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  1/8 Background 
 

The European Union (EU) Paediatric Regulation No 1901/2006, a public health measure to improve 
the health of children entered into force in January 2007, ten years after similar legislation in the 
United States. After regulation all parties around paediatric medicines got into the middle of 
dramatic changes. During the past history of drug discovery and registration of new medicines, 
more than 50% of medication for paediatric diseases has been founded on off-label and off-license 
use all around the world. Due to this fact, the lack of knowledge and experience of clinical trials in 
children is common among the paediatricians and other health care professionals as well as 
authorities and the pharmaceutical industry. The focus and aim is now clear for all; to improve the 
health of children by increasing clinical trials and the availability of licensed paediatric medicines. 
 
According to the regulation, the European network of paediatric research at EMA (Enpr-EMA) was 
launched in 2011. Enpr-EMA is a network of research networks, investigators and centres with 
recognised expertise in performing clinical studies in children. The network does not perform 
clinical trials or fund studies or research or decide on areas for paediatric research, as this is the 
responsibility of Member States, the European Commission or each individual member 
organisation.  So far, Enpr-EMA has recognised 34 networks and eighteen of these have been 
accepted as full members including 5 national paediatric networks (Finland, Italy, Scotland, the UK 
and the Netherlands). FINPEDMED, Finnish Investigators Network for Paediatric Medicines is 
only such national network in northern Europe.  
 
During the past ten years, Europe has been affected by the global trend when the trials have been 
transferred from “north and west” to “south and east”. This negative development decreased the 
trial numbers also in Nordic countries. In consequence, several independent separate projects and 
programmes have been started in Europe all aiming to foster clinical trials and responding to this 
hard competition mainly caused by the differences in trial costs. Some of these larger projects have 
been funded by the EU commission by the EU framework programmes (e.g. ECRIN; mainly for 
academic research), but most of the smaller projects have been nationally designed, coordinated and 
conducted. Despite these, the actual practical impact have not been achieved in every country, 
because not all the programmes have been implemented nationally through the acceptance of the 
national governments (political decisions, such as ECRIN) or institutions with national legal 
mandate (e.g. for basic funding and infra). In unequal situation, a common infra is difficult to 
develop. First Nordic network project in the area of clinical trials, NTA (Nordic Trial Alliance), 
have started in 2012, aiming to foster clinical trials generally in the Nordic area. 
 
Forced by the paediatric regulation, the paediatric clinical trials are still the only specifically 
targeted area where the pressure to find out investigators, patients and trial sites is obvious. Around 
75 % of paediatric clinical trials are sponsored by the pharmaceutical industry and there are over 
one thousand Paediatric Investigator Plans (PIPs) including huge amount of trials from the industry 
waiting in the European Medicines Agency to be conducted in Europe. Small population and need 
for multicentre trials leads to competition between suitable countries and pharmaceutical 
companies. One way to enhance the situation in Nordic area is support the Nordic research 
collaboration, focused on the demonstrated areas of excellence such as paediatric medicines 
research. Nordic countries have the expertise and the unique possibilities for high quality 
operations. Collaboration between Norwegian (NorPedMed) and Finnish (FinPedMed) paediatric 
research networks has started already. At later phase, Sweden, Denmark and Iceland should be part 
of the network with own national networks (or equivalent consortium). 
 
In this NRI workshop report, the working group want to summarize the findings of the workshop 
and highlight the importance of the common interests of the Nordic countries, as well as present the 
ideas how to create competitive collaborative network and infrastructure for paediatric clinical 
trials. For this, the contribution of all parties is needed, supported with public and political positive 
attitude and basic operational funding. These are represented as recommendations to the NRI. 
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  3/8 1. NRI Conference workshop  
 

1.1 NRI Conference and a workshop 
 

The 8th NRI (Nordic health research and Innovation networks) conference was arranged in Norway, 
Bergen in May 6th to Wednesday 8th 2013. Last day of the conference programme was designed 
for several parallel sessions including three workshops. One of these was workshop for Nordic 
Paediatric Research. The workshop was organized by NRI Advisory Group member, Mia 
Bengtström from Pharma Industry Finland. The workshop programme was designed together with 
Minna Korhonen, Head of Clinical Operations Nordic Countries, Boehringer Ingelheim, Finland 
and Pirkko Lepola, Executive Secretary of FINPEDMED, Clinical Research Institute Helsinki 
University Hospital Ltd., Finland. 
 

