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Trial Nation Center for Respiratory

The Center is a network of Danish respiratory research units specializing in sponsor initiated clinical
research with medicinal products across all respiratory diseases. The Center facilitates clinical trials
requiring participants diagnosed in a specialized clinical setting with trained staff, harmonized clinical
assessments and specialized diagnostic methods.

Professor Charlotte Suppli Ulrik is the Medical Lead for Trial Nation Respiratory Center.

The Center was established in 2016. Trial Nation offers one point of contact to the network. The Center
has been involved, with one or more departments, in 99 relevant commercial respiratory clinical trials
in Denmark from 2015 until 2020.

The center also collaborates with the Danish Lung Association to increase the level of knowledge and
communication about clinical trials.

Trial Nation Respiratory Clinics

The Center has six sites at its core — their capabilities regarding clinical trials are summarized below.
The sites in the Trial Nation Center are committed to developing and maintaining Denmark as a pre-
ferred country for respiratory clinical research. The center also collaborates with The Danish
Respiratory Network, which constitutes a broader structure of an additional 12 clinical sites covering
all respiratory sites in Denmark.

The respiratory research sites constituting the Trial Nation Respiratory Center collaborates on:

e Fast centrally coordinated fea-

sibility process

e Training and certification of staff
Harmonization initiatives at an-

nual net- work meetings
e Solidarity regarding the delivery
of the estimated national re-

cruitment commitment
e Central negotiation of fees
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DANISH UNIVERSITY CLINICS IN TRIAL NATION RES-

PIRATORY MEDICINE

Respiratory Research Unit, Dept. of Respiratory Med-
icine, Copenhagen University Hospital-Hvidovre

Respiratory Research Unit, Dept. of Respiratory Med-
icine, Copenhagen University Hospital-Bispebjerg

Respiratory Research Unit, Dept. of Respiratory Med-
icine, Naestved University Hospital

Respiratory Research Unit, Dept. of Respiratory Med-
icine, Odense University Hospital

Reseepiratory Research Unit, Dept. of Respiratory Medi-
cine, Aalborg University Hospital

Respiratory Research Unit, Dept. of Respiratory Dis-
eases and Allergy, Aarhus University Hospital

1. Respiratory Research Unit, Dept. of
Respiratory Medicine, Copenhagen
University Hospital-Hvidovre

2. Respiratory Research Unit, Dept. of
Respiratory Medicine, Copenhagen
University Hospital-Bispebjerg

3. Respiratory Research Unit, Dept. of
Respiratory Medicine, Neestved Uni-
versity Hospital

4. Respiratory Research Unit, Dept. of
Respiratory Medicine, Odense Uni-
versity Hospital

5. Respiratory Research Unit, Dept. of
Respiratory Diseases and Allergy,
Aarhus University Hospital

6. Respiratory Research Unit, Dept. of
Respiratory Medicine, Aalborg Uni-
versity Hospital

REGION CONTACT
The Capital Re- Charlotte Suppli Ulrik
gion of Denmark Professor, Senior Con-
sultant
Charlotte.suppli.ulrik@re-
gionh.dk
The Capital Re- Asger Sverrild, Consultant
gion of Denmark  asger.sverrild@regionh.dk
) Uffe Badtger
Region Zealand Professor, Senior Con-
sultant
ubt@regionsja-
elland.dk

Ingrid Louise Titlestad
Senior Consultant In-

The Region of
Southern Den-

mark grid.titlestad@rsyd.dk
The North Den- Ulla Mgller Weinreich
mark Region Senior Consultant

ulw@rm.dk

Elisabeth Bendstrup
Professor, Senior Con-
sultant
karbends@rm.dk

The Central
Denmark Re-
gion

The main interest of the Trial Nation Respiratory Center is to facilitate clinical trials based on pharma-

cological interventions. We maintain lasting positive relationships with industry representatives to

ensure that infrastructural advancements developed in one trial can be implemented in the next trial.
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Patients

The sites can recruit patients for clinical trials within all respiratory disease areas.

Facilities
in addition to FENO, Body-box, DLCO, Spi-

Patients at site Trial Phase capabiliies | rometry, Sputum cell count, bronchoscopy,
BAL, Histology, VOmax, nasal endoscopy,
ECG, CT, MR, PET, X-ray, and DEXA.
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Patient s: COPD: Chronic Obstructive Pulmonary Disease, ILD: Interstitial Lung Disease. Facilities: FENO: Fractional Exhaled
Nitric Oxide test. DLCO: Diffusion capacity of the Lungs for Carbon monOxide. BAL: Bronchoalveolar Lavage. VOmax: Maximum
rate of oxygen consumption. ECG: Electrocardiography. CT: Computed Tomography. MRI: Magnetic Resonance Imaging. PET:
Positron Emission Tomography. DEXA: Dual-energy X-ray absorptiometry. MBW: Multiple breath washout. EVH: Eucapnic Volun-
tary Hyperventilation test.
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Diagnostic Criteria and Clinical outcome
measures in clinical practice

DIAGNOSTIC CRITERIA USED IN CLINICAL PRACTICE
Diagnosis  Diagnostic criteria
COPD  Global Initiative for Chronic Obstructive Lung Disease (GOLD) COPD Report!

GINAs severe asthma guideline?

Asthma  Nordic consensus statement on the systematic assessment and management of possi-

ble severe asthma in adults®
Allergic rhinitis  Allergic Rhinitis and its Impact on Asthma (ARIA) guidelines*

European Respiratory Society guidelines for the management of adult bronchiectasis®

Bronchiectasis
British Thoracic Society guidelines for bronchiectasis in adults®
\PE Diagnosis of Idiopathic Pulmonary Fibrosis. An Official ATS/ERS/JRS/ALAT Clinical Prac-
tice Guideline’
s S ATS/ERS/WASOG statement on sarcoidosis. American Thoracic Society/European Re-
arcoidosis

spiratory Society/World Association of Sarcoidosis and other Granulomatous Disorders®

Chronic rhinosinusitis

. Chronic Rhinosinusitis with Nasal Polyps®
with nasal polyps

CLINICAL OUTCOME MEASURES USED IN CLINICAL PRACTICE
COPD  Medical Research Council (MRC) dyspnoea scale™

COPD /Asthma/IPF  Sct. George Respiratory Questionnaire'’
Asthma  Asthma Control Questionnaire (ACQ)'
Asthma  Asthma Control Test (ACT)"®

Chronic Rhinosi-

Py Sino-Nasal Outcome Test (SNOT)™
nusitis

Respiratory function  Fosters talk test'

Bronchiectasis Severity Index (BSI)'®
Bronchiectasis
Multidimensional approach to non-cystic fibrosis bronchiectasis: the FACED score'”

The King's Brief Interstitial Lung Disease (KBILD) questionnaire: an updated minimal clini-

L cally important difference®

For coordinated requests to all clinics please  For all other requests, please con-

contact: tact:

Feasibility Coordinator Center Facilitator
Gitte Alstrup Michelle Birknow
gahn@regionsjaelland.dk mrb@trialnation.dk
+45 3192 4376 +45 2131 7645
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Trial Nation

Get in touch

www.trialnation.dk
contact@trialnation.dk
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