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OKIDS USP  

 OKIDS is the only Organisation for Medicines for Children in 
Austria coordinating the numerous tasks through its 
networking  at home and abroad. 
 

 OKIDS is a subsidiary company of the ÖGKJ (Austrian Society 
of Paediatrics) founded in 05-2013 and acts in close co-
operations with all stakeholders to facilitate information, 
training  and top-quality clinical trials to foster drug 
development in Austria  
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Background  



OKIDS Sites  

• 5 OKIDS sites provide a single point of contact (SPC) at site for 
industry to run feasibility requests, clinical trial inquiries and trials 
set up phase.  
 

• OKIDS sites provide also support to academic researchers to build 
IDCT  and provision of associated tasks like provision of insurance, 
monitoring, data management and pharmacovigilance.  
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 OKIDS CLINICAL TRIAL  
ACTIVITY UPDATE 2016  



Number of Enquiries 
 

 60 feasibilities / enquiries for trials  
− 26 industrial partners   
− 24 indications 

2013 2014  2015 /2016    Total   

PHF  8 9 2+4 23 

CRO/PHF 1 6 7 14 

CRO 4 7 9+3 23 

Total  13 22 25 60 



OKIDS Trial Site Support Services 

OKIDS staff supported  at  5 sites local teams with:  
 Advise  
 Initial approaches to launch a trial – contract support –initiation  / 
 Study Nurse activities:  Trial administrative and communication tasks ,  CRF 

completion,  Sampling  
 Monitoring 

 
 
 
 
 
 

 
*      (ongoing without OKIDs support) 
**    SAK- S²IRP CCRI: ITCC trials   (early investigator driven trials with industry support) 
*** SAK – S²IRP CCRI in addition :  
       25 IDCT  and 18 Registries in Paediatric Hemato-Oncology ,    
             1 Medical Product Study 
  

Site  CRCS MUG MUI MUW SAK Total  

Industry driven 7 12 11 10 (+22)* 19   59 
 Investigator 

driven  9 5 6 9 (+9)* 7**  36   

Total  16 17 17 19 (+31)* 26 (+44) ***    95 



• Neonatology   
• Metabolic Diseases  
−  M. Fabry 
−  M. Gaucher 
−  Phenylketonurie 

• Tuberose Sclerosis  
• Haemophilia 
• Anticoagulation   
• Epilepsy  
•    Pulmonale art. Hypertension 
• Cardiology 
• Hypercholesterinaemia  
• Acute Gastroenteritis  
• Palliative Care  
• Chronic Pain   
 

• Haemtology- Oncology  
− Acute Leukaemai & Solide Tumors 
− ALL Relapse / Refractory  ALL 
− Consolidation  ALL Relapse  
− Newly diagnosed MDS & MML 
− Ph pos CML / ITCC 
− Refract. & Relapse Neuroblastoma 
− Rhabdomyosarcoma/ITCC 
− Conditioning  allogen. HSCT  
      in malignant diseases  
− Condit. allogen. HSCT in non   
      malignant diseases  
− M. Hodgkin 
− Malignant brain tumors 
− Neuroectodermal  tumors 
 

 
 

Broad range of requested indications…   



Advantages for industry to cooperate with OKIDS  

“RIGHT” PATH “RIGHT” SITES “RIGHT” PATIENTS “RIGHT” START 

Realistic  
Feasibilities  

Choice of right 
centres & interested 

PI /local team  
willing to engage  

Identification of patient 
accrual potential in rare 

sub- entities   

Cooperation  
Common aims &  

Shared experience  

 Indication 

 Therapeutic proposal 
/  Standard of Care 

 Time of PI  
 
 
 
 
 
 
 
 

 Hospitals  
 Severe  Diseases  
 Hospitalisation  /  

day care contacts 
 Specialtity consutations   
 Trained Personal / Study 

teams  
 Internal knowledge about 

Infrastruktur 
 

 Private Practice  
 Less severe diseases  
 Any Indication 
 Prcatice Assisitant / 

patient administration 
 Basic Infrastructur 
 
 

 Prevalence / 
Incidence of diseases 

 Age groups of 
patients  

 Accrual area of 
hospitals / private 
practices  

 Transferral of possible 
patients by informed 
medical colleagues  

 

