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Koniordou f, Margot Hellemans j, Jesus Frías-Iniesta d,e, Ruth Joanna Davis k, Imre Barta l, Anna Maria Azzini k,
Helena H. Asklingm, Christos D. Argyropoulos n, Elena Álvarez-Barco o, Murat Akova p, Marc M.J. Bonten q,r,
Miriam Cohen-Kandli g, Rebecca Jane Cox s, Robert Flisiak t, Petr Husa h, Ligita Jancoriene u, Alena
Koscalova v, Odile Launayw, Jens Lundgren x, Patrick Mallon o, Laura Marques i, Pontus Nauclér m, Jordi
Ochando y, Zoi-Dorothea Pana n, Evelina Tacconelli k, Krisztina Tóth l, Sven Trelle z, Pierre van Damme j,
Theoklis E. Zaoutis f, Markus Zeitlinger aa, Kerstin Albus a,b, Fiona A. Stewart a,b, Sanne H.I. Hofstraat ab,
Patricia Bruijning-Verhagen ab, Oliver A. Cornely a,b,c,ac,⇑, on behalf of the VACCELERATE Consortium
aUniversity of Cologne, Faculty of Medicine and University Hospital Cologne, Institute of Translational Research, Cologne Excellence Cluster on Cellular Stress Responses in
Aging-Associated Diseases (CECAD), Cologne, Germany
bUniversity of Cologne, Faculty of Medicine and University Hospital Cologne, Department I of Internal Medicine, Center for Integrated Oncology Aachen Bonn Cologne Duesseldorf
(CIO ABCD) and Excellence Center for Medical Mycology (ECMM), Cologne, Germany
cGerman Centre for Infection Research (DZIF), Partner Site Bonn-Cologne, Cologne, Germany
dHospital La Paz Institute for Health Research (IdiPAZ), Madrid, Spain
e Servicio Madrileño de Salud, Madrid, Spain
fCollaborative Center for Clinical Epidemiology and Outcomes Research (CLEO), Athens, Greece
gMinistry of Health of Israel, Jerusalem, Israel
hMasaryk University, Brno, Czech Republic
iCentro Hospitalar Universitário do Porto, Porto, Portugal
jUniversiteit Antwerpen, Faculty of Medicine and Health Science, VAXINFECTIO, Centre of Evaluation of Vaccination, Antwerp, Belgium
kUniversity of Verona, Infectious Diseases Division, Department of Diagnostic and Public Health, Verona, Italy
lNational Koranyi Institute for Pulmonology, Budapest, Hungary
mKarolinska University Hospital, Stockholm, Sweden
n European University of Cyprus, Nicosia, Republic of Cyprus
oUniversity College Dublin, National University of Ireland, Dublin, Ireland
pHaceteppe University, Ankara, Turkey
q Julius Center for Health Sciences and Primary Care, University Medical Centre Utrecht, Utrecht University, Utrecht, Netherlands
rDepartment of Medical Microbiology, University Medical Centre Utrecht, Utrecht, Netherlands
sUniversity of Bergen, Bergen, Norway
tDepartment of Infectious Diseases and Hepatology, Medical University of Bialystok, Białystok, Poland
u Institute of Clinical Medicine, Medical Faculty, Vilnius University, Vilnius University Hospital Santaros klinikos, Vilnius, Lithuania
vBiomedical Research Center of the Slovak Academy of Sciences, Bratislava, Slovakia
w Institut National de la Santé et de la Recherche Médicale-ANRS Maladies Infectieuses Émergentes, Paris, France
xCentre of Excellence for Health, Immunity and Infections (CHIP), Rigshospitalet, Copenhagen, Denmark
yCentro Nacional de Microbiologia, Instituto de Salud Carlos III, Madrid, Spain
zUniversitaet Bern, Bern, Switzerland
aaMedizinische Universität Wien, Vienna, Austria
abUniversity Medical Centre Utrecht, Utrecht University, Utrecht, Netherlands
acUniversity of Cologne, Faculty of Medicine and University Hospital Cologne, Clinical Trials Centre Cologne (ZKS Köln), Cologne, Germany

a r t i c l e i n f o
Article history:
Received 7 December 2022
Received in revised form 11 April 2023
a b s t r a c t

