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EDITOR–We wish to respond to the commentary by Prof Graham.1  

As clearly stated in our manuscript, we – the study’s steering group – conducted this 

study in order to facilitate the on-licence use of this medicine in children.2 Not only was our 

study devised to achieve this goal, using outcome measures appropriate to accomplish this 

(for example, the US Food and Drug Administration required the use of the Modified 

Ashworth Scale for this purpose), but we also designed and conducted the study in line with 

the highest ethical and clinical research standards (https://www.wma.net/wp-

content/uploads/2016/11/DoH-Oct2013-JAMA.pdf), which included receiving independent 

approval for each study site from institutional review boards and ethics committees 

worldwide.  

As we acknowledged in our paper, a prospective, randomized clinical trial is not fully 

reflective of clinical practice, where treatment is adapted to each child’s individual goals and 

clinical presentation, as opposed to being blindly randomized to receive a specific dose.2 In 

this context, we feel that quantification of the drug’s pharmacological effect on muscle 

hyperactivity is appropriate, and furthermore we made efforts to complement this with a 

range of outcome measures that assessed the impact of treatment from the patient’s and 

physician’s perspective.  

Finally, we also note that much criticism has been directed at pharmaceutical 

companies who do not publish their clinical studies 

(https://www.scientificamerican.com/article/trial-sans-error-how-pharma-funded-research-

cherry-picks-positive-results/?print=true), and consequently the overwhelming majority of 

scientific journals (the BMJ included) advocate for the publication of such research. 

According to best-practice guidelines, there is an obligation on researchers to publish their 

clinical trial data (https://www.wma.net/wp-content/uploads/2016/11/DoH-Oct2013-

JAMA.pdf), ideally in a reputable, peer-reviewed scientific journal,3 and that is just what we 

did. 
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