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Involvement of patients in medicines 
research and development

The expert patient is an educated patient on the drug development
process, that is able to work in synergy with other patients. The
common interest is that the patient’s voice is recognised, respected
and considered as reference point in the drug development process.

training and knowledge are milestones for patients’ active 
participation and for their collaboration

PATIENT EMPOWERMENT



Relationship between empowerment and health literacy (Schulz P.J, 
Nakamoto K. Patient Educ Couns. 2013; 90(1):4-11)

Patient and public involvement (PPI) 
represents the active involvement of patients 

and/or individuals from the general 
population in scientific research with the aim 

to enhance quality and relevance of the 
research itself

Involvement of patients in medicines 
research and development



Are children entitled to enter this process?

Fundamental principles 

underpinning the rights of the child 

in Europe  

Principles of the

“Best interests” 

“Evolving capacities”

of the child

International Convention 

of the Rights of the Child (UN)

“States Parties recognize the right of the 
child to the enjoyment of the highest 
attainable standard of health and to 

facilities for the treatment of illness and 
rehabilitation of health. States Parties 
shall strive to ensure that no child is 

deprived of his or her right of access to 
such health care services.” (Art. 24)

“The child who is capable of forming his 
or her own views the right to

express those views freely in all matters 
affecting the child, the views of the child 

being given due
weight in accordance with the age and 

maturity of the child.” (Art. 12)



Children in medicines research and 
development - subjects or actors?

Directive
2001/20 EC 
(Art.4)

2006 Paediatric 
Regulation

2008 

EU Ethical
Considerations
for Clinical 
Trials 
(reviewed in 
2017)

Regulation EU 
536/2014

2012 Concept paper on 
the involvement of 
children and young 

people at the Paediatric 
Committee  

2000 ICH 
Guideline Clinical 
Investigation of 

Medicinal Products 
in the paediatric 

population

Guidances on 
paediatric 

formulations, trials 
in neonates,  PK 
paediatric trials



Paediatric patients’ participation in 
medicines research and development

ASPECTS TO CONSIDER IN 

PAEDIATRICS:

• Children awareness about their status 

• Information and knowledge on 

disease-related aspects

• Individual maturation level

• Adequate language and means of 

communication

• Parents’ wills



How to promote this new approach in 
paediatrics?

“Combination of individual and social actions designed to gain 
political commitment, policy support, social acceptance for a 

particular health goal or program”.

WHO Health Promotion Glossary

ADVOCACY

Patient Empowerment

Patient Advocacy



How to promote this new approach in 
paediatrics?

Support for initiatives requiring children active 
participation

Identifying fields of activity for which it is most relevant to 
have children’s active participation: how to manage with the 

most difficult topics?

YPAG
Young Persons Advisory

Group



Young Persons Advisory Group (YPAG)

A Young Persons Advisory Group (YPAG) is an organization 
composed of youths, patients, carers, and people interested 

in a health condition or in research, actively participating 
as partners, advising researchers and their teams in a full 

range of activities in various research projects and 
initiatives.

After educational and training activities, the youths become 
able to help researchers in trial design, prioritizing future 

researches, improving communication with the target 
population, and increase awareness on clinical research 

through the different means of communication. 



iCAN
International Children’s Advisory Network

At EU level eYPAGnet (Network member of Enpr-EMA) has 
been established with the mission to improve the capacity of 
collaboration with the different agents who participate in the 
research and development process of innovative drugs.

There are 21
different YPAGs
across the world,
and all together
they constitute
the iCAN
Network. They
collaborate all
together to give
voice to the
children and
their families
about health,
medicine,
research and
innovation issues.



iCAN purposes

Educate and inform the people about the importance of 

patient involvement in the paediatric clinical trials 

development

.

Provide to children and their families the possibilities

to give their opinion and their ideas about the 

studies and the medicines for them

Bring to the policy makers’ attention the needs of the paediatric 

clinical research, influencing the local and international regulations

and supporting the paediatric patients worldwide

ADVOCACY

BiomedicaL Research Support

Global Impact



KIDS Bari
The first Italian YPAG

TEDDY (European Network of Excellence for Paediatric Clinical Research) in
collaboration with CVBF and the paediatric University Hospital Azienda
Ospedaliero-Universitaria Consorziale Policlinico di Bari – Ospedale Pediatrico
“Giovanni XXIII” promotes the first italian YPAG in Bari corresponding to a new
chapter of iCAN, named “KIDS Bari”.