Background: The inconsistent European vaccine trial landscape rendered the continent of limited interest
for vaccine developers. The VACCELERATE consortium created a network of capable clinical trial sites
throughout Europe. VACCELERATE identifies and provides access to state-of-the-art vaccine trial sites
to accelerate clinical development of vaccines.
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Methods: Login details for the VACCELERATE Site Network (vaccelerate.eu/site-network/) questionnaire
can be obtained after sending an email to. Interested sites provide basic information, such as contact
details, affiliation with infectious disease networks, main area of expertise, previous vaccine trial experi-
ence, site infrastructure and preferred vaccine trial settings. In addition, sites can recommend other clin-
ical researchers for registration in the network. If directly requested by a sponsor or sponsor
representative, the VACCELERATE Site Network pre-selects vaccine trial sites and shares basic study char-
acteristics provided by the sponsor. Interested sites provide feedback with short surveys and feasibility
questionnaires developed by VACCELERATE and are connected with the sponsor to initiate the site selec-
tion process.
Results: As of April 2023, 481 sites from 39 European countries have registered in the VACCELERATE Site
Network. Of these, 137 (28.5 %) sites have previous experience conducting phase I trials, 259 (53.8 %) with
phase II, 340 (70.7 %) with phase III, and 205 (42.6 %) with phase IV trials, respectively. Infectious diseases
were reported as main area of expertise by 274 sites (57.0 %), followed by any kind of immunosuppres-
sion by 141 (29.3 %) sites. Numbers are super additive as sites may report clinical trial experience in sev-
eral indications. Two hundred and thirty-one (47.0 %) sites have the expertise and capacity to enrol
paediatric populations and 391 (79.6 %) adult populations. Since its launch in October 2020, the
VACCELERATE Site Network has been used 21 times for academic and industry trials, mostly interven-
tional studies, focusing on different pathogens such as fungi, monkeypox virus, Orthomyxoviridae/in-
fluenza viruses, SARS-CoV-2, or Streptococcus pneumoniae/pneumococcus.
Conclusions: The VACCELERATE Site Network enables a constantly updated Europe-wide mapping of
experienced clinical sites interested in executing vaccine trials. The network is already in use as a
rapid-turnaround single contact point for the identification of vaccine trials sites in Europe.

� 2023 The Authors. Published by Elsevier Ltd.
1. Introduction

Before the coronavirus disease 2019 (COVID-19) pandemic was
declared in March 2020 [1]. Europe was not the preferred option
for global vaccine trial developers, as compared to other regions
[2–5], due to its fractured clinical trial infrastructure [6–9]. While
regional and international networks were attempting to boost clin-
ical trial and study performance on the continent, none of them
was focused on vaccine development [10,11].

In January 2021 the VACCELERATE consortium was set up [12],
to harmonize vaccine trial initiative across Europe and create a
network in which vaccine trials can be rapidly deployed for early
evidence generation and addressing public health needs [13].
Within VACCELERATE, one of its core objectives was to describe
the capacity mapping of vaccine trials sites in Europe, in order to
facilitate rapid clinical trial site identification, selection and initia-
tion of joint European vaccine trials. Nevertheless, while primarily
set up as a vaccine trial network, the network is also ready to par-
ticipate in epidemiological studies, surveys and other projects and
initiatives related to vaccine topics.