1.2 Workshop programme 
 

The general workshop programme was planned by the organizers and the main aims of the 
workshop were defined to focus to: 
 

1. Discussion of common challenges 
2. Strengthen ties between all parties who are involved in paediatric clinical trials in the Nordic 

countries 
 
The more detailed workshop programme was designed to respond these main aims on the basis of 
collected feedback and ideas, and to produce practical outcome in form of written report. 
 
NRI Conference Workshop 08May2013, Nordic Paediatric Research, Programme 
 

Time Subject Notes 
8.30-9.15 
- includes orientation and 
activating methods for 
grouping; 2 different 
activities ( 10 + 10 minute  

Introduction; programme, guidance and 
grouping (2-3 small groups depending o  
the number of attendees) 
 
Activities; name game & chair game 
 

• Ideas previously collected and divided to thematic areas 
• Seating arranged before start (rounded module) 
• Mia chairman 
• Pirkko responsible for activated methods; need for music  

e.g. computer / internet 
• Need for paper, pens and computer 
• Minna collaborates with Mia and Pirkko  

9.15-10.10 Group work part I: Snowball method; 20 
min. / small group X 2-3 rounds 

• Group guidance by Mia, Minna and Pirkko (1/group) 

10.10-10.30  Coffee break  
10.30-11.30 Collection of the group work results; 

conclusion. Method: Discussion. 
• For results only 3 to 4 main themes including max. 5 top 

ideas / theme to be collected. (avoiding too demanding 
workloads) 

11.30-12.20 Creating new innovative operational 
activities; dividing responsibilities and 
duties. Decision how to continue and 
how to arrange follow-up? Could the 
ideas be published? 
Method: Discussion. 

• Summary of the results and new innovative ideas will be 
collected in written form as a report. 

• Report will be delivered to all attendees afterwards. 
• One person for taking notes, one person for chair 

12.20  Closing words • Mia closes the session 
12.30 Lunch  
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3.1 Group participants 
 
Conference participants were able to choose the most interested workshop and sign in already 
during the registration, and additionally during the prior conference days. Approx. 17 persons had 
chosen this working group, but not all attended the group work. 
 
The paediatric research working group included finally 15 attendees: 
 

Almlöf, Maria  Scientific Officer Norwegian Medicines Agency 
Bakken Rønning, Gøril Studiesykepleier St.Olavs Hospital 
Bengtström, Mia Senior Advisor Pharma Industry Finland 
Bäcklund, Nina Study Nurse St.Olavs Hospital 
Einen, Margrete Executive Secretary (Hospit  

Pharmacist) 
Norwegian Medicines for Childre  
Research Network (Haukelan  
University Hospital) 

Gundersen, Astrid Bioingeniør St.Olavs Hospital 
Halvorsen, Thomas MD Norwegian Medicines for Childre  

Research Network (Haukelan  
University Hospital) 

Håpoldøy, Renathe Study Nurse Haukeland University Hospital 
Irgens, Henrik MD Haukeland University Hospital 
Korhonen, Minna Head Clinical Operations Nord  

Countries 
Boehringer Ingelheim 

Lepola, Pirkko Executive Secretary FINPEDMED (CRI HUCH Ltd.) 
Lønning, Lise Study Coordinator Haukeland University Hospital 
Tøndel, Camilla MD Haukeland University Hospital 
Wessel Lund, Hanne Clinical Research Manager MSD (Norway) 
Lafoilie, Pierre  MD, Prof. Karolinska Institutet 
   

    
 

3.2 Workshop materials and methods 
 
The material for the workshop was founded on ideas of the conference participants. An open 
questionnaire was distributed in main conference hall during the previous conference lectures. 
Filled forms were collected and re-written prior workshop into a one list, including ideas, proposals, 
preconditions, needs and suggested actions. 
 