 Cooperation between 
Sponsor  (Industry) and 
O.K.ids 

 Know – How about local 
trial portfolio  

 Contacts to possible 
trial sites   

 Experience with 
indications (experts at 
sites)  

 Support in decision 
making 



 INTERACTION WITH EXPERTS 
AND FAMILIES  

Florian Lagler and Christoph Male  
For the OKIDS PMT Team  



Expert panel – revisited 

• Paediatric experts 

• Patients/parents with study experience  

   (experts by own experience) 

• Broadened focus  

• Pro-active acquisition of studies 

 

 



The EUPATI Toolbox www.eupati.eu  



OKIDS Initiatives – Partner with EUPATI  

• Objectives 2016  

Information folder for patients- young people  

Workshops for patients- young people  / parents 

Integration of young people into the OKIDS expert panel – 

    including training to the topic  

 



OKIDS Brochures for Teams and Parents  

 
 

 

FU Action after  
1st OKIDS Parent Meeting Salzburg March 2015 



 
TRAININGS FOR INVESTIGATORS AND 
STUDY PERSONNEL 

Sabine Embacher-Aichhorn 
für das OKIDS Projekt  Management Team   



 
Basic offer 

 OKIDS benefits from existing training programme 
(KKS Wien, KKS Graz, KKS Innsbruck, CRCS) 

 
o GCP Basics 
o GCP Refresher 
o Principal investigator training 
o Basic course for Study Nurses & administrative study personne 
o Specific trainings on clinical trials (AMG & MPG) 
o Basic course „Statistics“ 



 INFORMATION & MEDIA ACTIVITY 
IN AUSTRIA  AND BEYOND 



Welte Stefan 

WEB Page  

www. Okids-net.at 
 
   

  



OKIDS Organisation  
Brochures  Deutsch & English 2014  



OKIDS Movies in 2015 -  Example MPS  
„Research in Medicinal Products  as Chance  “ 

• Importance of trials as access to drugs  

• Importance of trial sites  in Austria  

• The view of parents & patient in affected families   



 
OKIDS Press Conference 01.12.2015 

 
11 Clippings: 
• Der Standard und Der Standard online 
• Kleine Zeitung 
• Kronen Zeitung 
• Kurier 
• Medianet 
• Medical Tribune 
• Pharmaceutical Tribune 
• Pharma-Time 
• Pharmig Info 
• Tiroler Tageszeitung 

15 Journalists  

• Radiobericht in Ö1 



OKIDS Presence in Media 2015  

OKIDS Press Conference  Q4/2015 

+ 1 Radiobericht in Ö1 



 
 
13-07-2012:  Information for funding industry   
20-11-2013 :  6 Months OKIDS  – First Experiences  of Operations  
18-11-2014:  Role as Facilitator for pharmaceutical companies and 

CROs in paediatric trials:  
Feedback, Co-operations with CROs 

01-12-2015 :  How to position paediatric trials in Austria   
25-04-2016 :   OKIDS in the European Context  

                                              

OKIDS & Pharmig:  
Informative Meetings and Discussion Rounds   



OKIDS in the European Context 
April 25th 2016, PHARMIG ( Association of Industries Austria)   
 
EnprEMAs Mission and Insights in European Paediatric Networks  
Recent EnprEMA activities to foster Paediatric Network funding: Current and Upcoming 
opportunities  
 

Mark Turner BSc, MBChB (Hons), PhD, MRCP(UK), MRCPCH, DRCOG 
− Interaction with Industry  
− Expected synergies to foster drug development for children in Europe  

  
Industry expectations 

Dr. Sylvia Nanz  (Pfizer)  
PD Dr. Johannes Pleiner-Duxneuner (Roche)  
− Current view on the European competition for paediatric trials – Preferred countries, visibility 

and more  
− How we foster paediatric research-our devoted programmes  
 

The parent perspective   (MPS Association) 
Michaela Weigl 
  

 News from OKIDS :  
− Activity update, learnings and improvements  (Prof.Dr.Ruth Ladenstein ) 
− Interaction with Families and Experts Revisited  

(PD Dr. Florian Lagler , Prof.Dr. Christoph Male)  
− Training of investigator teams  (Mag. Sabine Embacher-Aichhorn ) 

  
  
  



OKIDS  & ÖGKJ Activities  
(Austrian Society of Paediatrics)    
 