Additionally, the VACCELERATE Site Network offers and pro-
vides access to the VACCELERATE Academy where investigators
can register for educational courses such as good clinical practice
(GCP) a training course specific on vaccine trials and a course on
conduct of multinational trials. A study nurse course is currently
also under development. The VACCELERATE Academy will support
capacity building of European sites with limited previous experi-
ence in vaccine trials. Altogether, VACCELERATE Site Network will
enable to keep sites updated on regulatory developments and
state-of-the-art operational procedures.
2. Methods

The VACCELERATE Site Network (vaccelerate.eu/site-network/)
[14] collects information on basic contact and site details, main
point of contact, prior vaccine trial experience, available infrastruc-
ture as well as preferred parameters for study participation

(Table 1). Interested sites can initiate their registration through tri-

alsites@vaccelerate.eu. The VACCELERATE Coordination Office (CO)
provides the designated point(s) of contact with individual access
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details to the online platform to complete the site questionnaire.
Registration in the VACCELERATE Site Network does not guarantee
participation in a vaccine trial sponsored by the VACCELERATE
consortium or by third parties. With the aim to enlarge the Site
Network by reaching the largest number of vaccine trial sites in
Europe, the VACCELERATE National Coordinators (NC) have a key
role within the network. They are local liaison partners of the Con-
sortium in their respective countries, being in charge of the guid-
ance for the most appropriate approach to involve new sites and
for the local expansion of the network (see Table 2 and Table 3).

The VACCELERATE CO can be approached by vaccine developers
or sponsors during clinical trial planning but also while the trial is
already active and the need for additional sites arises. The devel-
oper/sponsor provides basic information regarding the vaccine
trial (i.e., study population, country, study phase. . .) and defines
basic needs and requirements regarding the sites. The registry is
then filtered for sites fulfilling these criteria. Registered sites will
be identified using information collected in the VACCELERATE Site
Management System (ClinicalSite) [15]. Matching registered sites
are informed about the clinical trial opportunity per e-mail by
VACCELERATE. If desired, sponsors/developers can opt to include
further trial information and or (pre-)feasibility questionnaires in
the e-mail. VACCELERATE NC can be involved to discuss potential
country-specific requirements or challenges and promote the trial
in their country-specific VACCELERATE site network. Sites will
decide whether they are interested in participating. Refusing to
participate in any offered vaccine trial opportunity does not impact
registration in the network. Vaccine trial sites keep their decision
independence throughout the whole process (Fig. 1). The sponsor
then receives the contact details of interested sites and a feasibility
and site selection process is to be done by the sponsor or their rep-
resentative unless VACCELERATE is delegated/contracted to do this
for them.

For the cases when VACCELERATE is in charge of the site feasi-
bility, a transparent site selection procedure tool was created to
select the best qualified sites for individual studies, both for adult
and paediatric trials. First, an online baseline feasibility question-
naire is sent out to a selection of sites that could qualify based
on an initial match between the trial site information entered at
registration in the Site Network and the specific trial requirements.
Feasibility questions address the following categories: general site

http://vaccelerate.eu/site-network/
https://vaccelerate.eu/euvap-site-network/
http://trialsites%40vaccelerate.eu
http://trialsites%40vaccelerate.eu


Table 1
VACCELERATE Site Network: Survey Captured.

Vaccine Trial Site/Network

Site name
Type of institution (multiple answers possible)
Academic research organization Pathology Department
Clinic Pharma company/Medical device manufacturer
Comprehensive cancer centre Practice
Contract research organization Society/association
Ethics committee Study office
Institute/University institution Study Group
Institution Trials unit
Laboratory University
Medical centre Working Group
Network/Consortium Pathology Department
Address
Street and number
Postal code
City/Town
Country
Part of national infectious disease network/s?
Main site for communication
Name of contact person
Academic Title | Function
MD Primary care network coordinator
Microbiologist Study nurse
MSc Study physician
Pharmacist Virologist
PhD Other. Please specify
PI
Phone number (direct line)
Email
Prior clinical trial experience
Number of trials per centre < 5 years
Number of subjects per centre < 5 years
Main focus (multiple answers possible)
Phase I (includes I/II)
Phase II
Phase III
Phase IV
Observational
No previous experience
Previous experience conducting vaccine studies?
If yes,
Number of trials per centre < 2 years
Number of subjects per trial < 2 years
Main disease area/indication
Phases
Phase I
Phase II
Phase III
Phase IV
Main disease area/indication. Please specify
Infrastructure
Dedicated Phase-I-Unit available?
If yes, number of subjects who can be enrolled in parallel at any given time
Site pharmacy has prior experience with blinded investigational product?
Site pharmacy has prior experience with vaccines as investigational product?
Site pharmacy has prior experience with genetically modified organisms as investigational product?
Is PCR for SARS-CoV-2 carried out by a lab at your institution?
No, i.e., by external lab. Please indicate who carries out these PCR for your site
Yes, i.e., in-house
Please indicate maximum turn-around time for SARS-CoV-2 PCR at your site? (time from swab to results, regardless of whether done in-house or externally)
24–48 h
>48 h
Preferred parameters for study participation
Study population
Healthy subjects
Adults (�18)?
Adolescents and children (<18)?
Seropositive subjects
Adults (�18)?
Adolescents and children (<18)?

