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Further to your Freedom of Information Act request, please find the Trust’s response, 
in blue bold text below: 
 

Request and Royal Devon and Exeter NHS Foundation Trust 
Response 

 
Under the Freedom of Information Act 2000, please provide me with all of the following: 

 
In clarification, the request refers to the Trikafta trial titled 'A Phase 3 Study of VX-445 
Combination Therapy in Subjects With Cystic Fibrosis Heterozygous for the F508del 
Mutation and a Minimal Function Mutation (F/MF)'. The ClinicalTrials.gov Identifier is 
NCT03525444. Further details can be found on the below website, where the Royal Devon 
and Exeter NHS Foundation Trust is listed as a trial location. 

 
https://clinicaltrials.gov/ct2/show/NCT03525444#contactlocation 
 
 
1) Details of all parties that have contributed funding to the trust in relation to the 
Trikafta trial NCT03525444 being conducted at your site/s. 

The Trial was commercially sponsored and funded by Vertex. 
 
2) A list of all sites within your trust that Trikafta trials have been conducted at. 

The clinical trial was conducted at Wonford Hospital, Royal Devon & Exeter 
NHS Trust 
 
3) Numbers of Trikafta trial participants at each trial location, for the NCT03525444 
trial. 
 

≤5.   
Due to this being a rare disease study, we are concerned that given the small 
number of study participants, that revealing site enrolment numbers would 
risk providing a geographic link to patients and enable their identity to be 
ascertained, therefore constituting a breach of their data privacy rights where 
their identity is disclosed without first obtaining their consent to such 
disclosure.  As such , the Trust applies section In accordance with section 40 
(2) of the Freedom of Information Act 2000, we are unable to provide figures 
where the number of patients is less than or equal to five and could risk the 
identification of those patients and breach Caldicott principles 
 
 
4) Number of staff involved in conducting the trial at each trial location, listing their 
roles, for the trial, NCT03525444 

The aggregated number of staff who have been involved in supporting this 
study is an estimated 17.        
We believe that revealing any more detailed information could constitute a 
breach of data privacy laws.  As such, the Trust Section 40(2) of the Freedom 

https://clinicaltrials.gov/ct2/show/NCT03525444#contactlocation


of Information Act 2000 Personal Information (where disclosure may 
contravene the Data Protection Act 2018).   
 
5) What costs were incurred by the trust in order to conduct the Trikafta trial, 
NCT03525444? If a document does not state the total budget or cost of a trial, but lists 
the actual or expected costs of any aspect of the trial, it would also be subject to this 
request. If a document states the yearly budget for a clinical trial, that would be 
pertinent as well. This includes per-patient costs in conducting the trial. The simplest 
response would be to provide the cost in GBP of either the budget for the trials or the 
actual outlays, and both if that is possible. 

We view information regarding the study funds and budget itemization Vertex 
has provided in order to facilitate this Clinical Trial as commercially sensitive 
information, and could prejudice our commercial interests if disclosed to a 
third party and then used by our competitors to develop their own clinical 
trials.  As such, the Trust applies section 43(2) of the Freedom of Information 
Act to this question.  The Trust has had to balance the public interest in 
withholding the information against the public interest in disclosure. The Trust 
has considered all the relevant factors in the public interest test and has 
reached the conclusion that the benefit to the public in applying the exemption 
outweighs the public interest in releasing the information requested, as a 
result of the prejudices and losses that would potentially affect the Trust and 
patients.  The release could jeopardise the company’s future positions, which 
would cause a detrimental knock on effect on the market place, and would 
potentially limit the choices available to public authorities, including the Trust.  
This would potentially threaten the quality of products and services available 
to the Trust.  The Trust considers that it is not in the public interest to do 
anything to undermine the competitive nature of the procurement process, and 
the disclosure of key information, as has been requested, could have that 
affect.  The Trust believes that the consequences of releasing the information 
are serious and the likelihood of this occurring is high.  
 
Therefore in conclusion, the Trust has reached the decision that the release of 
the information requested would be likely to be prejudicial to the commercial 
interests of the company concerned and the Trust, and that the public interest 
in withholding the information is greater than the public interest in releasing 
the information, and as such the information is being withheld under section 
43 (2) of the Freedom of Information Act.    

 
 
6) A breakdown of any funding received from internal and external sources in order to 
conduct the Trikafta trial, NCT03525444. Please break funding down into i) funding 
from public (governmental) bodies, ii) private entities, and iii) 
philanthropies/charitable bodies. Please include the full name of the funding body. 
Please specify amounts in GBP. (Please provide this as an excel spreadsheet) 

As response 5, the Trust applies section 43(2) of the Freedom of Information 
Act to this question.   
 
7) A record of all expenses incurred in conducting the Trikafta trial, NCT03525444. 
This may include: unit costs of test, fees to central laboratories, investigator fees, 
data management costs. 

As response 5, the Trust applies section 43(2) of the Freedom of Information 
Act to this question.   
 

 


