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	Research Question(s)/Hypotheses:
The Health Informatics Centre (HIC) can link data about medicines dispensed from community pharmacies to other information about the patient, including demographic characteristics and results of laboratory tests to create measures of the safety of medicines prescribing and monitoring. Creating these linkages for individual medicines is time consuming so it would be helpful if programmes could be written that automate key measures and can be used to create customised measures and SPC (Statistical Process Control) charts.
1. What are the characteristics of SPC charts of measures of safe prescribing and monitoring?

2. Can measures designed for specific medicines be generalised to create programmes to enable NHS staff to design their own custom measures and SPC charts?

3. What governance issues need to be considered in the creation and testing of these measures?
Project Outline/Methodology:

We have identified three domains for safety critical measures that could be created from the data. 
1. Appropriate minimal laboratory monitoring for adverse effects of medicines

2. Potentially dangerous co-prescribing of medicines
3. Prescribing of medicines that may be contra-indicated by patient characteristics

Phase one of the project will create examples of measures and SPC charts for specific medicines within each of the domains. These examples will be presented to NHS Tayside’s Drug and Therapeutics Committee and Patient Safety Development Forum in order to agree lines of communication for governance and for feedback of information to prescribers. Phase two of the project will develop programmes for generic design of measures and SPC charts with user defined numerators and denominators.
Ethics/Research Governance issues:

A meeting has been convened with NHS Tayside on December 16th to draft an amendment to HIC’s Standard Operating Procedures that clearly defines roles and responsibilities for this work. Analyses for academic purposes may identify care that raises concerns about patient safety, broader clinical governance or the reputation of particular professionals, institutions or whole systems of care. In these circumstances, those concerned need to act with speed and in confidence, taking actions that are in proportion to the size and severity of the suspected risk and consider legal risks such as defamation and a court’s ability to subpoena records. All discussions with the NHS should be with employees of statutory bodies such as NHS Health Boards rather than, for example, a CHP or general practice. HIC has limited resources to investigate such issues and it will usually be most appropriate for HIC to confine its role to alerting the NHS to a potential problem and suggesting how this might be investigated. However, in circumstances suggesting risk to individuals or organisations, everyone using HIC data has an obligation to alert senior HIC staff who will in turn promptly alert the appropriate NHS person if there are serious grounds for concern.

Progress (to include Key Results/Interim Results as appropriate):

1. The example of “Appropriate minimal monitoring” is measurement of white blood cell count and liver function tests in the 8 weeks before the most recent methotrexate prescription.

2. Two examples of safety critical co-prescription are being tested:

a. Methotrexate 2.5mg and 10mg tablets

b. Warfarin and NSAIDs (Non Steroidal Anti-Inflammatory Drugs)

3. The example of a drug that may be contra-indicated by patient characteristics is tetracycline prescribing to children <12 years old.

What does/will the study add to the field?
Patient specific data about all medicines dispensed from community pharmacies will become available in other Health Boards in Scotland during 2009. The methods for designing and testing measures and for defining responsibilities for reporting and action will therefore be generalisable to NHS Scotland and will support the Scottish Patient Safety Program.
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