(continued on next page)
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Table 1 (continued)

Vaccine Trial Site/Network

Clinical setting
Phase-I-Unit
Outpatient setting
Inpatient setting
Interest in participating in trials for other than SARS-CoV-2/COVID-19?
I would like to recommend the following site(s)/network(s) for the platform (e.g., site name, PI name, email address. . .)

COVID-19, coronavirus diseases 2019; MD, Medical Doctor; MSc, Master of Science; PCR, polymerase chain reaction; PhD, Doctor of Philosophy; PI, principal investigator;
SARS-CoV-2, severe acute respiratory syndrome coronavirus 2.

Table 2
Registered sites in the VACCELERATE Site Network as of April 2023.

Paediatric Adults Total

n % over total centres/1M hab n % over total centres/1M hab n % over total centres/1M hab

Total 231 100.00 % 0.3 388 100.00 % 0.6 481 100.00 % 0.7
Albania 1 0.43 % 0.3 1 0.26 % 0.3 1 0.21 % 0.3
Austria 4 1.73 % 0.5 9 2.32 % 1.0 11 2.29 % 1.2
Azerbaijan 1 0.43 % 0.1 2 0.52 % 0.2 2 0.42 % 0.2
Belgium 5 2.16 % 0.4 13 3.35 % 1.1 15 3.13 % 1.3
Bulgaria 5 2.16 % 0.7 16 4.12 % 2.3 16 3.33 % 2.3
Croatia 1 0.43 % 0.2 1 0.26 % 0.2 1 0.21 % 0.2
Cyprus 3 1.30 % 2.6 6 1.55 % 5.1 9 1.88 % 7.7
Czech Republic 1 0.43 % 0.1 8 2.06 % 0.8 8 1.67 % 0.8
Denmark 10 4.33 % 1.7 14 3.61 % 2.4 20 4.17 % 3.5
Estonia 1 0.43 % 0.8 0 0.00 % 0.0 2 0.42 % 0.8
Finland 0 0.00 % 0.0 1 0.26 % 0.2 1 0.21 % 0.2
France 36 15.58 % 0.5 38 9.79 % 0.6 39 8.13 % 0.6
Georgia 1 0.43 % 0.3 1 0.26 % 0.3 1 0.21 % 0.3
Germany 18 7.79 % 0.2 47 12.11 % 0.6 56 11.67 % 0.7
Greece 16 6.93 % 1.5 15 3.87 % 1.4 26 5.42 % 2.4
Hungary 3 1.30 % 0.3 8 2.06 % 0.8 8 1.67 % 0.8
Iceland 1 0.43 % 2.9 0 0.00 % 0.0 1 0.21 % 2.9
Ireland 6 2.60 % 1.3 15 3.87 % 3.2 19 3.96 % 4.0
Israel 3 1.30 % 0.3 7 1.80 % 0.8 7 1.46 % 0.8
Italy 14 6.06 % 0.2 27 6.96 % 0.4 35 7.29 % 0.6
Latvia 1 0.43 % 0.5 0 0.00 % 0.0 1 0.21 % 0.5
Lithuania 4 1.73 % 1.4 6 1.55 % 2.1 8 1.67 % 2.9
Luxembourg 1 0.43 % 1.7 1 0.26 % 1.7 2 0.42 % 3.3
Malta 2 0.87 % 4.5 0 0.00 % 0.0 2 0.42 % 4.5
Netherlands 5 2.16 % 0.3 10 2.58 % 0.6 11 2.29 % 0.6
North Macedonia 1 25.00 % 0.5 0 0.00 % 0.0 1 9.09 % 0.5
Norway 7 3.03 % 1.3 5 1.29 % 0.9 7 1.46 % 1.3
Poland 7 3.03 % 0.2 16 4.12 % 0.4 17 3.54 % 0.4
Portugal 13 5.63 % 1.3 9 2.32 % 0.9 18 3.75 % 1.7
Romania 1 0.43 % 0.1 2 0.52 % 0.1 3 0.63 % 0.2
Serbia 0 0.00 % 0.0 1 0.26 % 0.1 2 0.42 % 0.3
Slovakia 1 0.43 % 0.2 3 0.77 % 0.6 4 0.83 % 0.7
Slovenia 0 0.00 % 0.0 1 0.26 % 0.5 1 0.21 % 0.5
Spain 27 11.69 % 0.6 56 14.43 % 1.2 62 12.92 % 1.3
Sweden 12 5.19 % 1.2 11 2.84 % 1.1 20 4.17 % 2.0
Switzerland 3 1.30 % 0.4 10 2.58 % 1.2 10 2.08 % 1.2
Turkey 7 3.03 % 0.1 8 2.06 % 0.1 11 2.29 % 0.1
Ukraine 2 0.87 % 0.0 8 2.06 % 0.2 8 1.67 % 0.2
United Kingdom 7 3.03 % 0.1 12 3.09 % 0.2 15 3.13 % 0.2

