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Trial Nation Infectious Disease
The Center for Infectious Disease and Immune Modulation was established in 2016 as
a network of Danish hospital clinics specialized in the treatment of infectious diseases
and primary immune disorders. The center
covers all regions of Denmark and thereby
allows a single point of entry to a dedicated, national network of hospital departments
with a strong focus on clinical research in infectious diseases, immune modulation,
and vaccine trials.

of investigator-driven clinical studies. The
Center for Infectious Disease and Immune
Modulation has experience in both early
(phase I and II) as well as late stage (phase
III and IV) clinical research. Through a strong
research collaboration including all sites the
center has established:
•

•

•

•
•

Over the past 10-15 years, the infectious
disease departments in Denmark have built
considerable knowledge and expertise in the
execution of clinical trials through participation in a wide range of company-sponsored
trials but also through an extensive portfolio

High quality clinical data based on detailed patient registries for diseases such
as HIV and hepatitis.
A solid research infrastructure and collaboration platform across the center enabling expert handling of clinical trials in
a national setting.
An internationally recognized research
portfolio in infectious disease and vaccine studies.
A successful track record for timely delivery of high-quality data from clinical trials.
Strong capabilities for handling the increasing complexity of clinical research
in terms of clinical trial conduct, technological infrastructure, scientific knowledge, and personalized medicine.

The primary objective of the Trial Nation Center for Infectious Disease and Immune Modulation is to offer a single, national platform for
clinical research within the therapeutic area.
This allows delivery of efficient and high-quality phase I, II, III, and IV trial execution and
collaboration with pharmaceutical industry
partners.

DANISH UNIVERSITY CLINICS IN TRIAL NATION

REGION

Department of Infectious Diseases, Copenhagen University Hospital, Rigshospitalet

Capital Region of Denmark

Department of Infectious Diseases, Copenhagen University Hospital, Hvidovre

Capital Region of Denmark

Dept. of Medicine/Infectious Diseases and Clinical Research Unit, Zealand University
Hospital, Roskilde

Region Zealand

Department of Infectious Diseases, Odense University Hospital

Region of Southern
Denmark

Department of Infectious Diseases, Aalborg University Hospital

North Denmark Region

Department of Infectious Diseases, Aarhus University Hospital

Central Denmark Region

TRIAL NATION INFECTIOUS DISEASE 2

Ongoing trials/year
Clinical
trial
phases

Industry
sponsored

Investigator
initiated

Catchment
are

Consultations/
year

Dept. of Infectious Diseases,
Copenhagen University Hospital,
Rigshospitalet

I, II, III, IV

App. 10

10

n.a.*

>10,000

Professor Jan Gerstoft
jan.gerstoft@regionh.dk

Dept. of Infectious Diseases,
Copenhagen University Hospital,
Hvidovre Hospital

I, II, III, IV

5-10

5-10

1,786,000

20,000

Professor Thomas Benfield
thomas.lars.benfield@regionh.dk

Dept. of Medicine/Infectious
Diseases and Clinical Research
Unit, Zealand University Hospital,
Roskilde

II, III, IV

App. 10

App. 10

821,000

TBC

Chief Consultant, PhD, MIH
Lothar Wiese
low@regionsjaelland.dk

Clinic

Dept. of Infectious Diseases,
Odense University Hospital

II, III, IV

App. 10

>10

1,210,000

10,500

Dept. of Infectious Diseases,
Aalborg University Hospital

II, III, IV

3

3

585,000

>7,000

Dept. of Infectious Diseases,
Aarhus University Hospital

I, II, III, IV
Incl. FIH

>10

>10

1,292,000

12,000

Contact(s) for trials

Professor Isik Somuncu Johansen
isik.somuncu.johansen@rsyd.dk
Project nurse Susan Hansen
susan.hansen@rsyd.dk
Professor Henrik Nielsen
henrik.nielsen@rn.dk
Professor Lars Østergaard
larsoest@rm.dk
CTU Manager Nina Breinholt Stærke
ninase@rm.dk

*Rigshospitalet is a referral hospital for patients needing highly specialized treatment.