The original programme was modified according to the number of the participants, and the 
collected ideas were sorted and divided into 2 main themes. The group was divided into 2 groups, 
and a “Snowball” method was used for discussion and to generate accumulating answers (group 
added ideas to other group´s written ideas) to these main themes; 
 

1. Identifying mutual problems, solutions, best practices and mutual aim and goals  
2. Identifying Nordic collaboration structure and way to operate: Organization, platform, 

funding, training and conducting the trials 
 
After two rounds of the group work, the work results were collected and analysed together by 
discussion. The aim was to decide how to continue the collaborative work and how to arrange 
following activities. After main decision – to enhance the developing of Nordic research network 
for paediatric medicines - the responsibilities and duties were divided among the working group 
members. Finally, the group decided to draw-up summary of new ideas in form of report.  
 



NRI pediatric workshop report 2013 - Final version 3.0 6-Sep-13 

  5/8 4. Workshop outcome  
 

4.1 Decisions of the new collaboration 
 
Main focus: Pediatric clinical trials, targeted to paediatric medicines (drug development and 
expertise). Some national networks may also include vaccines and vaccine-trials into this focus (if 
some networks will later on). [FinPedMed is focused only on medicines excluding vaccines due to 
separate vaccine research networks in Finland.] 
 
Main aim: Establish a new common Nordic network for paediatric medicines. This includes all 
existing and new (to be founded) national networks of the Nordic countries. The network services 
cover scientific expertise in planning and conducting the paediatric clinical trials (of all therapeutic 
areas). Common network´s name to be decided later. 
 
Mission statement:  Nordic network provides the best expertise and infrastructure with high ethical 
standards for paediatric clinical trials in Europe.  
 
Targeted timetable: Network basics to be ready by next NRI Conference on May 2014. 
 
 

4.2 Divided duties and activities for report (reported by corresponding sub-
groups) 

 
As the working group members represented different parties in the area of paediatric drug 
development and paediatric clinical trials, the most useful decision was to divide duties and 
activities among all participants. By this way the accumulated work load for few persons was also 
minimized.  
 
The members of the working group represented following parties i.e. sub-groups; 1) Study nurses, 
2) Investigators (MDs) of the existing networks, and 3) Pharmaceutical industry. 
 
This report includes the outcomes and duties of every sub-group (1-3) in order to achieve main 
focus and aim in the targeted timeframe (defined in 4.1). 
 
 

4.2.1 Study nurses  
 
The decided responsibility for the sub-group of study nurses was to summarize needs and forms of 
support for this group in order to find best possible working environment for paediatric trials. 
Registration of GCP trained Study nurses need to be defined and entered as nurse-members to the 
network in addition to the investigators. This will increase knowledge and working possibilities and 
direct the limited resources there where it is needed most at the time. 
 
 

4.2.2 Investigators of the existing networks 
 
Investigators from the Norwegian network were represented in the working group. Task for this 
group was to define the measurement methods for hospitals in order to better documentation of 
positive research results and for encouragement of new investigators to participate to new trials.  
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Through the Nordic collaboration, the investigators academic group would like to seek solutions to 
following questions:  
 

- How to measure in hospital and have hospital prioritize pediatric trials ? 
- How to promote the network idea among the colleagues and invite to be a member ? 
- What is needed to run a pediatric clinical trial ? 
- How can a clinician know what studies are ongoing ? 

 
These specified questions left open so far. 
 
 

4.2.3 Pharmaceutical industry  
 
The task for the sub-group of Pharmaceutical industry included listing the existing differences 
between the Nordic countries related to the national laws and regulations of medical research.  
 
A list of national legal requirements: 

Denmark If the 15-17-year-old trial subject so 
wishes and the information may clarify 
the trial and the risks and benefits to the 
young person, he or she shall receive 
written information. It must be adjusted 
to the age of the youth. No written 
consent to children below 15 yrs.  
The child or the youth shall also receive 
oral information. The comments of the 
child or the youth shall, if these 
comments are relevant, be taken 
seriously. 
Children that become 18 yrs. during the 
trial must be provided written informed 
consent form and consent to further 
participation. 

Both custodial parents must sign a 
consent form when the child is 
under the age of 18. Power of 
attorney can however be provided 
from one parent to the other. 

 

 
 
 
 

 Consent  for Child Consent for Parents Other 

Norway Separate consent 12-17 y is required. 
Consider a written consent also from 
minor children according to their age 
and ability to understand. All children 
should be orally informed and their 
point of view heard. Children that 
become 12 or 18 yrs. during the trial 
should be provided written informed 
consent form and consent to further 
participation. 

