BROMI VIGILANCE - WORKSHOP ON DATA QUALITY
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Introduction

1. The MHRA welcomed those attending. Apologies were received from Paul Fleming.  
Background

2. The Group were informed that the data quality of ICSRs (Individual Case Safety Reports) has been identified as an issue that affects all stakeholders, particularly with regards to consequences for signal detection. The remit of the Group to address data quality standards under BROMI was discussed and the meeting agreed unanimously that this would be a good platform to achieve important improvements in data quality.   
3. The MHRA presented information on the burden placed upon both the MHRA and industry in the form of enquiries sent to the MHRA regarding information on Anonymised Single Patient Reports (ASPRs).  Each of these enquiries requires processing, further work to update the case, and results in a burden being placed on industry by the need to process the ASPRs sent as a result of these updated cases. The data presented was limited to issues raised through enquiries received via the Pharmacovigilance Service Desk, many other issues would also be picked up at signal review and via direct enquiries.
What’s important for signal detection?

4. The MHRA presented information on the importance of data quality for signal detection.  This emphasised the purpose of the classification of data in structured fields to allow automated signal detection, and the consequences of poor data quality; the generation of false signals, and masking of signals by the level of noise of the system.  
5. Due to the introduction of electronic reporting, previous data quality processes are now bypassed as the data is committed directly to the MHRA’s database. Therefore errors in E2B reports must be corrected on the system from which they were sent to ensure that the correction is present in all subsequent versions of the case. 
6. The Group was asked to consider whether it would be advantageous to place an initial focus on the quality of data on a limited number of E2B fields important for signal detection, or whether steps to ensure data quality should be applied equally to all areas of ICSR classification from the start.  The Group decided that it would be best to include all aspects of data classification to ensure data quality.   It was considered important to move towards this in a phased approach and that the standardisation of classification practises between companies is necessary to improve data quality.  
E2B data quality (examples and process)

7. The MHRA presented information on the most common errors seen in the classification of ICSR submissions, gathered from errors detected during routine signal assessment and the quality audit of E2B submissions. These included errors in the coding of ADR information, expediting of reports derived from MHRA ASPRs and breach of patient or reporter confidentiality. It was noted that these issues have been seen to affect submissions from companies irrespective of the volume of reporting and type of database used.
8. The MHRA presented details of the new audit process for the data submitted via E2B. Due to the high volume of ICSRs received the audit will focus on four different MAHs each month.  The selection of MAHs for inclusion in the monthly audit will be based on a number of factors such as:

· Inspection schedule

· Previous error rates 
· Errors identified in routine signal assessment

· Reporting volumes.

9. A cumulative audit will also be carried out every 6 months, to identify common errors and provide an overview of the quality across all MAHs. The Group agreed that it would be helpful to place anonymised data on the types of errors being detected by the MHRA’s E2B audit process on the MHRA’s website.  
Quantifying the burden and standardising the recording of benefit

10. The MHRA presented an updated version of the template primarily designed to record the volume and relevance of ASPRs. The template has been updated to include additional columns regarding data quality burdens. 


11. The trade associations agreed that they would actively promote the use of the template by Market Authorisation Holders. To support this it was suggested that the MHRA provide a summary document explaining the importance of the template and the reason for its creation, which will be circulated to all members to encourage MAHs to complete the template. Action: MHRA
Developing a classification guide

12. The Group recognised need for guidance on classification to be issued, to support consistent coding practises to satisfy all stakeholders with input from both industry trade associations and the MHRA. 
13. The Group discussed the aspects of data classification that should be covered by a classification guide. The key points that were identified were:

· The criteria for a valid ICSR

· Maintaining patient and reporter confidentiality 
· Avoiding expediting reports based on MHRA ASPRs
· General guidance on coding data in structured E2B fields 

· Specific guidance for drug exposure in pregnancy and overdose cases.
14. The Group agreed that a draft contents page for the classification guidance document should be circulated for comments.   Action: MHRA.

Date of next meeting

15. MHRA thanked those attending for a helpful meeting and agreed to circulate the minutes of the meeting, the template, the document explaining the template and a draft of the contents page of the classification guide, with a further meeting for discussion of chapter contents to be scheduled within 6-8 weeks. Action: MHRA. 
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