hab, habitants; M, million.
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information, prior experience in clinical vaccine trials, access to
study population, site staff expertise and qualifications, (labora-
tory) facilities and equipment, and local ethics approval and con-
tracting processes. The information from the baseline feasibility
questionnaire is compiled in feasibility reports and this informa-
tion is used as site selection tool by the Site Selection Board
(SSB). The main objectives of the SSB are to agree on site selection
criteria for trials, review answers from feasibility questionnaires
provided by potential sites against these criteria, and to select
the more suitable trial sites across Europe. The information col-
lected by the site selection tool is used as an initial pre-selection
filter. Pre-selected sites receive a second feasibility questionnaire
detailing trial specific needs and requirements. Combined, the
information from baseline and trial-specific feasibility question-
3918
naires is compiled and used for final site selection procedure by
the Board.

2.1. Site management system: added value

VACCELERATE Site Network data are stored on the online plat-
form Clinicalsite.org (Healex GmbH, Cologne, Germany) [15]. Clin-
icalsite.org also permits document uploads, such as curricula vitae
of designated clinical trial personnel, reports of previous experi-
ence in trials, GCP certificates and other relevant clinical trial train-
ing certification.

To further harmonise VACCELERATE standards and processes,
minimum good quality standards, key performance indicators
and site assessment procedures were also developed by the coordi-

http://Clinicalsite.org
http://Clinicalsite.org
http://Clinicalsite.org


Table 3
Description of the VACCELERATE Site Network.

Overall
(n = 481)

Children
(n = 231)

Adults
(n = 390)

n % n % n %

Research topic
Infectious Diseases 274 57.0 132 57.1 217 55.6
Immunodefficiencies 141 29.3 37 16.0 127 32.6
Diabetes mellitus 10 2.1 7 3.0 7 1.8
Any disease 64 13.3 50 21.6 60 15.4
Prior vaccine trial experience 418 86.9 184 79.7 334 85.6
Number of trials per centre < 5 years 12 (5–30) [0–999] 10 (5–30) [0–960] 15 (7–35) [0–999]
Number of subjects per centre < 5 years 200 (50–617)

[0–100000]
200 (50–1000)
[0–100000]

285 (80–825)
[0–100000]

