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Disclaimer
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Introduction

The purpose of this procedure document is to provide guidance for all Cardiac Physiology staff on the safe and effective management of cardiac implantable device stock within the store room and implantation areas. 

The Lead Physiologist for the Cardiac Device Service and the identified Physiologist stock team are responsible for the management of all device stock held in cardiac physiology. The Lead Physiologist for the Cardiac Device Service (LPCDS) will be responsible for ensuring compliance; this includes appropriately administered documentation and accurately accounting for the stock. 
All Cardiac Physiologists will be responsible for device selection on a daily basis, when supporting device implants.  
Regular audits will be undertaken both physically and electronically by the management team ensuring any actions necessary are undertaken in a timely and efficient manner.

A standard approach to the management of stock will be followed to ensure compliance with Standing Financial Instructions and Audit Regulations

	
	
Action 
	
Rationale


	(a)

	A stock register will be populated with the details of all purchased stock and will contain the following information.
 
· Supplier
· Product Description
· Product Code
· Date of expiry

This will be maintained and updated as any changes occur by the LPCDS.
Implementation of Scan4 Safety will support this. 
	· A full and accurate inventory will always be available.
· A consistent approach to data presentation.
· Compliance with Audit Regulations and SFI
· Expiry dates can be viewed electronically

	(b)

	The LPCDS will discuss any proposed amendments to stock and bulk orders with the Service Manager before any changes are implemented. 
	· To ensure all changes are properly documented and signed off. 
· To ensure the stock register is updated appropriately and changes documented. 
· Visible audit trail.




	(c)

	No new stock from unapproved companies will be accepted into the department without the appropriate approval by the Head of Procurement and/or Directorate Manager.
	· To ensure compliance with bulk order agreements 
· Maintain control of stock held


	(d)

	Stock levels will be agreed in line with the tender process. Procurement to actively support and provide usage levels etc. Any variances or changes in circumstances following the tender process will need to be approved. 
	· Ensure no over ordering resulting in purchased stock going out of date.


	(e)
	A limited selection of Consignment stock will be held for complex procedures and historic device connectors. 
Each company will be required to sign a consignment agreement. This will include the company undertaking regular stock checks to include appropriate stock levels and expiry dates. 
The company will be responsible for all levels of stock control including
· Expiry Date
· Stock Levels
· Stock rotation
· Removal of out-of-date stock replacing with new
· Replenishment of used consignment stock

Full inventory to be recorded and held in Cardiac Physiology.
	· This will ensure consignment stock is efficiently managed and expiry dates monitored. Any expired devices / leads should be removed immediately by industry.  
· Expired stock should not be used under any circumstance. 




	(f)

	Expiry date checks will be undertaken routinely and by way of physical bi-monthly audits and recorded appropriately.
 
Electronic data checks will be undertaken bi-monthly and will run alternatively with the physical checks. 

Scan4 safety will be embedded in the service to support stock management and provide highlight reports. 
	· Any discrepancy can be identified, investigated and rectified in a timely manner.
· Capture expiring items to ensure exchanges are facilitated appropriately 
· Expired stock should be promptly identified and immediately removed for circulation. 
· Expired stock must not be implanted under any circumstance. 

	(g)

	When selecting devices and leads for implantation, staff must check the device types, device connectors, lead type and expiry dates. Expired stock must not be used under any circumstance. Any expired stock must be immediately removed from the store cupboard and given to the LPCDS for escalation.  All Physiologists will be responsible for this on checking stock prior to implantation. 
	· Capture expiring items
· Ensuring expired items are not implanted


	(h)
	Cardiac physiologists will be responsible for selecting stock in correct order based on expiry date. If stock is identified with a shelf life of < 6 weeks, this needs to be escalated to the LPCDS and action taken to ensure it’s either used before the expiry date, exchanged where possible or removed from circulation.
	· Minimise the risk of expired stock through usage in date order. Reducing the risk of expired stock being implanted.
· Capture and escalate expired stock


	(i)

	During tender processes for bulk purchase specific instruction regarding the replacement/ exchange of devices with 6 months longevity will be included at no financial detriment to the organisation.  
	· Minimise the chance of expired stock in circulation
· Reduce wastage / financial deficit







The flow diagram below outlines the process from the store room to final checks during the implant procedure.




















Flow Chart: Device System Selection Process

1. Clinician Identification
· The clinician identifies the required device in advance of the planned procedure.
2. Device Retrieval
· On the day of the procedure, the physiologist retrieves the appropriate device and associated leads from the designated storeroom.
3. Device Selection
· The physiologist selects the required device and compatible leads in accordance with the clinical requirements of the procedure.
4. Initial Verification
· Prior to leaving the storeroom, the physiologist undertakes an initial verification of the device and leads, confirming: 
· Connector compatibility
· Correct device type
· Appropriate lead type
· Valid expiry dates
5. Transfer to Procedural Area
· The physiologist transfers the device and leads to the designated procedural environment: 
· Pacing Theatre or
· Cardiac Catheter Laboratory or
(as determined by the planned procedure)
· Ward / outpatient area
6. WHO Checklist Initiation
· The lead clinician initiates the WHO Surgical Safety Checklist (Appendix 1) prior to the commencement of the procedure.
7. Traceability (Scan4Safety)
· The physiologist scans the device and leads using the Scan4Safety system to ensure full traceability.

8. Final Verification
· Immediately prior to implantation, the physiologist and consultant jointly undertake a final verification of the device and leads, confirming: 
· Connector compatibility
· Correct device type
· Appropriate lead type
· Valid expiry dates






Appendix 1


WHO Surgical Safety Checklist
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