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The Pharma Legal Handbook answers 
essential questions about this environment 
for pharmaceuticals in Denmark.
It is a must have for any company operating 
in the country or looking to enter the market.

Prepared in association with Gorrissen 
Federspiel, a leading corporate law firm in 
Denmark, 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.

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

Denmark

* THIS REPORT WAS ORIGINALLY PUBLISHED IN JULY 2019 AND THE 
INFORMATION CONTAINED WITHIN IS SUBJECT TO CHANGE.
**LAST UPDATE: NOVEMBER 2019

Gorrissen Federspiel is one of the leading corporate 
law firms in Denmark. The firm has strong international 
relations. More than half of Gorrissen Federspiel’s 
approximately 450 employees are lawyers. The firm’s 
offices are located centrally in Copenhagen and Aarhus.

Gorrissen Federspiel has a dedicated Life Sciences 
practice group that provides legal advice within all areas 
relating to medicinal products, biotechnology, medical 
devices, food and chemical products. The group also 
advises on all legal aspects within the pharmaceutical 
advertising sector, including in relation to the review and 
approval of product-specific marketing campaigns; the 
use of the internet, apps and social media for marketing 
activities; advice in relation to donations, sponsorships 
and grants; the interaction between pharmaceutical 
companies and healthcare professionals; pharmaceutical 
companies’ interaction with patients and patient 
organisations; disease-awareness activities, gifts and 
medical samples; and regulatory law.
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Jacob Ørndrup heads Gorrissen Federspiel’s Life Sciences prac-
tice group and works primarily with clients within the medicinal 
products, biotechnology, medical devices, foods and chemical 
products sectors. 

In the regulatory area, Jacob provides regular assistance to clients 
in cases involving, i.a., the Danish Medicines Agency, the Danish 
Veterinary and Food Administration and other public authorities 
as well as in cases before ENLI (the Ethical Committee for the 
pharmaceutical Industry).

He also has very extensive experience with legal proceedings 
within IP law, including in particular patent cases and cases con-
cerning unlawful use of trade secrets.

Professional qualifications.
- Right of audience before the Danish Supreme Court 2002
- Right of audience before the Danish High Court 1995
- Admitted to the Danish Bar 1995
- Master of Laws, University of Copenhagen 1992

Areas of practice. Life Sciences; Intellectual Property; Regulatory 
Law.

Languages. Danish, English, Italian
E-mail: jo@gorrissenfederspiel.com
D +45 33 41 42 20
M +45 24 28 68 36

Camilla C. Collet assists Danish and international companies with 
M&A transactions, commercial contracts, reorganisations and 
other transactions, often of an international nature and where the 
understanding of commercial principles is paramount. 

Camilla has particular expertise in the life sciences segment where 
she has assisted with numerous acquisitions, sales and investments 
in life sciences companies. She advises pharmaceutical companies, 
biotech companies and manufacturers of medical devices on a cur-
rent basis. Camilla also has experience with transactions within, 
among other things, industry, real property, insurance and the 
entertainment industry.

As head of Gorrissen Federspiel’s Compliance & CSR practice 
group, Camilla advises on anti-corruption, export controls, sanc-
tions and business ethics.

Professional qualifications. 
- Admitted to the Danish Bar 2000
- LL.M., Yale Law School 1997
- Master of Laws, University of Copenhagen 1996

Areas of practice. Corporate/Mergers & Acquisitions; Compliance 
& CSR; Life Sciences.

Languages. Danish, English, French
E-mail: ccc@gorrissenfederspiel.com
D +45 33 41 42 09
M +45 24 28 68 09
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Gorrissen Federspiel is a leading Danish law firm with 
distinguished international relations. We cover all aspects 
of business law. Axel Towers and Prismet – our offices in 
Copenhagen and Aarhus – form the perfect platform for 
our towering ambitions. Our domestic and international 
clients have one thing in common. They all want the best 

legal counselling from people they can trust. This is why 
we only employ ambitious professionals who understand 
that excellence is universally accepted as the key to 
becoming a trusted adviser. 

| gorrissenfederspiel.com

Towering ambitions
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01
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?

4. What are the approximate fees for each 
authorization?

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

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

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

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

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

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

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

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?
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The Danish Ministry of Health is responsible for defining the overall frame-
work for the national healthcare system. As a governmental body under the 
Ministry of Health, the Danish Medicines Agency (“DKMA”) is the Danish 
authority responsible for monitoring medicinal products for human and vet-
erinary use, including biological medicinal products, and medical devices. 

The DKMA is responsible for authorizing and inspecting pharmaceutical 
companies and other distributors, authorizing clinical trials, authorizing medic-
inal products, deciding whether medicinal products are eligible for reimburse-
ment, overseeing adverse event reporting, and monitoring medical devices.

Medicinal products
The main Danish legislation on authorization, pricing, and reimbursement 
of medicinal products is the Danish Medicines Act (Consolidated Act no. 99 
of 16 January 2018, “Medicines Act”). 

The Medicines Act is supplemented by a large number of executive orders 
and guidelines issued by the DKMA. 

Pricing
In Denmark, pharmacies have the exclusive right to sell prescription-on-
ly medicinal products (and most over-the-counter medicinal products) to 
consumers. 