Center services
The Trial Nation Center for Infectious Disease and Immune Modulation handles all
requests and trial coordination as one national center. The center has a strong focus
on maintaining rapid response times (e.g.
time from industry contact to feedback on
patient availability). This is supported by access to the established infrastructure and
national databases for major disease areas
such as HIV, sepsis, pneumonia, and hepatitis (described below). In addition, the clinical
partners have access to a broad range of international databases providing companies
with a more in-depth evaluation of patient
availability from both a national and international perspective. Further, patient-specific treatments, based on genotyping, have
been an integrated part of the clinical research in hepatitis C and HIV at all participating clinics. The combined set-up allows
an increased focus on personalized therapy
supported by centralized laboratory facilities

for genome analyses at Aalborg University
Hospital and through the availability of patient material at the Odense University Hospital biobank
Among the services offered by The Trial Nation Center for Infectious Disease are the following:
• One point of entry for all trial queries.
• Rapid turn-around of requests – information on patient availability is based on
existing databases.
• Uniform regulatory and ethics approval.
• Uniform contract negotiation for all clinical sites.
• Uniform set of standard operating procedures (SOPs) for all sites.
• A precision medicine approach that includes biobanking and genotyping.
• A full range of complementary services
are available aimed specifically at Small
and Medium-sized Enterprises (SMEs),
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e.g.: assistance with protocol development/scientific content, trial conduct,
Indication

sample collection, data collection, report
writing, and scientific publication.

Prevalence (#)

Incidence (#/year)

HIV infection, adults

5.800

185

Chronic Hepatitis C

15.000

180

Chronic Hepatitis B

5.000

250

CNS infections
(purulent meningitis)

n.a.

130

Primary Immune Deficiencies
(CVID)

300

50

Severe sepsis

n.a.

1.000

Multiresistant infections
(obs/isolation)

500

5.000

Cystic fibrosis

400

30

Tuberculosis

275

275

Infectious spondylodiscitis

300

350

Infectious diseases, Prevalence and Incidence in Denmark. The current population of Denmark is app. 5,775,000

Personalized medicine I: Pathogen genotyping and
sequencing to individualize treatment
Recent advances in the study of viral infections (e.g. HIV, hepatitis B, and hepatitis C)
have underlined the role of genotyping, subtyping and sequencing in predicting clinical
response to pharmacological treatment. At
the Trial Nation Center for Infectious Disease and Immune Modulation, detailed
pathogen analysis allows the introduction
of individualized therapy by tailoring antimicrobial chemotherapy to the viral isolate
from the patient. This also applies to single nucleotide polymorphisms associated
with susceptibility to antiviral compounds.
Aalborg University Hospital has more than 25
years of experience in virology. The first in-

house HCV-PCR was developed in 1990 and
the first routine HCV-PCR for quantification
was marketed in 1994. More than 20 different virology analyses have been developed
in the section for molecular biology diagnostics, some in second or third generation. The
laboratory disposes of all molecular diagnostic techniques including several different
next-generation sequencing platforms. The
laboratory is DANAK accredited according
to the ISO 15189 standard, and the laboratory participates in several external quality
control networks and international working
parties. The laboratory has experience from
collaborative projects with industrial partners
in developing new analyses and biomarkers.

Personalized medicine II: Biobanks for biomarkers,
risk factors, and predictive factors
The heterogeneity in the response to pathogens and to the treatment of infections has increased the focus on personalized medicine
within infectious diseases. The heterogeneity

is often not well understood or well characterized but may have important consequences
for drug development and drug evaluation in
clinical trials. Therefore, research across the
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Trial Nation Center for Infectious Disease and
Immune Modulation also has a strong focus
on the importance of patient characteristics
(other than genetics) regarding response to
treatment. In the context of personalized
medicine, there is focus on the value of biomarkers in assessing risk of disease, choice
of therapy, as well as predictive markers of
treatment response. The center has estab-

lished large biobanks containing several
thousand biological samples (e.g. pneumonia, sepsis, CNS infections, HIV, hepatitis)
which may be important tools in the search
for biomarkers. Novel biomarkers may further
be evaluated in cohort studies and clinical intervention studies and may thus be a way to
accelerate drug discovery and development.

