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Total points from the ESR (Evaluation Summary Report): 

Criterion 1 - Scientific and/or technological excellence (relevant to the topics addressed by the call) 
Note: when a proposal only partially addresses the topics, this condition will be reflected in the scoring of this criterion. 
(Threshold 3.00/5) Weight 1 
Mark : 4.00 

The concept is interesting and novel and the avoidance of antibiotics' use is seen to be a good thing and takes the proposal beyond current state of art for treating and/or delaying PA infections in these patients. 

It is likely that there will be few, if any, safety concerns (based on previous data). A feasibility study has already been performed. It seemed to show a big benefit in terms of number of positive PA cultures per 100 treatment months (2.4 vs 13.7), although more details could have been provided. Further data are also presented for a Swedish cohort of 17 patients compared to a Danish control group, again showing a benefit (Nilsson et al, Pediatr Pulmonol, 2008). 

The quality and effectiveness of the scientific and technical methods were rated highly. 
Some concern has been raised about the overall management of the study. This is partially because the application was not completely clear on this aspect. It is hoped (but not absolutely clear) that there will be a single over-arching management/coordinating organisation for the clinical trial and management within each country (or investigational site) will not just be based on country-specific trial monitoring activities. A centralised monitoring is advised. 

The section on risks and contingencies was well set out. It makes realistic assumptions and includes good attempts at proposing solutions. The timelines set out for key milestones look realistic and achievable. 


Criterion 2 - Quality and efficiency of the implementation and the management 
(Threshold 3.00/5) Weight : 1.00 
Mark : 4.00 

The management structure for the project is well described, appropriate and has a good mix of  partners, some to contribute methodology and scientific expertise or practical support, others as centres to recruit patients. The individuals named are properly qualified and experienced to carry out the tasks allocated to them. The allocation of time to each partner, based on their intended contributions, is appropriate. 
 
There is a good management structure in place to ensure all these partners interact appropriately. There is also an independent external advisory board comprising a mix of senior academic and industrial experts. 

The allocation of budget looks appropriate including the amounts to be subcontracted for the IMP manufacturing. However, the type of activities under which these costs are budgeted is incorrect as these are relevant to RTD activites and not to the "other". This impacts on the maximum EC requested contribution.  

 


Criterion 3 - Potential impact through the development, dissemination and use of project results 
(Threshold 3.00/5) Weight : 1.00 
Mark : 4.00 

It is agreed that this would be a useful new treatment. If the treatment works and is accepted, it will benefit patients’ health and will be beneficial in terms of health care costs. The alternative to an antibiotic would clearly be advantageous. Based on current data and based on the origins of the treatment (hens eggs) it is likely there would be minimal side effects so that the benefit–risk balance should be very positive. 

The formulation as a gargle raises some concerns about ease of use of the treatment. It is noted that a lozenge is also being considered. That would seem a much more preferred formulation, although that is not a part of this project. 

The plans for dissemination of results look good and include a world-wide patients’ organisation, as well as contributions to scientific journals. The applicants make the point that this treatment would be of world-wide importance and the panel agrees with this. One of the partners is an SME holding the necessary patents and intellectual property rights. 

TOTAL (Threshold 10.00/15) 
Mark : 12.00 