Main rule is that both parents need 
to sign the consent form if they 
have parent responsibility for the 
child. 

 

Finland Separate consent 6 – 17 years (but study 
also need to be explained to younger 
child e.g. using picture cards and PI/SI 
estimate is the child willing to 
participate) 

One of the parents, but other one 
should be informed 

ICF templates for 
ages:  6-10 years, 
10-14 years, 15-17 
years and for 
adults 
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A list of national legal requirements: 
 

 Consent  for Child Consent for Parents Other 

Sweden Written separate informed consent is 
required as soon the children are 
literate, approx. 7-9 years old.  All 
children should be informed orally and 
their point of view heard. When the 
children become 18 yrs. during the trial, 
they have to be re- consented with 
adult version of the informed consent 
form to further participation. 

Both parents and the children 
when they are literate need to 
sign the consent 

 

 
 
A sponsors wish-list for CTU´s and networks about what are the most important issues and 
information they can provide to sponsors, was not completed into this report. This may be 
addressed to sponsors again later on. 
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  8/8 5. Recommendations for NRI 
 
These recommendations are the summary of the outcomes of the sub-groups: 
 
Operational 
category or 
target 

Main status / problems 
in practice 

Solution proposals and needs. Best 
shared practices to be multiplied 
Goals and aims for and Expectations of 
Nordic Network  

Expectations and 
recommendations to NRI; 
forms of support needed  

Mutual Strategy 
and mission 
 
 
Public Awareness 
 
Political 
Influence 
 
EU-connection - 
Enpr-EMA 
membership 

Not yet defined at 
Nordic level. Defined 
nationally by networks 
(FPM Strategy 2012-
2013) 
 
Public is not aware of 
such collaboration, nor 
are the politicians. 
 
FPM is only network so 
far in Enpr-EMA. 

Mutual Strategy and mission must be 
defined and published in written form - 
latest when starting the network in 
practice (must be implemented in 
practice!) Common strategy will increase 
Nordic competitiveness in EU ped. trials.  
 
Increase the possibility to new national 
networks to apply category 1 Enpr-EMA 
membership by intense collaboration. 

1. Notify the legislators 
(politicians) that the Nordic 
Collaboration is important, and 
it needs support – now! 
 

2. Increase the public and 
political awareness; positive 
attitude towards pediatric 
research must be pointed out! 
 

Experts (network 
members) and 
pediatric 
patients 
 
Resources I - 
study personnel 
(clinical) 
 
Resources II - 
coordinating 
personnel (study 
assistance, 
office) 
 
Hospitals - 
research strategy 
and support - 
measurements, 
means and 
priorities 

Pediatric clinical trials 
and operations of 
networks are not yet 
very familiar subjects 
among the health care 
professionals. More 
investigators are needed 
to cover all sub-
specialties in all Nordic 
countries with the 
maximum potential of 
the trial subjects to be 
recruited (5,4 million in 
Nordic area). 
 
Investigators and nurses 
do not have enough 
resources (working 
hours) for trials. 
Hospitals do not 
measure the impact of 
clinical trials enough, i.e. 
the positive effect of the 
pediatric trials for 
patients and to study 
personnel, is not 
documented from the 
hospitals point of view. 

The network need to hire devoted study-
physicians in the CTUs to be PIs, study 
physicians, sub-investigators, with 
allocated time in job-description 
 
The network should support and 
encourage doctors / colleagues to take 
part of network operations; by offering 
more attractive trials, and motivate 
doctors with common service reward 
and compensation. 
 
Emphasize the easiness of the network 
services for investigators; answers 
towards requests comes from the 
network (not from the industry; 
example; Finpedmed), and it is more 
natural to give simple YES or NO answers 
to network, than explaining the answers 
(negative) to sponsor.  
 
Aim is to establish attractive working 
environment with possibilities to have a 
real scientific impact to protocol design, 
with additional joint compensation 
system (nationally paid rewards to 
investigators). System will be 
implemented and tested in Finland 
autumn 2013. 

1. Support of the hospital 
organizations for resources by 
the influence of the Nordic 
Councils of Ministries with NRI 
 

2. Pressure towards National 
governments for the decision 
of the hospitals (hospital 
districts) to increase doctors 
and study nurses work 
positions, and evaluating the 
positive impact of the trials, - 
and by that allowing the 
increase of conduction of 
clinical trials in practice: This is 
pure political decision! 

