trials

Clinical trials are regulated in Chapter 7 of the Medicinal Products Act, and the purpose 
of a clinical trial is to discover or verify the clinical, pharmacological or pharmacodynamic 
effects of a medicinal product, to identify the possible adverse effects and to study the 
safety and efficacy of the product. Clinical trials need prior approval from both the MPA 
and an ethics committee according to Chapter 7 of the Medicinal Products Act and the 
Ethical Review Act (2003:460). 

According to the MPA Regulations LVFS 2011:19 and 2004:6, Good Clinical 
Practice (GCP) as outlined in the Directives 2001/20/EC and 2005/28/EC must be 
observed, and the most recent edition of the World Medical Association’s Declaration 
of Helsinki shall apply in all clinical trials. The EMA Guideline on Strategies to Identify 
and Mitigate Risks for First-in-Human Clinical Trials with Investigational Medicinal 
Products shall be followed in all parts of a clinical trial and any deviation from the 
Guidelines shall be justified in an application. The patients must be duly informed that 
they are participating in a study, and must give their consent, both orally and in writing. 
The patient has the right to terminate the study at any time without having to state a 
reason. 

The MPA also oversees clinical trials of medical devices. The manufacturer must 
declare that the device is capable of the performance indicated by the manufacturer and 
that the benefits of the device are not in disproportion to its adverse effects when used 
for the intended purposes and in the prescribed manner. The basis for this declaration 
must include clinical evaluation, based on clinical data from trials. Clinical trials on 
medical devices should be conducted only when the necessary information on product 
performance safety and clinical benefit cannot be obtained any other way than to test the 
product on humans.
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All clinical trials in Sweden need to be registered at the European Clinical Trials 
Register (EudraCT). It is expected that the sponsor of the trial provides the patients with 
the medicinal products and the necessary equipment free of charge. The sponsor also 
needs to provide insurance for potential injuries caused to patients from a clinical trial.

All personal data collected in clinical trials must be processed in accordance with 
the Personal Data Act (1998:204) and the Patient Data Act (2008:355). In general it is 
prohibited to process sensitive data relating to health, however processing of such data 
may be granted by an ethics committee and according to Chapter 3 Section 13 of the 
Medicinal Products Ordinance, it is possible for the MPA and the holder of a marketing 
authorisation to process personal data relating to health, if it is necessary to fulfil the 
obligations in the Medicinal Products Act. 

iv Named-patient and compassionate use procedures

Patients are able to access unapproved medicinal products through a named-patient 
licensing procedure, by participating in a clinical trial, through a compassionate use 
programme (CUP) or by hospital exemption. The MPA can, at short notice, allow 
individual patients to have medicinal products by issuing a special licence on a 
named-patient basis. The named-patient procedure is regulated by Regulation LVFS 
2008:1. The system is very restricted and adverse effects must be reported.

The CUP was introduced by the MPA in 2012 to complement the named-patient 
procedure. The CUP targets patients with a chronically or seriously debilitating disease, 
or patients whose disease is considered life threatening, and who cannot be treated 
satisfactorily by an approved medicinal product. The medicinal product in question 
must be covered by the categories in Regulation 2004/726/EC. The product must either 
be the subject of an application for marketing authorisation or for undergoing clinical 
trials. In addition, there must be satisfactory documentation of efficacy and safety. 
The physician responsible for the treatment must report suspected adverse reactions to 
the CUP permit holder. Serious suspected adverse reactions shall be reported to the 
European pharmacovigilance database, EudraVigilance. The CUP permit holder must 
submit annual safety reports to the MPA, unless otherwise is specified. 

