



Standard Operating Procedure 6. MHRA alerts
Objectives

To describe how MHRA alerts are managed within the insert name. 
Scope

MHRA alerts are covered by the SOP.
Alerts/ notifications from other sources such as the ICB are NOT covered by this SOP.
The Stages of the process

1. MHRA alert is emailed to the practice manger, or if on leave her deputy (HR manager) will daily accesses the practice manager email address to action any MHRA alerts.
2. The MHRA alert is read and sent onto relevant individuals.
a. National Patient safety alert- to be sent to all clinical members of staff and the dispensary.
b. Medication recall/ notification- to be sent to the pharmacy team and dispensary.
c. Device safety information- to be sent to the pharmacy team and dispensary.
d. Field safety notices- to be sent to pharmacy team and dispensary.
3. National Patient Safety Alert
a. If the alert is relevant, then an action plan should be developed within the specified time frame on the alert. This should be commenced on the day the alert was received.

b. Details should be made as to the actions taken; this should then be saved for future reference by the practice manager in the MHRA folder on the intranet.

c. Appendix 1. Gives a template for recording any actions taken.
4. Medication Recall/ notification

a. These should be read on the same working day they are received.
b. The actions taken should be made by the dispensary team and the pharmacy team, working in collaboration as needed. For example, for a class 2 recall the dispensary would action any stock quarantine requirements, while the pharmacy team would run reports/contact any affected individuals.

c. Details should be made as to the actions taken; these should then be saved for future reference by the dispensary team. Appendix 1. Gives a template for recording actions.
5. Device Safety information

a. Many of these will not be relevant in primary care.
b. They should still be read and if relevant, action taken.
c. Details should be made as to any actions taken, these should then be saved for future reference by the practice manager
6. Field Safety notices

a. Many of these will not be relevant in primary care.
b. They should still be read and if relevant, action taken.
c. Details should be made as to any actions taken; these should then be saved for future reference by the practice manager.
Responsibility and accountability

The practice manager, their deputy is responsible for receipt and alerting relevant individuals to the MHRA alert.
Recipients are responsible for the documenting and retaining any information in relation to these alerts.
Training and competencies 

Training should be provided at the start of the employment at the insert name for GPs, dispensers, pharmacy team on how MHRA alerts are managed.
The training should be repeated as needed, and when there are any changes to the SOP.
Record keeping

Electronic records are to be kept of any MHRA alerts received and any actions taken.
Other information

Medicine Standard 5. Medicines Recalls and Alerts
CQC S4. Medicines Management

NHS Dorset. Medicines Quality & Safety Strategy

Review

This SOP will be subject to review on a yearly basis or sooner in the light of new local or national guidance. 
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APPENDIX 1. ACTIONS TAKEN AS A RESULT OF MHRA ALERT
	Date
	Alert code
	Action Taken
	Responsible Person
	Date action complete

	Example 13/6/2022
	MDR 215-01/22
	WC Dispensary looked at stock- no relevant batches found
	Sarah F
	13/6/22
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