Mutual visual 
and practical 
“Nordic Pediatric 
Research 
platform” – A 
common website 
for network 
services, 
including 
common 
investigators 
registry and trial 
registry, and 
basic 
information 
about pediatric 
clinical trials. 
Connected to 
Enpr-EMA. 

 Does not exist yet – 2 
national websites ready: 
www.finpedmed.com 
and 
www.legemidlertilbarn.
no  ->NorPedMed  

Network needs a common web-page 
with a map of the Nordic countries, 
where you can click each country and 
enter to the responsible network. 
Including common information for 
sponsors, patients and families. Extranet 
for members. 
 
Additionally, network needs commonly 
designed IT & Database systems - 
registries (trials, personnel). Expert 
registry by therapeutic area. 
Implementing a public health measure in 
practice; enabling children in the Nordic 
countries having access to the most 
updated treatment through participation 
in studies. 
 
Existing network pages and structures 
can be copied. 

1. Inform about the use of the 
applicable NRI networks to 
support the infrastructure of 
common network (linked 
connections) 

2. Support the basic funding for 
sustenance of the national 
networks and for establishing 
common network infra 
through The Nordic Councils of 
Ministers, National 
governments and hospital 
organizations. 

http://www.finpedmed.com/
http://www.legemidlertilbarn.no/
http://www.legemidlertilbarn.no/
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Operational 
category or 
target 

Main status /problems 
in practice 

Solution proposals and needs. Best 
shared practices to be multiplied. 
Goals and aims for and Expectations of 
Nordic Network  

Expectations to NRI; forms 
of support needed  

Requirements by 
national laws; 
Principal 
Investigators / 
Patients / EC`s 
 
Procedures – 
harmonization 
 
Competent 
Authorities 
Collaboration - 
Medicines, 
Ethics, Data 
Protection, 
Registries 
 

National PIs have 
national responsibility; 
national ethics 
requirements differ.  
 
National laws for 
medical research (and 
pediatric subjects) 
differ. 
 
National practices for 
hospital approvals and 
notification of the 
competent authorities 
differ. 
 

The differences of the national laws and 
requirements have to be identified. The 
processes and equal parts of it must be 
identified. Aim is to find answers to; 
what can be harmonized? 
 
Starting-up new projects at Nordic level; 
expanding national projects to other 
countries; forwarding projects also to 
neighbor countries not feasible to 
conduct nationally in one country alone.  
 
Designing network Services and 
processing Nordic trials by (even partly 
harmonized) common principles.  

Support the basic funding or by 
serving direct information for 
evaluation the differences between 
Nordic countries. 

Training (GCP) – 
documentation 
 
Meetings - 
regular and 
annual 

Insufficient GCP 
knowledge among study 
personnel, which is not 
documented by 
standardized methods. 
FPM members GCP-level 
is around 60%. 
 
The expertise in 
pediatric clinical 
pharmacology is not yet 
documented at Nordic 
level. 
 
Common Nordic 
operational meetings 
not yet executed. 

Increase knowledge about ICH-GCP 
among all collaborative parties; 
especially study personnel (doctors and 
nurses).  
 
Document all the expertise the network 
can offer. 
 
Design regular (annual) meetings for 
exchanging the best practices and 
evaluating common platform operations 
are needed. 
 
All training should be documented 
nationally, and training should be 
designed and executed by commonly 
accepted methods with similar contents. 

Support the basic funding for 
sustenance of the national networks 
and for establishing common 
network training programs, registry 
and regular meetings. 

Communication - 
internal / 
external info 
systems 

Does not yet exist. 
 
 

Common web-site should include; 
• Listed requests (blinded), listed 

published trials. 
 
• Presentations, meetings, articles. 
 
• Mutual/standard ppt –presentation 

for all to use. 
 
• Regular public Web-info and 

internal info. 
 

Language; English. 
 
Publicity will improve the awareness 
regarding knowledge among all levels of 
health care services and the public. 
 
External communication: Mutual public 
news/info on web pages approx.4x/year 
produced collectively together 
 
Internal: Including sub-group info, such 
as study nurses and other study 
personnel about the planning of the 
study – very important! 