Trial phase
Phase I 137 28.5 63 27.3 120 30.8
Phase II 259 53.8 119 51.5 222 56.9
Phase III 340 70.7 147 63.6 282 72.3
Phase IV 205 42.6 92 39.8 172 44.1
Observational studies 253 52.6 115 49.8 208 53.3
Previous vaccine trial experience 229 47.6 115 49.8 181 46.4
Number of trials per centre < 2 years 3 (2–5) [0–15] 1 (0–2)[0–2] 4 (2–5) [1–15]
Number of subjects per trial < 2 years 152 (20–600) [6–1000] 20 (6–203) [6–203] 402 (152–800)

[100–1000]
Trial phase
Phase I 61 12.7 30 13.0 57 14.6
Phase II 107 22.2 52 22.5 87 22.3
Phase III 164 34.1 88 38.1 128 32.8
Phase IV 69 14.3 38 16.5 56 14.4
Infrastructure
Pharmacy experience with blinded products 391 81.3 165 71.4 322 82.6
Pharmacy experience with vaccines 280 58.2 125 54.1 236 60.5
Pharmacy experience with GMO 177 36.8 85 36.8 156 40.0
PCR access 443 92.1 196 84.8 353 90.5
Onsite 382 79.4 175 75.8 297 76.2
Outsourced 61 12.7 17 7.4 47 12.1
24–48 h 12 2.5 3 1.3 10 2.6
>48 h 431 89.6 193 83.5 343 87.9
Preferred parameters
Healthy subjects 418 86.9 193 83.5 110 28.2
Seropositive subjects 344 71.5 144 62.3 93 23.8
Clinical setting
Phase-I-Unit 129 26.8 49 21.2 119 30.5
Outpatient setting 393 81.7 180 77.9 315 80.8
Inpatient setting 295 61.3 142 61.5 227 58.2

GMO, genetically modified organism; PCR, polymerase chain reaction.

Fig. 1. Management of the VACCELERATE Site Network (1) Potential sites may register after sending an email to trialsites@vaccelerate.eu. Login data to access the online
platform where data are stored will be provided. (2) Vaccine developers interested in performing vaccine trials might contact the VACCELERATE Coordination Office with a
participant request. (3) Potential sites are identified and filtered according to the vaccine developers, and briefly informed about the vaccine trial, including sometimes a
specific feasibility questionnaire, via e-mail. (4) Interested sites can independently decide whether they eventually participate the vaccine trial.
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Fig. 2. Current Site Mapping of the VACCELERATE Site Network Overall registered sites: Spain (n = 62), Germany (n = 56), France (n = 39), Italy (n = 35), Greece (n = 26),
Denmark and Sweden (n = 20, each), Ireland (n = 19), Portugal (n = 18), Poland and United Kingdom (n = 17, each), Bulgaria (n = 16), Belgium (n = 15), Austria, Netherlands,
and Turkey (n = 11, each), Cyprus and Switzerland (n = 9, each), Czech Republic, Hungary, Lithuania, and Ukraine (n = 8, each), Israel and Norway (n = 7, each), Slovakia (n = 4),
Romania (n = 3), Azerbaijan, Estonia, Luxembourg, and Malta (n = 2, each), and Albania, Croatia, Finland, Georgia, Iceland, Latvia, North Macedonia, Serbia, and Slovenia (n = 1,
each).
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nation team of the VACCELERATE Site Network. Within ClinicalSite,
a certification status was created that can be used to identify expe-
rienced and qualified sites. A distinction is made between the fol-
lowing statuses: green, bronze, silver and gold. The obtained status
depends on the qualification of the site and staff (sites uploaded
GCP and study nurse course certificates, as well as CVs of Principal
Investigator/site personnel), as well as their previous experience
(participation in at least one phase 2/3 vaccine trial) and if the site
implemented VACCELERATE SOPs.

