
Joerg Breitkreutz
Heinrich-Heine-University Düsseldorf

Konferencja Leki stosowane w pediatrii
6-7 marca 2013 CZD / PPF

http://www.propharmacia.pl 1

European Paediatric 
Formulation Initiative

March 6, 2013

Warszawa, Poland

Dr Catherine Tuleu
Reader, Department of Pharmaceutics &

Director, Centre for Paediatric Pharmacy Research

UCL School of Pharmacy, UK

Secretary: Smita Salunke, cand. Ph.D.

Prof. Dr. Joerg Breitkreutz
APV President

Head of Pharmacy Department

Institute of Pharmaceutics and Biopharmaceutics

Heinrich-Heine-University Düsseldorf, Germany

EuPFi Lead
Formulating Better Medicines for Children 

3

EuPFi Consortium 

OBSERVEROBSERVER

SPONSORSSPONSORS

EuPFi Objectives

Sharing experiences and expertise 
through interactive discussions and 

feedback between industry, 
academia, clinical and regulatory 

professionals. 

Making the information 
(publications, reflection papers etc.) 

visible/available through website. 

Raising awareness through 
publications and regular 
conferences/workshops. 

Lobbying to generate funding to 
support future academic or 

industrial research worldwide.

To identify the issues and challenges associated with 
development of paediatric formulation in order to raise 

awareness and consider ways towards better medications 
and clinically relevant dosage forms for children 
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1 reflection paper 
published

1 reflection 
paper published

1 reflection 
paper published

www.eupfi.org

1 reflection paper  
in preparation

Paediatric 
biopharmaceutics

EuPFi

1 paper published; 
1 in preparation

1 on taste masking 

technologies prior-to 

submission (Adv Drug 

Deliv Rev)

6J. Breitkreutz, J. Boos, Exp. Opin. Drug Deliv. 4: 37-45 (2007)
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Getson et al., Pediatrics 79: 622 (1987)

Glasgow et al., Pediatrics 72: 353 (1983)

Glover et al., Pharmacotherapy 16: 690 (1996)

J. Breitkreutz

PropylenglykolPropylenglykol--Gehalt in FertigarzneimittelnGehalt in Fertigarzneimitteln
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GENERAL INFORMATION: Propylene Glycol

CAS No. 57-55-6

Synonyms: propanediol, 1,2-propanediol, Propylenglykol

Pharmacopoeial status: Ph Eur., BP

Regulatory status: GRAS

Functional classification: solvent, co-solvent, diluent, binder, plasticizer, antimicrobial agent

HUMAN FIELDS

Demographic (age, gender etc)

Administration/Exposure (E.g., Route, dose, concentration, duration etc)

Safety/Tolerability/Adverse effects findings by organ/system (e.g. GI, CVS, respiratory, etc.)

Pharmacokinetics/ADME

PK/PD relationship ( dose- concentration relationship)

Acceptable daily intake

NON HUMAN FIELDS

Age. Juvenile/Adult) Species (e.g. rat, mouse, dog, non human primates.)

Administration/Exposure (e.g. Route, dose, concentration, duration etc)

Toxicity findings by organ/system (eg. Genotoxicity, hepatotoxicity etc,)

Toxicokinetics

Dose information (Eg., MTD, LD, NOEL, NOAEL)

In Vitro Data
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Int. J. Pharm. 365: 1-3 (2009)

12Cram et al., Int. J. Pharm. 365: 1-3 (2009)
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Cram et al., Int. J. Pharm. 365: 1-3 (2009)

In preparation
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InsentAlpha-MOS

Ongoing project:

Etongue – User Group

Chair: Dr. M. Pein, Univ. Düsseldorf, Germany
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Int. J. Pharm. 415: 221-231 (2011)
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Ongoing project:

International Questionnaire and Survey: 

Handling and Appropriateness of Devices

Chair: Dr. Herbert Wachtel, Boehringer Ingelheim, Germany
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• 5 years old – 4th conference

EuPFi Conferences
Formulating Better Medicines for Children 

IJP Volume 435, 

Issue 2 pp. 99-152 

(5 October 2012)
Formulating Better 

Medicines for 

Children –EuPFI 3rd 

Annual Conference
22

Country % of Participants 

United Kingdom 25.1

Germany 22.9

France 14.0

United states 7.3

Switzerland 5.6

Japan 3.9

Belgium 3.9

Norway 2.8

Denmark 2.8

Poland 1.7

Australia 1.7

Bulgaria 1.1

Sweden 1.1

Netherlands 1.1

Nigeria 1.1

Isreal 0.6

Rwanda 0.6

South Africa 0.6

Italy 0.6

Portugal 0.6

Ireland 0.6

New zealand 0.6

Organisations % of participants

Pharmaceutical Industry 31.1

Chemical industry 13.0

Universities 30.5

Hospitals 8.5

Regulatory agencies 11.9

other 5.1

4th EuPFI Conference- 19th to 20th Sept 

2012, Prague, Czech Republic

145 Participants, 22 countries, 5 continents 

Slide to be updated when we 

receive the details from APV

5th EuPFI conference

• 18th to 19th September 2013

• Barcelona

– Hotel Porta Fira

• Preconference workshops (half 1st day )

– Neonate/Peadiatric pharmacology (GRIP)

– How to write a PIP  - quality section (EMA)

• 1.5 day conference. NEW! NEW! based on your suggestions :

– Paediatric Biopharmaceutics

– Patient and Public Involvement (PPI) in Formulation Research

– Innovation show case 

• Then every 2 years 2015, 2017 etc
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