Furthermore, medicinal products can be obtained through a hospital exemption 
programme regulated in Regulation LVFS 2011:3, meaning that the health-care provider 
can use advanced therapy medicinal products. The product must be customised and 
prepared for one individual patient on a non-routine basis. A qualified person (QP) 
must be appointed as responsible and the programme must comply with the rules on 
Good Manufacturing Practices (GMP). For safety reasons, the MPA may temporarily or 
permanently suspend the programme.

v Pre-market clearance

Manufacturers or importers of medicinal products must have obtained a marketing 
authorisation from the MPA prior to engaging in any sales activities in Sweden. 
According to Chapter 4 of the Medicinal Products Act a medicinal product needs to 
be of good quality and be appropriate and effective in order to obtain a marketing 
authorisation. Medicinal products are considered effective if they fulfil their intended 
purpose and, under normal use, do not have any harmful effects that are disproportionate 
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to the intended effect. A medicinal product must have a sufficient and distinguished 
description and be provided with a clear and specific marking. The packaging of the 
medicinal product needs to be functional and the information given in connection with 
the medicinal product must be accurate and comprehensible. When the MPA grants a 
marketing authorisation, the approval may be subject to specific conditions that shall be 
reviewed annually. The application procedure is outlined in Regulation LVFS 2011:19.

According to Chapter 4 Section 17 of the Medicinal Products Act, a marketing 
authorisation is valid for a five-year period and may be renewed without a time limitation, 
unless the MPA considers it necessary to limit the marketing authorisation to another 
five-year period. It is not necessary that the manufacturer is Swedish – foreign ownership 
is allowed – but if the applicant is not a resident within the EEA, a local representative 
must be appointed. A QP must be appointed to be responsible for the products being 
manufactured in accordance with GMP. 

A medical device placed on the market needs to be safe and fit for its intended 
purpose. The requirements shall be achieved throughout the intended life cycle of the 
product, and maintained according to the instructions of the manufacturer. The risks 
of the product should, in normal use, be acceptable given the benefits to the patient. 
A medical device that meet the requirements shall be provided with a CE mark before 
being placed on the market.

vi Regulatory incentives 

In Sweden, the basic patent covering a new medicinal product can be granted 
supplementary protection, in accordance with Regulation 469/2009/EC. The protection 
is given to the active substance covered by a patent that has been granted marketing 
authorisation by the MPA. The supplementary protection takes effect when the 
original patent has expired, normally after 20 years, and cannot be extended for more 
than five years under Regulations 1768/92/EC and 1610/96/EC. An application for 
supplementary protection should be filed to the Swedish Patent and Registrations Office. 

Supplementary protection for medicinal products can in turn be extended by an 
additional six months if the patentee has tested the suitability of the medicinal product 
for children, in accordance with Regulations 1901/2006/EC and 1902/2006/EC. A 
prerequisite for the Swedish Patent and Registrations Office to grant such additional 
extension is that the medicinal product already holds a supplementary protection 
certificate and that the product is approved for sales in the EEA. The Swedish rules 
regarding extended supplementary protection are harmonised and in line with 
Regulations 1907/2006/EC, 726/2004/EC and Directives 2001/20/EC and 2001/83/
EC. The MPA can grant data protection for up to one year for medicinal products if 
an application for marketing authorisation has been made for a new indication for an 
already established substance, provided that substantial clinical assessments and studies of 
the new indication have already been made. A generic medicinal product is not allowed 
to refer to that documentation during that first year.

vii Post-approval controls

According to Chapter 6 of the Medicinal Products Act, the MPA is responsible for 
the supervision of medicinal products. The Swedish system is in conformity with 
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the Pharmacovigilance Directive 2010/84/EC and aims to gather, record, store and 
scientifically evaluate data on suspected adverse effects. The MPA may order the holder 
of an authorisation to verify that the medicinal product still satisfies the requirements. 
The MPA may also withdraw the marketing authorisation if it is considered necessary 
for safety reasons.

