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AWERB however did need to re-evaluate the harm benefit analysis in light of the data that was being 
obtained to determine whether further information needed to be added to the project licence in 
relation to adverse events.   

It was noted that the reactions of the dogs were not getting worse over time, which indicated the 
dogs were not experiencing cumulative suffering.   

AWERB agreed that it would be helpful for the technicians involved with the study to have a 
discussion with the research team about their work and why it was being done, and why the 
injections were needed, so they could see that their role was important.  The ultimate aim was to 
improve the quality of life of boys with DMD and their survival.  If the treatment works then it might 
also work in other degenerative diseases.     

The project licence holder was thanked for attending the meeting.     

2 CRERB APPLICATION  
An application had been submitted to CRERB to carry out a preclinical assessment of a novel drug for 
osteoarthritis.  This work was being carried out overseas.  AWERB had been asked to review the 
study though, for if the work was being done in the UK, it would have needed a Home Office project 
licence.   
 
The background to the study was provided and the following queries were raised:  

�x 
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�x The application mentioned that the CRO had two very highly trained people who were very 
experienced in using the technique but no information had been provided on when they had 
last performed it or how regularly they have used it.    
The CRO have subsequently advised that these two personnel  have carried out approximately 20 
successful studies in the last year between them and were deemed as experts in this technique.  
The CEO was also a lead author on papers that were deemed as gold standard in the field. 
 

�x Could example calculations be provided on how the sample size had been obtained (using 
published data to provide effect size, variation etc).   
These would be added. 
 

�x Was there a reason that inhaled isoflurane followed by pneumothorax for euthanasia was 
being used as this was not a routine method in the UK? 
This would be queried with the company and if it proved to be an issue they would be asked to 
use an alternative method.   
 

�x What methods would be used for the blood sampling and from which veins?  Were the intra-
articular injections done under anaesthesia? 
This would be clarified with the company. 
 

�x How was the dose of the drug to be selected?  This would affect efficacy (and toxicity) 
outcomes.   
The CRO was experienced in dosing of drugs in this model and would help select the dose with 
reference to the current studies.  This would be added to the application. 

 

�x The rats would be housed in the US.  Information needed to be obtained from the company on 
cage sizes that they used, husbandry that they would be providing and whether the rats would 
be housed socially.  Would the cages be large enough to enable the rats stand up, which was 
critical for this project to enable them to use their joints?  Also what environmental 
enrichment would be provided? Had the company been evaluated in terms of general animal 
health and welfare?  Were they also following best practice in terms of injections?  A copy of 
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A list of questions would be compiled for the CRO including how the procedures would be carried 
out; what pain relief would be provided and more information on the housing and husbandry.  
This information was needed to enable AWERB to carry out a thorough review from an ethical 
and welfare standpoint of what an animal would be going through.    

The applicant raised a concern about the process to review the application.  He had originally been 
advised to submit a CRERB application, however this form was not designed to enable the project to 
be assessed against the standards that a Home Office project licence would be assessed against.  He 
suggested that the process for these types of applications therefore needed to be revised.   

This was discussed further by AWERB.  They recognised that there was no standard set process in 
place to deal with these types of studies, but that it was also difficult to have a set template that 
would provide the information needed.  They generally needed to be dealt with on a case by case 
basis as different factors needed to be taken into account depending on the country and the animals 
being used.  A guide however could be put together of what needed to be considered.   
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