In addition to this certification status, a quality assessment tool
was created focussed on criteria related to the previous experience
of VACCELERATE sites (i.e., vaccine trial experience, trained PI and
staff), indicating capacity building needs. Over the course of the
VACCELERATE project, this tool will be able to show the progress
of the network and capacity building efforts. For each parameter
(experience with vaccine trials, experience PI and experience study
coordinator), a site will be classified in one of four categories. The
categories all have their own score. The site data for each category
can be retrieved from ClinicalSite or the baseline feasibility ques-
tionnaire. All information on these parameters can be combined
and plotted in a heat map with sites on the y-axis and the different
parameters on the x-axis. Sites can move to a new category when
they follow the training courses developed in VACCELERATE. Addi-
tionally, a total score can be calculated based on the scores of the
site for each of the parameters using the assessment tool. Based
on the total scores for each site, a gradient scale can be generated
and added to the heat map. Besides the assessment tool, perfor-
mance indicators were also defined in order to measure a VACCE-
LERATE site’s performance in trials. The objectives of these
performance indicators are to a) aid the selection of sites into stud-
ies based on their infrastructure and performance in VACCELERATE
studies, b) identify challenges within less well performing organi-
3920
sations requiring extra support/training and plan improvement
activities for these sites, and c) monitor and report progress of
the VACCELERATE project in improving these indicators.

The following performance indicators were selected because
they were considered relevant, objectively measurable, and amen-
able to improvement by participating sites: a) enrolment/randomi-
sation rates (number of subjects randomised / planned number of
subjects randomised), b) subject completion rates (number of sub-
jects completed / enrolled), c) turnaround time for IEC/IRB
approval (number of days between submission to ethics commit-
tee and approval from ethics committee), d) turnaround time for
contract agreement (number of days between first contract sent
and all contracts signed), e) completion time of electronic case
report forms (eCRFs), and f) response time to electronic case report
form (eCRFs) queries.

The above-mentioned performance indicators will be used for
both sites that participate in trials with an adult or a paediatric
study population. The ClinicalSite data, performance data and
assessment tool outcomes can be combined to create a well-
rounded quality assessment of sites, distinguishing between sites
that performed adult and paediatric trials.

2.2. Data privacy and data protection

The processing of personal data, such as name(s) and surname
(s), address, e-mail address, telephone number or curriculum vitae
of the person concerned, is always carried out in accordance with
the General Data Protection Regulation (EU GDPR) and in accor-
dance with the country-specific data protection regulations appli-
cable to Healex GmbH (Cologne, Germany). Furthermore,
participants are informed of the rights to which they are entitled
by means of this data protection declaration. Registered points of



Table 4
VACCELERATE Site Network utilisation since set up.

Utilisation date Pathogen User Purpose

October 2020 SARS-CoV-2 Industry trial Vaccine trial
October 2020 SARS-CoV-2 Industry trial Vaccine trial
February 2021 SARS-CoV-2 Industry trial Vaccine trial
February 2021 SARS-CoV-2 Industry trial Vaccine trial
February 2021 Orthomyxoviridae Industry trial Vaccine trial
March 2021 SARS-CoV-2 Industry trial Vaccine trial
March 2021 SARS-CoV-2 Industry trial Vaccine trial
July 2021 SARS-CoV-2 Industry trial Vaccine trial
July 2021 SARS-CoV-2 Industry trial Vaccine trial
August 2021 SARS-CoV-2 Academic trial Vaccine trial
August 2021 SARS-CoV-2 Academic trial Vaccine trial
August 2021 SARS-CoV-2 Academic trial Vaccine trial
September 2021 Fungi Academic epidemiological study IFI diagnostic and treatment capacity mapping [18]
March 2022 Streptococcus pneumoniae Industry trial Vaccine trial
April 2022 Streptococcus pneumoniae Industry trial Vaccine trial
May 2022 Orthomyxoviridae Industry trial Vaccine trial
May 2022 Monkeypox virus Academic epidemiological study Monkeypox diagnostic and treatment capacity mapping [17]
June 2022 Monkeypox virus Academic epidemiological study Status of monkeypox-related clinical trials in Germany
June 2022 Monkeypox virus Academic epidemiological study Status of monkeypox-related clinical trials in Europe
July 2022 Monkeypox virus Academic epidemiological study Monkeypox epidemiology in children and adult women at outbreak onset [16]
August 2022 NA Academic epidemiological study Status of Study Nurse courses in Europe
February 2023 Monkeypox virus Industrail trial Feasibility to participate in observational monkeypox paediatric studies
February 2023 Any Academic epidemiological study Priority list of pathogens of interest
February 2023 SARS-CoV-2 Academic epidemiological study Long-COVID treatment and follow up capacity mapping
March 2023 NA Other Invitation to study nurse course

