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Clinical Trials in Denmark  
 

Denmark ranks among the leading countries in hematology clinical trials relative to its population 
(see Figure 1) and is currently Europe’s fastest-growing Life Science nation. 

This strong position stems from a dedicated political commitment to fostering a thriving Life 
Science environment in Denmark - most recently demonstrated through the government’s Strategy 
for Life Science Towards 2030 and its emphasis on Life Sciences during Denmark’s 2025 EU 
Presidency. 

Denmark’s unique ecosystem for public–private research collaboration is strongly supported by 
both the government and public hospital owners. This is evident from the large number of 
commercial clinical trials conducted at public Danish hospitals and the existence of Trial Nation - a 
non-profit, public-private organization dedicated to attracting clinical trials to Denmark. 

 
Figure 1. Commercial hematology trials (recruiting & active, not recruiting) per million inhabitants in selected 

OECD countries.      
Source: clinicaltrials.gov 

A high level of trust in authorities, absence of corruption, a fully publicly funded healthcare system, 
universal coverage, and exceptional clinical expertise all contribute to patients’ strong confidence in 
their physicians and their willingness to participate in clinical trials. The financing model - where 
funding follows the patient - further enables seamless referrals between hospitals. 

Moreover, Denmark’s world-leading national health registries, covering the entire population, 
provide unique opportunities for comprehensive patient characterization and follow-up through the 
national personal identification number. This system results in low screening failure rates, high 
retention, and minimal loss to follow-up in clinical trials. 

Pre-approved standard templates are in place for confidential disclosure agreements, start-up 
agreements and clinical trial agreements, just as company specific pre-agreed standard templates 
can be negotiated.  

 
Fast track 

To maintain a competitive edge, Danish authorities offer a unique expedited approval process, 
committing to a 14-day assessment period for Phase 1 and integrated Phase 1-2 trials (see Figure 
2). Moreover, Danish authorities are highly receptive to dialogue with sponsors. Examples include 
the 1:1 meetings with sponsors, 'Open Mic' sessions organized by the Danish Medicines Agency 
and the Research Ethics Committee, as well as the Dialogue Forum, which involves the Danish 
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Association of the Pharmaceutical Industries, Trial Nation, and the authorities. 
 

Mononational 
application 

 

 
Total 

21 days  
ex. RFIs 

 

Multinational 
application 

 

Total  
28 days 
ex. RFIs  

Figure 2. Expedited assessment for phase 1 and integrated phase 1-2 trials in Denmark without requests for 
information. RFI = Request for Information. Source: Danish Medicines Agency, www.dkma.dk  

 
Center for Hematology 
The Trial Nation Center for Hematology is a national collaboration encompassing all Danish 
hematology sites engaged in clinical trials with both adult and pediatric patients. Its primary goal is 
to prepare for and attract commercial clinical trials to Denmark. 

 

Figure 1. Hematology sites across Denmark. 

 

The center conducts clinical trials for patients with hematologic disorders in Denmark and offers 
extensive expertise across both First-In-Human studies and later trial phases, as illustrated in the 
figures below. 
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Figure 3. Commercial, hematology trials 
(hematologic, leukemia, lymphoma, myelomatosis) 
by status. 
Source: clinicaltrials.gov, November 27, 2025.  

Figure 4. Ongoing, commercial, hematology trials 
(hematologic, leukemia, lymphoma, myelomatosis) by 
phase. NA = Phase not provided.  
Source: clinicaltrials.gov, November 27, 2025. 

All sites within the center include dedicated clinical trial units staffed by highly trained professionals. 
Clinical assessments and diagnostic procedures are standardized across sites, incorporating 
extensive genomic profiling. Sites are also experienced in advanced immunotherapies such as T-
cell engagers and CAR-T cell therapy, all in accordance with the high standards of care set forth in 
the national treatment guidelines (see the Danish Multidisciplinary Cancer Groups Clinical Guidelines 
and the Specialty Plan for Clinical Hematology). Multidisciplinary Team (MDT) conferences are 
routinely held at all sites, with a strong emphasis on providing clinical trial access to as many patients 
as possible. Additionally, a national board for CAR-T cell therapy has been established, 
encompassing both adult and pediatric patients. 

Collaboration on pediatric and adolescent trials is another unique example of national and Nordic 
cooperation, extending into early-phase (including Phase 1) clinical trials. 

Trial Nation Center for Hematology further supports national feasibility inquiries at no cost, offering 
either: 

1. A comprehensive national feasibility process completed within 5 working days, or 

2. Direct guidance to companies wishing to contact sites independently. 
 
The center also supports knowledge transfer from early- to late-phase trials upon successful 
outcomes. 
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Experience 
 
Table 1. Competence and experience within the sites that make up Trial Nation Center for Hematology, 
November 2025.  