DANHIV – A national quality assurance database
The Danish HIV cohort (DANHIV) is a unique
national quality assurance database located
at Rigshospitalet, Copenhagen. It contains
information about all (>7,000) Danish HIV
patients diagnosed since 1995, of which
95% will be receiving treatment at the centers included in the Trial Nation Center for
Infectious Disease and Immune Modulation.
The HIV cohort has been a scientific success as it has formed the basis of more than
100 publications in peer reviewed journals.

In relation to the database, a DNA biobank
has also been established. The database
is a unique tool to identify potential study
candidates as it contains information about
co-infection, treatment history, and immunological status. Furthermore, the database can be used in quickly addressing the
feasibility of a proposed study. Long term
follow-up in patients exposed to investigational agents can also easily be provided.

DANHEP – a nationwide cohort study in
hepatitis B and C
Established in 2002, the Danish Database for Hepatitis B and C (DANHEP) is a
nationwide open cohort study with ongoing enrolment. DANHEP includes data on
people in Denmark who are diagnosed
with chronic hepatitis B or chronic hepatitis C virus infection, are >15 years of
age, and are receiving follow-up treatment.
17 medical departments specializing in
either infectious diseases or gastroenterology at 11 different Danish hospitals
participate in the DANHEP collaboration.
The cohort includes >7,000 patients with
chronic hepatitis C, accounting for approximately half of the estimated number of HCV-infected persons in Denmark.
Data includes gender, country of origin,
date of inclusion in DANHEP, HCV RNA,
HCV genotype, mode of infection, year of
infection, last clinical observation, human

immune deficiency (HIV) status, HBsAg
status, as well as ALT and alpha-phoetoprotein tests. Fibrosis/cirrhosis is estimated by liver elastography (Fibroscan) values
and liver biopsy (modified Metavir score).
For patients treated for chronic hepatitis C, information on start and end date of treatment,
type of treatment, planned duration of treatment, treatment completion, and treatment
outcome are registered. One advantage of
the current database guidelines is they allow
for the identification of patients with specific
HCV genotypes with and without fibrosis/cirrhosis who are eligible for antiviral treatment.
In Denmark, treatment of chronic hepatitis C is centralized to departments participating in the DANHEP collaboration,
therefore most patients treated for chronic
hepatitis C will be registered in DANHEP.
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Vaccine Studies – a national effort
Vaccination is a simple and cheap intervention to avoid infectious disease-caused
morbidity or mortality. Despite vaccination being successful, society faces great
opposition toward vaccination (as recently experienced with the surge in measles cases due to lack of vaccination).
Measures to actively inform, address,
and mitigate the concerns are needed.
Over the recent years, Aarhus University
Hospital has developed expertise in exploring predictors and determinants for successful vaccination strategies. Aarhus has
an established clinical trial unit and has conducted multiple investigator-initiated clinical
intervention trials with focus on both prophylactic and therapeutic vaccination. Among
other things, the clinical trials have examined the impact of specific tissue types (e.g.
HLA-genotypes) on infection outcomes,

response to vaccination and/or adjuvants,
as well as immunotherapy. These topics will
continue to be explored as part of the ongoing research activities within the center. Further sophisticated molecular immunology
analysis ranging from exome sequencing to
phenotypic characterization of immune effector cells (e.g. B cells, CD4 T helper cells,
Cytotoxic T cells, and Natural Killer cells)
are integrated parts of current clinical trials.
Moreover, biological pathogen confinement
facilities (e.g. BSL3 laboratory) allow translational studies on sample material from
patients to infer precision medicine evaluations in a bench-to-bedside-to-bench loop.
The Trial Nation Center for Infectious Disease and Immune Modulation has experience in vaccine strategies for trials
conducted in adults (both healthy and patients) as well as pediatric vaccination trials.

For coordinated request to all clinics, please contact
Nina Breinholt Stærke, MD
ninase@rm.dk, +45 40 45 97 81

For all other requests, please contact
Kirsten Bødker, Center Manager
kib@trialnation.dk, +45 40 75 08 53
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