IFI, invasive fungal infection; NA, not applicable; SARS-CoV-2, severe acute respiratory syndrome coronavirus 2.
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contact for the sites consent to the transfer of their names and con-
tact details to the sponsor/sponsor representative, in case of a
matching and their interest in trial participation as a site with
the e-mail expressing their interest.
3. Results

As of April 2023, the VACCELERATE Site Network has collected
information from up to 481 institutions from 39 European coun-
tries (Fig. 2). Of these, in 274 (57.0 %) the main topic for research
was reported to be infectious diseases, in 141 (29.3 %) immunode-
ficiencies, either acquired or autoimmune, and 64 (13.3 %) sites are
open to research in any disease.

More than 400 sites (n = 418, 86.9 %) reported previous experi-
ence in vaccine trials, with a median of 12 (IQR 5–30) trials per-
formed per centre in the previous 5 years before the registration,
and a median of 200 (IQR 50–617) subjects participating in them.
Focusing on the trial phase, most sites (n = 340, 70.7 %) have
already participated in phase III trials; with only 137 (28.5 %) sites
reporting experience in phase I trials. Specifically for vaccine trials,
229 (47.6 %) claimed having participated in such studies in the
past, mainly in phase III (n = 164, 34.1 %) and phase II (n = 107,
22.2 %).

Four in five hospital pharmacies (n = 391, 81.3 %) had experi-
ence handling blinded products for research, 280 (58.2 %) vaccines
and 177 (36.8 %) genetically modified organisms. Polymerase chain
reaction tests for severe acute respiratory syndrome coronavirus 2
(SARS-CoV-2) were available in 443 (92.1 %) of the participating
sites, mainly on-site (n = 382, 79.4 %). Participant-wise, 418
(86.9 %) institutions were open to perform vaccine trials with
healthy subjects, while 344 (71.5 %) with infected subjects. Specific
data for paediatric and adult populations are depicted in table 2
and 3.

Since its inception in October 2020, the VACCELERATE Site Net-
work has provided access to European sites up to 25 times for dif-
ferent initiatives, such as academic and industry interventional
clinical trials or epidemiological studies: two (8.0 %) in 2020, 11
3921
(44.0 %) in 2021, eight (32.0 %) in 2022, and four (16.0 %) until April
2023. Of all the initiatives, 12 (48.0 %) were focused on SARS-CoV-2
initiatives, five (20.0 %) on monkeypox virus and two (8.0 %) on
Orthomyxoviridae/influenza viruses Streptococcus pneumoniae/
pneumococcus each (Table 4) [16–18].

3.1. Outlook

The VACCELERATE Site Network serves as a platformwhere vac-
cine trial sites, regardless of any previous experience, can register
in order to eventually participate in vaccine trials in Europe. In fact,
the VACCELERATE consortium itself can ensure capacity building to
trial centres that lack the necessary experience, by providing certi-
fied courses on different aspects, such as GCP or study nurse
courses. Initiated at COVID-19 pandemic onset, the network is
open to any vaccine trial that could be accelerated by participating
institutions. Additionally, it has also proved to be an excellent ini-
tiative to run flash surveys. for timely relevant aspects that could
potentially evolve into vaccine trials, and epidemiological studies
in Europe [16–18].

Currently, the enrolment in the VACCELERATE Site Network is
open to any vaccine trial centre in Europe and reach out to other
world regions has begun.
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