Sites P
h

a
se

 

R
e

cr
u

iti
n

g
, 

co
m

m
e

rc
ia

l 
cl

in
ic

a
l t

ria
ls

 

R
e

cr
u

iti
n

g
, n

on
-

co
m

m
e

rc
ia

l 
cl

in
ic

a
l t

ria
ls

 

S
e

q
u

e
nc

in
g 

L
o

ca
l  

M
u

lti
-

d
is

ci
pl

in
ar

y 
T

e
a

m
 

T
-c

e
ll 

e
ng

a
ge

r 

C
A

R
-T

 c
e

ll 
th

e
ra

pi
e

s 
+

 
n

e
tw

o
rk

 
R

a
d

io
im

m
u

n
o

-
th

e
ra

py
 

JA
C

IE
 

A
cc

re
d

ita
tio

n 

Copenhagen 
University 
Hospital, 
Hematology 
 

FIH-4 
 
 

15 
FIH: I,  
1: 8 

13 Yes, 
WGS 

+ RNA 

Yes Yes Yes Yes Yes 

Copenhagen 
University 
Hospital, 
Pediatrics and 
Adolescent 
Medicine 

1-4 2 
FIH: 0, 1: 

1 

16 Yes, 
WGS 

+ RNA 

Yes Yes Yes Yes Yes 

Odense University 
Hospital 

FIH-4 
 

18 
FIH: 1, 

1:3 
 

6 
 

Yes, 
WGS 

+ RNA 

Yes Yes Yes Yes Yes 

Regional Hospital 
Goedstrup 

2-4 2 
 

4 Yes Yes Yes No No No 

Vejle Hospital FIH-4 
  

5 
FIH: 0, 1: 

3 

3 Yes Yes Yes No No No 

Zealand University 
Hospital 

FIH-4 
 

9 
FIH: 1, 1: 

3 

5 Yes, 
WGS 

Yes Yes Yes No No 

Aalborg University 
Hospital 

1-4 10 
FIH: 0,  

1: 0 

6 Yes, 
WGS 

Yes Yes Yes No No, 
OECI-

accreditation 
Aarhus University 
Hospital 

FIH-4 
 

15 
FIH: 0, 

1: 5 

25 Yes, 
WGS 

Yes Yes Yes Yes Yes 

Notes: FIH = First-In-Human. 

 
 

Patients 
Trial Nation Center for Hematology provides care for all hematology patients in Denmark and 

collaborates to identify eligible participants for clinical trials through genomic profiling and 

multidisciplinary teams meetings. Denmark’s unique national personal identification number system, 

in place since 1968, can be leveraged to identify patients via the exceptional national registries. This 

system enables comprehensive linkage and tracking of all aspects of citizens’ health and guarantees 

that no patient is lost to follow-up. 

Cancer remains Denmark’s leading cause of death, accounting for approximately 16,000 deaths 

annually (28% of all deaths), a rate higher than the European average. Each year, more than 48,000 

new cancer cases are diagnosed, and the incidence continues to rise. As a result, Denmark faces a 

substantial challenge in combating cancer and improving survival by consistently providing the 
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highest standards of care. E.g. diagnostic evaluation must start within 14 days of a patient’s referral 

for suspected cancer and treatment must begin within 14 days of the patient’s acceptance of the 

proposed treatment. 

Maintaining this high standard requires generating robust clinical evidence where treatment is 

delivered. Denmark is well-positioned for this task, with its universal public healthcare system, 

consistently high and uniform standards of care, and strong research-oriented oncology societies 

within the Danish Multidisciplinary Cancer Groups. 

 

 
Figure 5. New cancer cases in 2024 by gender. Sources: Nye kræfttilfælde I Danmark 2024. Sculptures: Venus 
de Milo and David by Michelangelo, Wikimedia Commons. 

 

 

 
Key points 

 Extensive experience in clinical trials 
 Feasibility assessments within 5 working days / 

support with site contacts 
 Phase 1 trial approvals within 14 days 
 Seamless national patient referral 
 Consistently high and uniform standards of care 
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Contacts 
 
For medical inquiries  
Medical Lead: Professor Henrik Frederiksen 
Hematology department, Odense University Hospital 
E-mail: henrik.frederiksen@rsyd.dk 

 
For national (pre-)feasibility inquiries 
Feasibility Coordinator: Pia K Pedersen 
Odense University Hospital 
E-mail: pia.k.pedersen@rsyd.dk  
Phone: +45 5183 0096 
 

For general requests 
Ask Aabenhus, Trial Nation 
E-mail: aaa@trialnation.dk  
Phone: +45 3010 0466  
 
 
 
 
 

 
 

Sites 
 
Table 2. Sites and key contacts forming part of Trial Nation Center for Hematology. 

Sites REGION PRIMARY CONTACT 

Odense University Hospital 
Department of Hematology 

Region of Southern 
Denmark 

Medical Lead: Professor Henrik 
Frederiksen 

Regional Hospital, Goedstrup  
Department of Hematology 

Central Denmark 
Region 

Attending Physician Robert Schou 
Pedersen  

Copenhagen University Hospital 
Department of Hematology 

Capital Region of 
Denmark 

Attending Physician Peter Brown 
 

Copenhagen University Hospital 
Department of Pediatrics and Adolescent 
Medicine 

Capital Region of 
Denmark 

Attending Physician Karsten Nysom  

Zealand University Hospital  
Department of Clinical Hematology 

Region Zealand Attending Physician Christian Bjørn 
Poulsen  

Vejle Hospital (part of Hospital Lillebaelt) 
Department of Hematology 

Region of Southern 
Denmark 

Physician Sarah Leeth Hansen 
Farmer  

Aalborg University Hospital  
Department of Hematology 

North Denmark 
Region 

Professor Marianne Severinsen 

Aarhus University Hospital  
Department of Hematology 

Central Denmark 
Region 

Chair Professor Francesco Annibale 
D'Amore  
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Get in touch 
www.trialnation.dk 

contact@trialnation.dk 

 

 

 

 

 

 

 

 

 


