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Standard Operating Procedure:

<Insert Company name and Date of Preparation/edition /issue and review date>
Dispensing: Safety Alerts In The Pharmacy
Purpose: This standard operating procedure is to direct the pharmacy staff in 

the correct process that should be followed when an MHRA or PCT safety alert is 





received in the pharmacy
      (See appendix 1 for definitions)

Scope:  This procedure should be followed with all alerts that relate to the pharmacy business that are received from external regulatory bodies; for example the MHRA and Primary Care Trusts (PCT). 

The alerts must be understood and action taken when necessary for the pharmacy to be working within accepted pharmaceutical standards and to meet the terms of service of the clinical governance section of the pharmacy contract.
Responsibility: Pharmacist, Relief Pharmacist or locum Pharmacist, Dispensing Technician or Dispenser



   If none of these are present, the most senior team member present at the time of receiving the 

   alert.
Procedure:
 1) Alert received in pharmacy – Communication via email or fax received 

 in pharmacy from PCT or MHRA, a member of staff should pass on the alert to 

 a responsible member of staff in accordance with the “responsibility” section 

 of this standard operating procedure (see above).


 2) Prioritise alert – The alert is prioritised and planned into daily tasks according 

 to its importance and time requirements stated on communication.



 3) Understand alert – The alert should be read by responsible member of staff 

 and understood.  If communication is not understood, advice should be sought 

 from issuing body.



 4) Actions acted upon – Any actions which are required by the alert 


 communication to be acted upon must be delegated/completed by the 


 responsible member of staff.



5) Actions signed off – The first page of the alert is stamped using the pharmacy 

date stamp and the signature of the responsible member of staff added below 

this to indicate the date and member of staff acting upon alert.



6) Alert files and log completed – The alert must be filed in the appropriate file 

and the alert record log (appendix 3) completed after the alert is assigned an 

identification number.

Standard Operating Procedure: Dispensing: Safety Alerts In The Pharmacy
<Insert Company name and Date of Preparation/edition /issue and review date>
Appendix 1

Background: Primary Care Trusts are now starting to request assurances that alerts communicated to pharmacies are delivered and that they are then appropriately managed through standard processes.  Where the alert is relevant to pharmacy, PCTs have asked pharmacies to return a signed form to indicate that the alert has been received and acted upon.  This however, is not a necessary requirement, but pharmacies should be able to demonstrate that they have a standard procedure for dealing with the communications that meet accepted clinical governance standards.

Definitions:

Safety and cascade alerts/communications: are communications to pharmacy contractors from relevant regulatory or responsible bodies to inform the pharmacy of important information that is necessary to uphold patient safety or report suspected incidents.

MHRA: The Medicines and Healthcare products Regulatory Agency (MHRA) is the government agency which is responsible for ensuring that medicines and medical devices work, and are acceptably safe.

PCT: Primary Care Trust.

Clinical Governance: Is the accepted framework of accountability that is used continuously to improve or maintain the services that are provided to patients in your pharmacy.  It has the aim of providing excellent clinical care to the patient.
Appendix 2
Declaration Of Staff Competence:

All pharmacy dispensary staff should sign their names below to indicate that they have read, understood and will follow this procedure when handling safety alerts or cascade alerts in the pharmacy.

	Staff Members Name
	Date of Completing

Procedure For Safety Alerts
	Signature To Indicate Declaration

Of Competence In This Procedure

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


Appendix 3: Safety and Cascade Alert Record Log
For the recording of safety alerts received at ………………………………………………Pharmacy
Note: There is no requirement to sign any alert and return it to the PCT, however, the PCT may check that arrangements are in place to ensure that all safety alerts are acted upon during their monitoring visits.

	Date and time alert received
	Alert ID
	Alert Type (e.g. MHRA)
	Date and time when alert acted upon
	Stock found (yes/no)
	Name of responsible person completing alerts actions
	Filed as (e.g. email/ 

hard copy)

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


Hold this alert in records for at least two years.
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