THE BASSINGHAM SURGERY


SAFETY ALERTS PROTOCOL

INTRODUCTION

This protocol sets out the practice procedure to follow on receipt of a Medical Device Alert (MDA) which originates from the Medicines and Healthcare Products Regulatory Agency (MHRA), usually disseminated via the Local Health Authority Safety Alert Broadcast System (SABS) liaison officer, and will also apply to Drug Alerts.

This procedure will be followed when these, or similar alerts requiring specific safety action are received, such as drug alerts or recalls.

BACKGROUND

The MHRA encourages the active reporting of adverse incidents from both clinicians and members of the public involving the use of medical devices via their on-line reporting system (See Resources below), and practices should normally liaise with their local PCT safety officer. 

Both the MHRA and local NHS organisations and practices may learn from safety incidents and examine their own local procedures to ensure that risks in these areas are minimised.

An adverse incident is one involving a device which has the potential to cause unwanted effects which may compromise patient or user safety. This may include design faults, maintenance effects, error in method of use or application, lack of adequate use instructions, need for additional user training etc.

A report should be made where the incident could lead to:


· Death or serious injury

· Medical or surgical intervention

· Unreliable test results

But lesser incidents or effects should also be reported as these may lead to further trend investigations. Serious incidents should be reported with some urgency.

Where a device is the subject of an alert this should be:


· Quarantined along with all packaging

· Retained securely (not returned to the supplier)

· Held pending further instructions

PROCEDURE FOR DEALING WITH RECEIVED ALERTS

Medical Device Alerts and Drug Alerts may be distributed to practices via email. It is recommended that more than one nominated staff member receives alert emails, or that the emails are sent to a generic / non-personal email address which is accessed daily by reception or other staff.

The following procedure will apply within the practice:

· Email will be accessed at least twice each day and Alerts will be retrieved

· The email address(s) which receive these alerts are:

 
Karen.Slavin@LPCT.nhs.uk


Jennifer.Hughes@LPCT.nhs.uk
· Responsible staff are:

Karen Slavin and Jennifer Hughes
· Each alert will contain an indication of the timescales or urgency with which it should be actioned. The alert should be distributed within this timescale.

· The following staff will be emailed a copy of the alert message within the stated timescale:

· All Doctors

· All nurses / healthcare assistants

· Practice Manager

· Data administrator

· Dispensary 

· The nominated staff member will:

· Distribute the email as above.

· The Senior Dispenser will:
· Receive the Alerts via email and undertake clinical system searches (drug alerts and relevant devices alerts, e.g. inhalers etc) to establish the incidence / prevalence of use of the items within the practice. 

· Email the distribution group (above) with prevalence information. Where the Alert is not relevant to the practice then the email will state this fact.

· Download an electronic version (normally pdf format) from the MHRA website and forward it to the Practice Manager who will save this onto the practice intranet within the relevant site section for future reference.

· Where the Alert is found to be relevant to the practice the Senior Dispenser will supply lists of patients (as appropriate) to the Usual Doctor. Where the Alert relates to a device (e.g. a wheelchair) which is non-patient specific then this should be reported to the practice manager.

· Check dispensary stock and remove the relevant drug/device from stock and undertake the necessary actions.

· The MHRA alert will be filed in the drug alert folder kept in the dispensary.   Enter the details onto the log page stating any relevant action taken.  Another member of the dispensary team should co-sign to confirm.

Subsequent discussion of the Alert at the next available clinical policy meeting will be minuted and the action taken recorded appropriately.

RESOURCES

https://www.gov.uk/drug-device-alerts
with links to the MHRA Home page, previously issued device and drugs alerts etc.
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