Furthermore, Swedish legislation requires the holder of a marketing authorisation 
to have a surveillance system for developments in the pharmaceutical field, such as new 
scientific research or recommendations and the ability to adjust the medicinal product 
and the product information accordingly if necessary. The holder shall keep a register 
with information on all suspected adverse effects of the medicinal product, and report 
any adverse effects to the MPA. The holder is also required to report circumstances that 
may render the information and documentation upon which the authorisation is based 
inaccurate. 

Swedish law requires the holder of a marketing authorisation to inform the MPA 
with two months’ notice if the sale of a product is stopped in Sweden and declare the 
reasons for this. 

viii Manufacturing controls

According to Chapter 8 Section 1 of the Medical Products Act and Regulation LVFS 
2004:7, the manufacturing of medicinal products requires a licence from the MPA. The 
manufacturing shall take place in suitable premises and be carried out using appropriate 
equipment. The manufacturing must also be in accordance with GMP, and an 
accountable QP with sufficient knowledge and influence must ensure that the standards 
and requirements of the medicinal products are met. 

A licence to manufacture medicinal products can be recalled by the MPA if any 
of the essential conditions that existed when the licence was granted no longer exist, or 
if there have been breaches of any requirements of importance for the safety or quality of 
the medicinal products or if the manufacturer has not paid the annual fees. The QP can 
be temporarily suspended by the MPA. The MPA’s Department of Inspection inspects 
the premises of the manufacturer prior to granting a permit. A manufacturing permit 
is valid for a specified period of time as stated in the permit, for which an annual fee is 
paid. The Department of Inspection conducts regular inspections every second year, after 
which the permit is updated and extended. 

Swedish manufacturers and authorised representatives that manufacture or 
provide certain medical devices are required to register at the MPA. The registration 
is made in order to facilitate the inspections of the MPA on medical devices placed on 
the market with a CE mark. It is the manufacturer of a medical device that ensures that 
the devices are covered by the requirements of the Medical Devices Act and Regulations 
LVFS 2003:11 and LVFS 2001:7. A registration to the MPA does not result in an 
approval of the device. 

ix Advertising and promotion

Advertising of medicinal products is regulated in Chapter 12 of the Medicinal Products 
Act and in Regulation LVFS 2009:6. The Swedish rules are in accordance with the rules 
on advertising in Directive 2001/83/EC and accordingly it is forbidden to promote 
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medicinal products that have not been approved for sale. It is also forbidden to direct the 
advertising of medicinal products to children, and it is forbidden to direct the marketing 
of prescription-only medicinal products to the public, with the exception of campaigns 
to vaccinate humans against infectious diseases.

The advertising of medicinal products must encourage the rational use of the 
product by a presentation that is up-to-date, objective and balanced. The advertising 
must not be misleading and information that is of particular importance to the public 
and to the persons qualified to prescribe or supply medicinal products must be provided 
for. The Medicinal Products Act also regulates the marketing of homeopathy products 
and registered traditional herbal medicinal products. According to Regulations LVFS 
2009:6, medicinal products need to comply with the EMA guidelines on Summary 
of Product Characteristics. The MPA is responsible for overseeing the marketing of 
medicinal products and in order to ensure compliance with the rules on advertising, the 
MPA may issue injunctions and prohibitions.

General rules on advertising can be found in the Marketing Practices Act 
(2008:486). All marketing practices shall be consistent with generally accepted marketing 
practices and fair towards consumers and the industry. The rules covers all marketing 
practices, including situations covered by the Medicinal Products Act. 

The Swedish Association of the Pharmaceutical Industry (SAPI) has issued ethical 
rules for the pharmaceutical industry, the LER Rules, which contain comprehensive 
information and guidance regarding the advertising and promotion of medicinal 
products in Sweden directed towards health-care professionals and rules on interaction 
between pharmaceutical companies and health-care professionals. In order to ensure that 
there is compliance with the rules, SAPI has formed a Committee for the Assessment 
of Medicinal Product Information and appointed an ‘information examiner’. The 
information examiner continuously reviews medicinal product information, and can, 
on his or her own initiative, determine whether marketing measures and activities are 
in accordance with the rules. The Committee acts a first and last instance for appealed 
decisions and a company that has violated the rules can be required to pay a fee to SAPI 
of a maximum of 500,000 kronor. 

