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Minutes of the meeting of the Precedent Set Sub Committees of the Confidentiality 

Advisory Group 

 

November 2015 

 

 

Reviewers:    

Name Capacity  Items 

Patrick Coyle Chair 1a,  

Jennifer Kurinczuk Reviewer 1a,  

Anthony Kane Reviewer 1a,  

 
1. NEW PRECEDENT SET REVIEW APPLICATIONS – RESEARCH 

 
a) A drug utilisation study (DUS) of the use of oral fidaxomicin in the routine clinical setting 

(2819-CL-2002) (“Anemone”) -15/CAG/0193 
 

 
Context 

Purpose of application 

Fidaxomicin an antibiotic licenced to treat Clostridium difficile infection (CDI). In the initial clinical 

trials of this drug, patients with Inflammatory Bowel Disease, severe and life threatening CDI were 

excluded. In addition, there is limited data available on the clinical response and safety of this drug 

on patients with renal or hepatic impairment and in pregnancy. However, it is likely that post 

licencing, this drug may have been used in the above patient groups. Hence, the Sponsor has 

proposed a retrospective, observational, multicentre drug utilisation study in Europe based on 

secondary use of data derived from medical records 

 

This research application from Kings College Hospital will be looking at a minimum of 192 adult 

patients in the UK, identified from the pharmacy records of the study sites, who were prescribed 

Fidaxomicin during the country specific eligibility period. Research team members/Local site staff 

allocated to the study by each site, will review the medical records of all identified patients at a 

participating site to confirm eligibility and collect the relevant data of all eligible patients as outlined 

in the study protocol. The researchers believe that considering all eligible patients at the site, and 

randomizing a subgroup (max of 50 patients enrolled per site), will eliminate selection bias. Pre-

specified data points included in the medical records from the patient’s hospital admission up to 30 

days after the last dose of Fidaxomicin (the patient’s observational period) will then be collected. 

The data will then be pseudonymised at the individual study sites before being entered into the 

study database for analysis. Support was requested to allow disclosure of identifiable patient 

information from the pharmacy and medical records at the hospital to the research staff. A 
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recommendation for class 5 and 6 support was requested for auditing, monitoring and analysing 

patient care and treatment. 

Confidential patient information requested 

Access was requested to Hospital ID number, date of death, postcode, gender, ethnicity and data 

on hospital admissions and treatments. 

Confidentiality Advisory Group advice 

This application had been reviewed under the Precedent Set process but members had noted that 

in order to be valid for precedent set review the application must demonstrate “satisfactory 

evidence of public engagement including clear patient information sheet with details of how patient 

objections will be respected”. It was noted that this seemed to be absent from the application. For 

these reasons the committee advised escalation to review by full CAG committee if the applicant 

was not able to demonstrate satisfactory public engagement. 

Public interest 

Members noted that this seemed a worthwhile project in the public interest. 

User feedback and involvement/Patient feedback and objections 

It was noted that there was unsatisfactory evidence of public engagement or details of how 

patients would be notified and how their objections would be processed if required. Members felt 

some sympathy with the explanation provided by the applicant but felt that the notification on the 

website was insufficient and not structured to be helpful to the average patient. The applicant 

would need to demonstrate evidence of greater public notification and system for patient objection 

before an outcome can be provided. If the applicant is unable to demonstrate this then the 

application would fall outside the scope of the precedent set criteria and would require review at a 

full CAG meeting. 

Additional points 

It was noted that the application was inaccurate and inconsistent in the usage of terms relating to 

the direct care team. The applicant was requested to clarify their understanding of the definition 

and provide justification for the inconsistencies in the usage of the term throughout the application.  

Confidentiality Advisory Group advice conclusion 

In line with the considerations above, the CAG agreed that further information would be required from 

the applicant in order for a recommendation under the Regulations to be provided.  

Further information required 

The following information should be provided to allow the CAG to continue their consideration of the 

application: 

1. Provision of satisfactory evidence of public engagement and patient notification, including 

clear patient information sheets and the process for patient objection. 
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2. An explanation of the applicant understanding of the scope of the direct care team and why 

the definition appeared to be inconsistent within the application.
 

 

Once received the information will be reviewed by a sub-committee of members in the first 

instance. At this stage it may be necessary to request further information or refer to the next 

available CAG meeting.  

 
 