KIDS Bari

It consists of about 25 students, patients and healthy youths, from high
schools who, working together and closely with researchers, give their
precious contribution to improve the process of medical innovation and
research experiences.

The group has been launched on 7 June 2017

Currently, the youths are going through a 
training plan, aimed to provide them

with information about medical research.  

Not associated with any particular 
health condition



Training Plan: 5 main pillars

Biomedical Research
What is biomedicine? - Principle of developmental physiology -
What is a drug? - Route of administration and Drug delivery - Side 
effects of medicines.

Innovation and 
Information

What is basic research? - What is basic research?
Drug discovery and development - Use of Preclinical experimental 
models 

Basic notions on patient advocacy and patient empowerment -
Communicate clinical research to layman 

Laboratory on Human Rights (in collaboration with Amnesty 

International) - activities in collaboration with the following services 
of the Paediatric hospital: the psychology service, radiology, 
nephrology, analytical laboratory.

Basic Research

Clinical Research

Humanization and 
Healthcare

Why is clinical research so important? - Clinical research phases -

What is a clinical protocol? - What is a blind, double-blind, double-
dummy clinical trial?



KIDS Bari activities

Laboratory of General Pathology 
at the Paediatric Hospital 

“Giovanni XXIII” 

Galenic laboratory of the 
Pharmaceutical Sciences 

Department (University of Bari) 



KIDS Bari activities

Visiting MRI Rooms (Magnetic 
Resonance Imaging), at the 

Paediatric Hospital “Giovanni 
XXIII” 



TEDDY (European Network of Excellence for Paediatric Clinical Research) in
collaboration with Consorzio per Valutazioni Biologiche e Farmacologiche – Dege e
shoqerise se huaj, Albanian Branch Office and University Hospital Center Tirana
“Mother Teresa”, Service of Paediatrics), promoted the first YPAG in Albania,
named KIDS Albania.



• Help and inform children and young patients
about the clinical trials they will be involved;

• Support researchers in the design of clinical
trials and in defining priorities for future 
research;

• raise awareness of people on research and 
public health issues;

• participate in international scientific events to 
make their activities known.

What will KIDS Bari and Albania do?



• Trials opened and completed on time

• Recruitment of patients to agreed target

• Retention of patient to completion

• Trials meet the needs of patients

Aspects of paediatric CTs that can be 
improved with YPAGs



Participation in surveys
A survey has been designed by EuPFI with the aim 
to identify all the issues related to formulation and 
devices used to take the medicines and get advice 
directly from the patients and their families. The 
survey is composed of 29 questions organized in a 
section for the children and another for the carers, 
partioned in oral medicine and inhaled medicine.

The survey has been examined by the children of 
the “Young Persons Advisory Groups” (YPAGs) of 
Barcelona, Bari and Tirana, in order to make it 
children-friendly and is available in Italian, Spanish, 
Romanian and Albanian.

The YPAGs gave a precious support identifying the difficulty of the adults to make 
themselves clearly understood to the young people. They proposed to simplify the 

language, making the terms less specific and clearer for very young people, and support 
the comprehension with digital supports as images, videos and animations. 



YPAG in Czech Republic: who should 
participate?

Can be part of it anyone who wants 
to make the difference.....to make 
his/her voice heard and to influence 
the choices of the scientific 
community, healthcare centers and 
pharmaceutical companies that 
decide on the health of children and 
teenagers.



YPAG in Czech Republic: how to create 
a group?

 Identify a group of patients and non patients
 Select kids with strong motivation and interest in improving 

health research
 New members can be added whenever they apply
 Age range 12-17 years
 Good knowledge of English, according to their age
 Establishing ollaboration with the already existing YPAG 

Recruit them through hospitals, patients’ 
associations, schools, associations, friends of 

patients and their families



Develop a training plan