x Distributors and wholesalers

The wholesale and distribution of medicinal products requires a permit from the MPA. The 
MPA assesses applications based on how the business will be able meet the requirements 
of the Act on Trading in Medicinal Products (2009:366) and Regulation LVFS 2014:8 on 
the wholesale and distribution of medicinal products. Most of the requirements are 
described in the European Commission’s guidelines on Good Distribution Practice. The 
MPA has also issued additional guidelines for the interpretation of the rules.

In Sweden, the wholesale of medicinal products includes all handling of the 
product from the moment it is released from the manufacturer, until it reaches the 
retail level (i.e., pharmacies). Wholesale trade is defined in the Act on Trading with 
Medicinal Products as activities including the acquisition, possession, export, delivery 
or sale of a medicinal product that is not to be considered as retail. Wholesale includes 
owning, buying or selling medicinal products. It also includes the physical handling and 
supply of medicinal products, even if the products are owned by the operator. Retail is 
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defined as the sale of medicinal products to consumers, health authorities, hospitals or 
other health-care facilities or to individuals authorised to prescribe medicinal products. 
Thus anyone engaged in the wholesale and distribution of medicinal products must be 
authorised by the MPA. Furthermore, holders of manufacturing licences have the right 
to conduct trade with medicinal products that they themselves have manufactured. 
Holders of a licence from any country within the EEA may engage in wholesale in 
Sweden. Pharmacies have an obligation to provide subscribed medicinal products as 
soon as possible, with a maximum time limit of 24 hours. As a consequence of this, 
wholesalers has an obligation to supply pharmacies with medicinal products. 

The wholesaler must have a QP, accountable and responsible for the entire 
wholesale business and to ensure that all applicable rules are met. 

There are no specific rules regarding the distribution and wholesale of medical 
devices, and they can therefore be distributed by various operators and are not subject to 
any specific licence.

xi Classification of products

When a marketing authorisation is granted, the MPA decides whether the medicinal 
product shall be classified as a prescription-only or non-prescription medicinal product 
(see the Medicinal Products Act Chapter 4 Section 20). Both what the medicinal product 
is intended to treat and the characteristics of the medicinal product determine if it shall 
be classified as prescription-only or non-prescription. If new, significant circumstances 
for the classification of a medicinal product come to the attention of the MPA, or if the 
holder of a marketing authorisation applies for a change in the classification, then the 
MPA must reconsider and, if necessary, change the classification.

Medical devices are classified in accordance with the Directives 93/42/EEC and 
98/79/EC. The rules are implemented in Section 2 of the Medical Products Act and 
Regulations LVFS 2003:11 and LVFS 2001:7 on medical products. The devices are 
divided into different groups and the classification reflects the risks associated with the 
devices and controls what type of procedures and routines the manufacturer shall apply 
in order to show that the products comply with regulatory requirements.

xii Imports and exports

The import of medicinal products from outside the EEA requires a marketing 
authorisation (see Chapter 9 Section 1 of the Medicinal Products Act). This should not 
be considered as wholesale, and it is not possible for someone who is solely the holder 
of a wholesale licence to act as an importer of medicinal products from a third country. 
Furthermore, it is necessary that the importer have an appointed QP responsible for 
the products imported. The company importing the products from a third country is 
responsible for the release of the products within the entire EEA. Intellectual property 
rights are exhausted in the EEA the first time a product is put on the market. Import 
and export of medicinal products within the EEA is therefore possible for holders of a 
marketing authorisation. In order to repackage and relabel medicinal products, a specific 
manufacturing authorisation is required from the MPA. The new label or package needs 
to adhere to the rules in Regulation LVFS 2005:11 on Packaging and Labelling of 
Medicinal Products.
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Transit of medicinal products (e.g., when medicinal products are purchased 
outside the EEA and then resold outside the EEA) does not require an additional 
manufacturing licence and can be carried out with a valid wholesale licence. The rules on 
distribution and wholesale are applicable on the import and export of medical devices. 
It is important that the device holds the CE mark to be imported within the entire 
EEA. It is the manufacturer of the device who is responsible for compliance with the 
requirements of a CE marking.