 
 
 
 
 
 
OKIDS Presence in Board ÖGKJ Board Meetings combined with  
Experts Meeting  
• Annually March 2013 /2014/2015/2016  
 
OKIDS Involvement in Annual ÖGKJ Society Meetings  
• 51. Annual Meeting ÖGKJ  26. – 28.09.2013  in Innsbruck   
• 52. Annual Meeting ÖGKJ am 18.09.2014 in Wien 
• 53. Annual Meeting ÖGKJ:  24. - 26.9.2015 in Eisenstadt  
• 54. Annual Meeting ÖGKJ:  24. - 26.9.2015 in Feldkirch   

 

 

http://www.docs4you.at 

http://www.docs4you.at/


 POSITIONING IN EUROPE  



An agency of the European Union 

European Network of Paediatric Research  
at the European Medicines Agency 

 
OKIDS is an Enpr-EMA  Category 1 Member 

since Mai 2015  



Advantages of Membership   
 

1. European Visibility and raised awareness for an Austrian Pediatric  
Medcines for Children platform for future cooperation with 
pharmaceutical industry   (benchmarking effect) 
 

2. Expert – Know-How exchange and transfer between paediatric networks  
 

3. Lobbying for and common applications for relevant  EU support 
programmes  to increase funding  



PCT Congresses – Barcelona 2014 / Hamburg 2015 

 

 

 

 

 

 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 

 

 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 
 

 

 

 

 

 

 

 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Round table:  
“The role of the academic research sites and clinical 

research units in clinical trials” 

2014: OKIDS first participation 
2015: OKIDS appears in program  1st time 
2016: OKIDS will be present in program 2 sessions   

Total of contact talks with 12 pharmaceutical companies  and  20 CROS  ( 1-2x) 



Lessons learned  

 Most pharmaceutical companies Clin Ops moved  medical operations 
away from Austria; most headquarters abroad: little direct contacts in 
Austria possible  

 Changing industry landscape with growing importance of CRO’s as first 
contact (feasibilities for free or moderately priced) - Feasibilities don't 
work as business model. 

 Multiple CRO contacts (efforts) prior trial arrives in Austria – if at all; 
OKIDS role vis a vis CRO needed new definition ; CROs often prefer to run 
early feasibilities quickly via direct contacts  based on address data bases ( 
quality of responses?)  

 Shared study nurse capacity is a big asset at sites to encourage PIs to take 
new/additional  responsibilities and to run trials ( fair cost sharing model 
at sites 60:40 to nourish shared study nurse pools)  

 Long term sustainability: a big challenge ! 
− Patients accrual low – effort compensation comes late with PPF  
− PPFs hardly compensate for efforts around study initiation phase – upfront fees modest 
− New /additional base funding streams needed   
    

 

 



Actions taken: OKIDS & ÖGKJ engage both  
 

 to improve further public awareness and acceptance of clinical trials for 
children in Austria ( congresses, media, webpages, movies, brochures) to 
increase  annual initiation of  important clinical trials investigating new 
medications for children to improve save paediatric drug supply.   

 to act as facilitator  of interactions of parents/patients , medical experts 
and pharmaceutical industry to serve the patients interest and needs in 
the best possible manner. 

 to position OKIDS as central point of access  for all interest groups 
involved in improved supply of medicine for children 

 to provide and integrate experts knowledge to achieve high quality and 
feasible  trials  

 to improve training of medical teams  
 to provide treatment guidelines  
 to maintain and upscale the Public Private Partnership-Modell integrating 

the relevant the stakeholders in Health and Research  
in Austria and EU   

  

  



Funding Support- Thank You!  

 
• In order to establish a network for the research of medicinal products suitable for 

children and adolescents in Austria a public-private partnership was developed 
including  
– Federal Ministry of Health,  
– the Austrian Association of Pharmaceutical Manufacturers (Pharmig) 
– the industry (see next slide) 
– the mutual health objectives of the Pharma framework agreement  
– the Austrian Society for Paediatric and Adolescent Medicine (ÖGKJ)  
– the respective universities and Co-ordination Centres for Clinical Studies 

 

 



Funding Support - Thank You! 

Supported by the following companies as part of an agreement with 
Pharmig (Association of the Pharmaceutical Industry of Austria) 
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