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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).
This is usually disseminated via the Public Health link (PHL) Safety Alert Broadcast System (SABS) liaison officer, and will also apply to Drug Alerts and similar alerts from official bodies.
This procedure will be followed when these, or similar alerts requiring specific safety action are received, such as drug alerts or recalls.
Procedure for Reporting Device-Related Adverse Incidents
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 CCG safety officer. 
A device-related adverse incident is an event which can produce, or has the potential to produce, unwanted effects involving the safety of patients, users or other people.
An adverse incident can arise from:
· Shortcomings in the device, its accessories, its operating instructions, user practice, servicing and maintenance and conditions of use.
· Sometimes the instructions for use or labelling are unclear.
· Sometimes patients and practitioners do not use a device in the way in which the manufacturer intended.
· Adverse incidents can also be the result of user error.
It is important to report all device-related adverse incidents so that these can then be investigated thoroughly and action taken as appropriate to improve the device and protect other patients and/or users.
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.
A report should be made where the incident could lead to:
· Death or serious injury
· The need for medical or surgical intervention
· Unreliable test results
However, lesser incidents or effects should also be reported as these may lead to further trend investigations. Serious incidents should be reported with urgency.
IF AN INCIDENT OCCURS:
Check and take steps necessary for the wellbeing of the patient.
Report the incident to the Practice Manager.
Take the device(s) involved out of action, together with other material evidence, e.g. packaging if available. Label the affected device and retain it securely, pending further instructions. 
If this is not possible the state of the device at the time of incident should be recorded, as well as;
· Date and time of the incident
· Device settings if relevant
· Details of incident (how it happened and any outcomes for the person affected)
· Details of device affected and any others (type, make, model and serial numbers)
· Details of any error message or failures
Report the incident to the appropriate Incident Centre listed below:
	England & Wales
	Scotland
	Northern Ireland

	Adverse Incident Centre

Medicines and Healthcare Products Regulatory Agency,

151 Buckingham Palace Road

London

SW1W 9SZ

Tel: 020 3080 7080

Fax: 020 3118 9814

E-mail: aic@mhra.gsi.gov.uk
Web: www.mhra.gov.uk

	Incident Reporting and Investigation Centre (IRIC) 

Health Facilities Scotland

NHS National Services Scotland

Gyle Square

1 South Gyle Crescent

Edinburgh

EH12 9EB

Incident Reporting and Investigation Centre (IRIC)

3rd Floor, Meridian Court

Cadogan Street,

Glasgow

G2 6QE

Tel: 0141 207 1600 or 0131 275 7575
Fax: 0141 221 5122
E-mail: nss.iric@nhs.net
Web: www.hfs.scot.nhs.uk
	Northern Ireland Adverse Incident Centre (NIAIC)

Room D1

Castle Buildings

Belfast

BT4 3SQ

028 9052 3868 

Fax: 02890 523900 

E-mail: niac@health-ni.gov.uk
Web: www.dhsspsni.gov.uk



RESOURCES:
MHRA – Devices in Practice – a guide for health and social care professionals
PROCEDURE FOR DEALING WITH RECEIVED ALERTS
Medical Device Alerts and Drug Alerts are issued in numerical order by year and 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 specific email address which is accessed daily by nominated Practice 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:
 
llarh@nhs.net 

Saira.khan1@nhs.net

Victoria.murkett-lamb@nhs.net 
Nominated staff responsible for accessing these e-mail addresses are:
· 1st person: Saira Khan and Victoria 
· 2nd person: Lakhvinder Larh 
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
· Pharmacists
· Practice Manager
· Data administrator
The nominated staff member will:
· Distribute the email as above.
· Print two copies of the alert and file one within the binder maintained for that purpose, with separate sections for drug alerts and device alerts.
· Ensure that the copies within the binder are numbered sequentially.
· Access the MHRA website to investigate, print and distribute where non-sequential alerts are discovered.
· Place the other printed copy onto the agenda for the next clinical policy meeting.
The nominated Practice Data Administrator 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 in a PDF format) from the MHRA website and save this onto the practice shared drive.
· Where the alert is found to be relevant to the practice the data administrator will supply lists of patients (as appropriate) to the usual doctors to action (Dr Larh, Dr Haffar and Dr Moutafis). 
Subsequent discussion of the Alert at the next available clinical policy meeting will be minuted and the action taken recorded appropriately.
RESOURCES
MHRA Online services with links to the MHRA Home page, previously issued device and drugs alerts etc.

http://83.98.30.20/MHRA/Devicesindustry/Compliancewithdevicesregulations/index.htm
The Loughton Surgery
Page 1 of 1