xiii Controlled substances

The MPA is responsible for the control and supervision of medicinal products classified  
as narcotics. A permit from the MPA is required in order to import, export, transport, 
produce, trade or possess narcotic medicinal products. A licence is required for the transit 
of such narcotics with Sweden as an intermediate country. There are a few exceptions to 
the licensing requirement, and it is not required that any governmental or municipal 
institution need a licence to hold narcotics, as long as the narcotics are needed for 
scientific research, studies or education.

Narcotics are defined in the Penal Law on Narcotics (1968:64) Section 8, as 
medicinal products or hazardous goods with addictive properties and euphoric effects, 
or goods that can be readily converted into products with such properties or effects. In 
addition, a substance can be considered a narcotic if it is included in an international 
agreement that Sweden has acceded (the 1961 Single Convention on Narcotic Drugs or 
1971 Convention on Psychotropic Substances), or if it has been declared a narcotic by 
the Swedish government. All substances classified as narcotics have been listed by the 
MPA in its Regulation LVFS 2011:10. Furthermore, if an operator has been licensed to 
handle narcotics, different fees will apply depending on the type of handling.

xiv Enforcement

The MPA supervises and enforces compliance with the requirements in the Medicinal 
Products Act; the enforcement powers of the MPA are regulated in Chapter 14. The 
MPA has the right to access areas, premises and other facilities used in connection 
with the manufacture or handling of medicinal products, active substances, auxiliary 
substances and packaging materials for medicinal products and to areas where the testing 
of the medicinal products takes place. The MPA does not have the right to access private 
homes of employees. The MPA has the right to request the information and documents 
necessary for their supervision. 

The MPA may issue injunctions and prohibitions if necessary for the compliance 
of the rules subject to its supervision. Decisions on injunctions and prohibitions may 
also be followed with a fine. In situations where the MPA is denied access or refused 
assistance, a fine may be imposed. 

Breaches of the Marketing Practices Act can lead to different types of sanctions. 
Prohibition backed by a fine is the main sanction and is used to prohibit a company from 
continuing with a measure that has been found contrary to the Act. Fines and damages 
may also be imposed for disruption of marketing practices. 
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III PRICING AND REIMBURSEMENT

In Sweden, the costs for certain medicinal products are subsidised by means of a 
reimbursement scheme. For a patient, the reimbursement scheme means that the patient 
pays the full cost, up to 1,100 kronor, after which the cost of medicinal products is 
reduced in a step-by-step procedure over a period of twelve months, which ensures that 
the maximum amount a patient will pay does not exceed 2,200 kronor during that 
period. For a medicinal product to be reimbursed, the pharmaceutical companies must 
submit an application for reimbursement to the Dental and Pharmaceutical Benefits 
Agency (DPBA). The DPBA is a central governmental agency that determines whether 
a medicinal product or dental-care procedure shall be subsidised. The DPBA sets the 
purchase prices and the sale prices for pharmacies, and hence determines the margins 
for the pharmacies. The rules on reimbursement through pharmaceutical benefits are 
governed by the Act (2002:160) on Pharmaceutical Benefits. It is the company applying 
for reimbursement that is responsible for demonstrating that the medicinal product 
meets the applicable legal requirements.

The pharmacies are required to offer the medicinal product with the lowest price 
when equivalent and substitutable options – generics – are available. If, however, the 
prescriber has objected to a substitution on medicinal grounds, the pharmacist objects 
on dosage reasons or if the patients pays for the difference between the prices set for 
medicinal products, then the pharmacy does not have to offer the generic medicinal 
product.