At manufacturing level, the company placing the medicinal product on the 
market (or the importer of the medicinal product) is free to determine the 
prices for prescription medicinal products when selling to wholesalers, phar-
macies and/or other authorised retail sellers. It should be noted, however, that 
the Danish Association of the Pharmaceutical Industry on behalf of its mem-
bers have entered into agreements with the Danish Ministry of Health and 
the Danish Regions which introduce so-called “price ceilings” for medicinal 
products used in the hospital sector and for medicinal products eligible for 
reimbursement. The current agreements will remain in effect until April 2023. 

The company placing the medicinal product on the market must report 
the so-called pharmacy purchase price (Danish: Apoteksindkøbspris) to the 
DKMA at least 14 days prior to launch of the product. All prices are published 
on the DKMA’s website Medicinpriser.dk.

The pharmacies must charge the so-called pharmacy retail price (Danish: 
Forbrugerpris) when selling to consumers. The pharmacy retail price is cal-
culated on the basis of the pharmacy purchase price and consist of the phar-
macy purchase price, a retail margin and potentially different handling fees.

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

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

REGULATORY, PRICING, AND 
REIMBURSEMENT OVERVIEW01
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The prices for over-the-counter medicines that are not reserved for the 
exclusive sale in pharmacies are not specifically regulated, and the pharma-
cies and other authorised retailers are free to determine the prices. 

Reimbursement
In Denmark, the DKMA decides on the reimbursement status of each medic-
inal product. 

The DKMA determines which medicinal products that are eligible for 
reimbursement based on an application from the company placing a medic-
inal product on the market. The DKMA may determine that reimbursement 
should be conditional, e.g. on it being prescribed to certain patient groups or 
specific diseases.

There are three types of general reimbursement i) reimbursement for pre-
scription-only medicinal products, ii) conditional reimbursement for pre-
scription-only medicinal products, and iii) conditional reimbursement for 
over-the-counter medicinal products.

In special cases, the DKMA may also grant individual reimbursement for 
specific, individual patients. Such reimbursements are granted on the basis of 
an application from the patient’s doctor. The DKMA may also grant a reim-
bursement for the terminally ill.

The DKMA determines the annual reimbursement thresholds (i.e. the 
amount a person must spend on medicinal products within a 12 month peri-
od before being eligible for reimbursement), and the reimbursement price. 
The reimbursement thresholds and the reimbursement price is used when 
calculating the applicable reimbursement rate and the amount of co-payment 
of the patient.

As a starting point, the reimbursement price is the same as the pharmacy 
retail price. However, the DKMA may establish so-called substitution groups/
reimbursement groups of medicinal products with the same indication and 
comparable treatment effects, for the purpose of calculating the same reim-
bursement price for all medicinal products within the same reimbursement 
group. For medicinal products within a reimbursement group, the applicable 
reimbursement price will be the cheapest medicinal products in the group. 
The purpose of the system is to encourage patients to purchase the most inex-
pensive medicinal product available.

Biologicals
The Danish Medicines Act and secondary legislation issued under the 
Medicines Act also apply to biologicals and do not contain substantially dif-
ferent provisions on biologicals.

Medical devices
The Danish Act on Medical Devices (Consolidated Act no. 139 of 15 February 
2016, “Act on Medical Devices”) constitutes the main regulatory framework 
for the authorization, pricing and reimbursement of medical devices. The Act 

REGULATORY, PRICING, AND REIMBURSEMENT OVERVIEW
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on Medical Devices implements the EU directives on medical devices, i.a., 
Directive 93/42/EEC of 14 June 1993. 

The Act on Medical Devices is supplemented by a number of executive 
orders issued by the DKMA.

Medicinal products
Manufacturing
The manufacture, import, export, storage, distribution, provision, dispens-
ing, splitting and packaging of medicinal products and intermediate prod-
ucts intended for further processing into medicinal products are subject to 
authorization from the DKMA.

Applications for authorizations to manufacture medicinal products must 
be submitted to the DKMA by way of the agency’s application form through 
the agency’s extranet DKMAnet or by way of e-mail to the DKMA. 

The application form must contain information, i.a., on organization of 
the company, the site master file (in case of first application), the name and 
legally registered address of the manufacturer and address(es) of the manu-
facturing site(s), details of the manufacturing operations and of the products 
to be manufactured, information on quality control, any contract manufac-
turing sites and/or contract laboratories, qualified person(s), and details of 
the responsible management.

Development and testing
In order to initiate and conduct a clinical trial involving humans, the person 
or entity in charge of the initiation, monitoring and financing of the trial (the 
sponsor) must apply for an approval from the DKMA as well as from the 
competent Danish Research Ethics Committee.

The DKMA receives clinical trial applications electronically either via the 
DKMAnet or Eudralink. The DKMA has published a guideline on applica-
tions for clinical trial authorizations on its website. The guideline includes 
information on the required contents of an application. Pursuant to the 
guideline, an application must include, i.a., a cover letter with information on 
the expected duration, the monitor of the trial (according to GCP), informa-
tion on reference documents (e.g. the investigator’s brochure, and summary 
of product characteristics), and invoicing details, the EudraCT application 
form, the trial protocol, Investigational Medicinal Product Dossier (if rel-
evant), examples of labels, documentation that the manufacturer has been 
notified of the trial, and patient information.

A marketing authorization is not required for a medicinal product for clin-
ical trials.

Please also note, that in order to manufacture, import and distribute active 
substances intended for use in the manufacture of medicinal products for 
human use that are covered by a marketing authorization, a company must 
register with the DKMA.

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