Support the basic funding for 
sustenance of the national networks 
and for establishing common 
network infra through The Nordic 
Councils of Ministers, National 
governments and hospital 
organizations. 
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Operational 
category or 
target 

Main status /problems in 
practice 

Solution proposals and needs. Best 
shared practices to be multiplied 
Goals and aims for and Expectations 
of Nordic Network  

Expectations to NRI; forms 
of support needed  

Organization - 
common and 
national 
 
Administration 
- mutual and 
national 
 
Clinical Trial 
Units -Field of 
know-how and 
facilities / 
equipment 
 

Common organization 
does not yet exist.  
 
 
 
National network 
administration organized 
independently, depending 
on organizational funding 
and operating principles. 
 
CTUs nationally work 
independently, but 
connected to existing 
national networks. 

Use of the NRI umbrella and existing 
networks and contacts for developing 
Nordic network. 
 
We need CTUs with special expertise 
to perform the trials and facilitate the 
PIs, trained dedicated personnel 
having time for the trials.  
 
Search for local and national best 
solutions and ideas for harmonization 
of trial processes, and shared 
information. 
 
Mission to have defined common and 
shared responsibilities and 
implementation of best practices and 
possibility to share information of 
specific facilities and equipment in all 
clinical TRIAL units. 

1. Support the basic funding for 
sustenance of the national 
networks and for establishing 
common network infra through 
The Nordic Councils of 
Ministers, National 
governments and hospital 
organizations. 

 
2. Pressure towards National 

governments for the decision of 
the hospitals (hospital districts) 
to increase doctors and study 
nurses work positions. 

Patient 
Organization 
Collaboration 

Not yet in common 
strategy. 
 
Some POs contacted 
nationally by FPM. 

Mission to have defined common 
communication strategy of the public 
information. Discussions about 
possibilities of shared responsibilities 
with POs. Need to increase public 
awareness.  

  

European and 
National 
Specialty 
Societes,  
Accociations 
and network 
Collaboration 

Not yet in common 
strategy. 
 
National differences in 
implementation, e.g. with 
ECRIN. 
 
Academic research should 
also be supported by the 
network / national 
networks.  

ECRIN support to a project; how and in 
what extend it can be used in ped. 
clinical trials in each country (like 
NorCRIN) ? This must be defined. 
 
What support, help, or training is 
needed for academic ped. trials?  
 

  

Pharma 
Industry 
Collaboration 

Pharma collaboration is 
still insufficient and many 
companies do not know 
the collaboration 
possibilities with 
networks. 

This is essential part for ped. trials, and 
have been developing to good 
direction. Still, more intensive 
collaboration with Pharma is needed; 
mutual seminars, training sessions etc. 
 
Aim to support infra by raising the 
money (funding) for ped.trials by 
companies internal decisions. 
 
Network should offer all the expertise 
for industry they need. 
  

Attract R&D money & resources to 
Nordic countries; emphasize the 
unique opportunities Nordic countries 
can offer (e.g. national registries and 
similar health care systems, high level 
expertise) 
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6. Conclusion 
 
Main conclusion message to all parties: 
 
We need to do these trials. We cannot just wait to others to do these, and in worst scenario, with 
lower ethical, scientific and administrative standards in the growing areas of the Eastern Europe. 
In Nordic countries, we have national and an ethical responsibility, forced by the regulation, to 
take part to European trials. This is the most important work we can do for the northern 
European children. All paediatric patients need evidence based care and knowledge, safety and 
efficacy data of medicines, and new medicines produced by the properly conducted trials and 
research facts. For this, we have to create competitive network covering the Nordic area. 
 
Paediatric drug trials should be performed within the Nordic countries. By doing so, we ensure 
that such trials are performed with the highest possible ethical standards, due to national 
legislation and health care systems that encompass all citizens, irrespective of personal financial 
situations or potential shortcomings. This is of exceedingly high importance. Moreover, an all-
encompassing health-care system will ensure population based data, unbiased by factors that are 
bound to confound results from institutional-based studies. A general access to health-care 
enforced by law and a well educated population ensures equality between participating patients, 
the medical profession and the sponsors of studies, such as the pharmaceutical industry. These 
are pivotal factors for future availability of high quality medicines for children all over the 
world, developed through properly conducted and ethically appropriate research. To achieve this 
aim, a competitive network for paediatric drug trials should be constructed in the Nordic 
countries. 
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