The DPBA may, on its own initiative, decide whether a medicinal product shall 
no longer be covered by the reimbursement scheme. Additionally the DPBA can, at the 
request of a holder of a marketing authorisation, decide that a medicinal product shall 
no longer be covered by the pharmaceutical benefits. All prescription-only medicinal 
products may be subject to reimbursement, but there are certain limitations for 
non-prescription medicinal products. 

Medical devices for patients are subject to the same reimbursement rules as for 
medicinal products. Regulations that allow pharmacies to substitute prescription-only 
medicinal products do not apply for medical devices. In order to be included in the 
reimbursement scheme, a medical device shall have a price set by the DPBA. Furthermore, 
the prescriber of the device shall be a physician or other person with such a right granted 
by the Board of Health and Welfare.

IV ADMINISTRATIVE AND JUDICIAL REMEDIES

Decisions by governmental authorities such as the MPA and the DPBA may be appealed 
in accordance with the regulations laid down in the Administrative Procedures Act 
(1986:223). Appeals of decisions from the MPA shall be made directly to the MPA and 
the appeal must be received by the authority within three weeks from the date on which 
the recipient received the decision, otherwise the appeal is inadmissible. If the MPA does 
not alter the decision as requested, the appeal shall be forwarded to the Administrative 
Court. Certain decisions apply immediately (e.g., decisions on the substitutability of 
medicinal products) so that pharmaceutical companies cannot delay the process by an 
appeal.
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V FINANCIAL RELATIONSHIPS WITH PRESCRIBERS AND 
PAYORS

There have not been any specific rules implemented in the Swedish legislation regarding 
gifts to health-care professionals, even though this is addressed in the EU Directive 
2001/83/EC. There are, however, general rules on the marketing of medicinal products 
in the Marketing Practices Act. Under the Swedish Penal Code, to receive or to ask 
for awards in connection with fulfilling professional duties may constitute bribery. To 
amount to a bribe, the reward or benefit must be considered improper. 

The relationship between pharmaceutical companies and health-care professionals 
is also subject to the LER Rules. The rules include provisions and guidelines for the 
interaction between companies, health-care professionals and politicians (see Section  
II.ix, supra on advertising and promotion). According to the Rules, gifts may only be 
distributed with great restraint and must only relate to items of negligible value and that 
are relevant to health-care professionals. The medicinal products shall have information 
of the pharmaceutical company or its representative in Sweden. Furthermore, it is stated 
that no gifts or financial benefits may be provided, offered or promised to health-care 
professionals as an inducement to recommend, prescribe, purchase, supply, sell or 
administer a medical product. 

It is the responsibility of the pharmaceutical companies to ensure that the rules 
are complied with by parent and sister companies for activities on the Swedish market 
or targeted at the Swedish market. The pharmaceutical companies are also obliged to 
document and report all cooperative projects and direct and indirect support they are 
engaged in with health-care professionals, organisations and associations in the field of 
medicine and health care.

The LER Rules are in line with international non-statutory provisions on ethics as 
the EFPIA Code and IFPMA Code.

VI SPECIAL LIABILITY OR COMPENSATION SYSTEMS

If a patient suffers personal injury while in the health-care system, he or she may be 
entitled to financial compensation under the Patient Injury Act (1996:799). All 
health-care providers operating in Sweden must have a patient insurance that covers 
bodily injuries that have been caused to patients receiving treatment. If a patient suffers 
an injury from a medicinal product that has been prescribed correctly, it is not covered by 
patient insurance. Instead, the patient may bring an action under the Product Liability 
Act (1992:18), where damages can be claimed for injuries caused by a product. A patient 
may also claim damages under the Tort Act (1972:207). According to the Patient Safety 
Act (2010:659), all health-care professionals must perform their work based on medical 
findings and established practices. The Health and Social Care Inspectorate supervises 
health-care professionals and can report them to the Health Care and Medical Services 
Disciplinary Board, who can withdraw their licences.

Patients may also be compensated through pharmaceutical insurance provided 
by the Pharmaceutical Insurance Association, which is an organisation founded on an 
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initiative by the majority of pharmaceutical companies operating in Sweden. It also 
includes universities that engage in research in medicinal products, biotechnology 
companies, companies involved in clinical trials and distributors of medicinal products.

The above-mentioned insurance covers patients who have been treated with 
prescribed medicinal products or medicinal products purchased from a legitimate 
provider in Sweden. It also extends to patients who received their medicinal products at 
hospitals or who are suffering from adverse effects owing to participation in clinical trials.

The liability is limited to 10 million kronor for each injured person and 250 million 
kronor for all injuries that are reported during the same calendar year, of which, at most, 
150 million kronor may be awarded in that calendar year. It is possible to appeal a 
decision made by the LFF, first to the Pharmaceutical Injury Panel, and then at court.

VII TRANSACTIONAL AND COMPETITION ISSUES 

i Competition law

The Swedish Competition Act is, in substance, in line with EU competition law. The 
Swedish Competition Authority (SCA) is the regulatory authority in Sweden, and is 
responsible for supervising, inter alia, competition. The authority can require companies 
to terminate infringements of competition law and bring proceedings before court. The 
SCA focuses its supervision on different sectors, especially those subject to regulations 
and with a small number of operators. The pharmaceutical sector has consequently 
been the subject of attention for the SCA, but nevertheless in 2013 the SCA decided 
not to further investigate a claimed infringement of competition law on the market for 
distribution of prescription-only medicinal products. 

In a ruling from December 2015, two companies providing health care were 
ordered to pay 28 million kronor in fines for an infringement of the competition rules. 
The companies had participated in an illegal cartel in the bidding stage of a public 
procurement procedure on services for clinical physiology.

The retail pharmacy sector in Sweden was deregulated in 2009 and since then, 
many new operators have entered the market, and the way medicinal products are sold has 
changed drastically. In order to promote competition when the sector was deregulated, 
the new owners were not allowed to transfer the ownership of the pharmacies for a 
period of three years. After that period expired, certain owners expanded their holding of 
pharmacies and the sector has been further consolidated as a consequence.

ii Transactional issues

As with all transactional activities, aspects of competition law need to be taken into 
consideration, and a decision from the SCA may be required. It is also necessary to report 
changes of ownership to the MPA for pharmaceutical companies that hold a marketing 
authorisation, since the ownership of a company is taken into consideration by the MPA 
when granting a marketing authorisation. 
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VIII CURRENT DEVELOPMENTS

The costs of medicinal products and the system for reimbursement of medicinal products 
has been the subject of constant debate and is under review. Furthermore there is an 
ongoing debate regarding medicinal products not covered by the reimbursement scheme, 
and how this generates problems for patients, prescribers and the county councils. The 
introduction of an international reference pricing system has also been discussed. In 
a ruling from December 2015, the Supreme Administrative Court concluded that 
pharmaceutical companies are allowed to enter into pricing agreements directly with 
the county councils regarding medicinal products covered by the reimbursement scheme 
at prices not set by the DPBA. Therefore, the DPBA can only determine the prices for 
pharmacies. The ruling will probably fuel discussion regarding the pricing of medicinal 
products covered by the reimbursement scheme, and the responsible minister has stated 
that the issue needs to be investigated but an official investigation has not yet been 
initiated. The same procedure also resulted in prescribers being prohibited from refusing 
substitution of medicinal products for grounds that are anything other than medical. 

From 1 January 2016, all children under 18 years are offered free medicinal 
products and medical devices that are included in the reimbursement scheme as a 
pharmaceutical benefit. The aim is to reduce inequality regarding health between 
different socioeconomic groups. 
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