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1. Purpose

Completion of this document with local practice information ensures that all legal and professional requirements relating to the use of Controlled Drugs (CDs) are satisfied.  
There is a legal requirement for all areas of healthcare services that hold stocks of Controlled Drugs to have Standard Operating Procedures in place for their management and use.  For full details see HDL (2007):12 and CEL (2007):14 http://www.sehd.scot.nhs.uk/mels/CEL2007_14.pdf
Guidance on procedures can be found in NHS Grampian Policy and Procedure For The Safe Management Of Controlled Drugs in Hospitals.  

It is intended to provide advice on the minimum standards and does not preclude more stringent controls being in place.

2. Scope

This standard operating procedure covers all aspects of the management of controlled drugs (CDs) within the Operating Environment.  These procedures apply to all individuals working within Operating Departments who deal with Schedules 2, 3 and 4 (part I) Controlled Drugs as part of their job role within the department.
3. Responsible Persons

Theatre management, all grades of Anaesthetist, Registered Nurses, Midwives and Operating Department Practitioners (ODPs).

4. Responsibilities 
The registered nurse/midwife or ODP in charge of a department or theatre is legally responsible for the CDs in the theatre/department and is responsible for the safe and appropriate management of CDs in that area.  It is their responsibility to ensure all staff is aware of and follow these SOPs in relation to CDs.  

The following staff have been authorised to receive handle and dispense CDs and have access to safe storage facilities.  Anaesthetists of all grades, Registered Nurses/Midwives and ODPs.

5. Information

The fourth report of the Shipman Inquiry “The Regulation of Controlled Drugs in the Community” made recommendations to strengthen and improve current systems for the management and use of controlled drugs.  The UK Government’s response to the report set out a programme of work to address the shortcomings identified by the Inquiry.  The Health Act 2006 and Regulations made under the Act – the Controlled Drugs (Supervision of Management and Use) Regulations 2006 – introduced new governance arrangements for controlled drugs which includes a requirement that healthcare organisations holding stocks of controlled drugs must put in place and operate within SOPs.  There is a legal requirement for all areas of healthcare services that hold stocks of Controlled Drugs to have Standard Operating Procedures in place for their management and use.  For full details see HDL (2007):12 and CEL (2007):14 http://www.sehd.scot.nhs.uk/mels/CEL2007_14.pdf  

Guidance on procedures can be found in NHS Grampian Policy and Procedure For The Safe Management Of Controlled Drugs in Hospitals.  

It is intended to provide advice on the minimum standards and does not preclude more stringent controls being in place.

6. Responsible Persons

	Controlled Drug Accountable Officer (CDAO) 

A person nominated by the NHS Board to be responsible for a range of measures relating to the monitoring of the safe use and management of CDs in accordance with the Health Act 2006 and the CD Regulations.
	CDAO Team Contact details 

	Anaesthetic Staff

Anaesthetic staff should ensure that they are aware of the procedures contained within the CD SOP and are expected to follow these procedures.  Anaesthetists are responsible for the signing for CDs they have received in the operating Theatre Controlled Drug Record Book, and for recording in the patient’s notes (or anaesthetic record) the amount of drugs administered.  Anaesthetists must return any unopened ampoules and are responsible for the safe disposal of any unused controlled drugs that remain in an open ampoule or syringe.  

	All anaesthetic staff currently employed within NHSG are authorised to be involved with all stages of CD preparation, administration and disposal unless deemed otherwise by the GMC or the Director of Anaesthetics NHSG.

All locum anaesthetists working within NHSG operating departments are subject to the same authority in regard to CDs as those directly employed by the trust unless they are subject to restrictions imposed by the GMC.

	Theatre Managers

Theatre Managers will ensure the procedures contained within the CD SOP are introduced and followed by all their staff.  They will ensure that all staff expected to deal with CDs are aware of how to access the SOP.  They will identify any areas of significant risk and take action to control this risk.  They will promote and demonstrate good practice associated with CD use.


	Insert names of theatre managers

	Registered Nurses/Midwives and ODPs

All staff dealing with CDs will ensure they are familiar with the SOP and will follow the correct procedure when undertaking any task involving CDs.  They will report any concerns relating to the risks associated with CDs to their line manager or pharmacist so action can be taken.
	All registered nurses/midwives and ODPs employed by NHSG are authorised to order, receive, handle and discard of CDs within the operating department. 

Registered agency and bank staff are subject to the same authority as NHSG staff in regard to CDs provided they have been deemed competent by management to handle CDs.


Index

	Title
	SOP

	Theatre Controlled Drug Record Book, Ordering, Receipt, Collection, Transfer and Return of CDs
	1

	Storage, Key security and Missing CD keys
	2

	Prescribing, Administration and Disposal of CDs 
	3

	CD Checks, Discrepancies and Suspected Loss of CDs
	4


Theatre Controlled Drug Record Book, Ordering, Receipt, Collection, Transfer And Return Of CDs (SOP) 1
	Theatre Controlled Drug Record Book
Entries of all CDs received, supplied, administered and destroyed must be made in the Theatre Controlled Drug Record Book.
	Detail who is responsible for ensuring that the Theatre Controlled Drug Record Book is kept up to date and in good order.

Detail who should complete entries within the Theatre Controlled Drug Record Book and which parts of the record book should be completed and how.

Detail what to do on reaching the last line of a page in the Theatre Controlled Drug Record Book.

	Errors made when writing in the Theatre Controlled Drug Record Book must be corrected in accordance with NHSG policy.
	Detail what to do when an entry is written in error or a mistake is made in the Theatre Controlled Drug Record Book.

	The Theatre Controlled Drug Record Book must be stored securely.  
	Detail where the Theatre Controlled Drug Record Book is kept.

	When the Theatre Controlled Drug Record Book is full a new record book should be started.

Completed Theatre Controlled Drug Record Books should be retained for two years from the date of the last entry.
	Detail how and where to obtain a new Theatre Controlled Drug Record Book from. 

Detail the process for transferring stock from the old Theatre Controlled Drug Record Book to the new one.

Detail where completed Theatre Controlled Drug Record Books should be stored.


	Ordering

Each theatre must hold a CD stock list.  The list should be agreed with the area pharmacist, anaesthetists and theatre manager.  The list must be kept up to date and modified as required.  
	Detail where the CD stock list is kept and the procedure to follow should the list require to be altered in any way.

	Format of requisitions including descriptions of all forms and stationery to be used.

The CD order book must be stored securely.

New CD order books will be issued automatically by the Senior Pharmacy Technician for CDs as the current book nears the end.  There is no action required from theatre staff to order a replacement.

The completed CD order book must be retained for 2 years from the date of last entry.
	Detail how you place an order for CDs, list the processes involved, i.e. The registered nurse/midwife or ODP orders CDs by completing the requisition in the CD order book etc.
Detail where the CD order book is kept.

Detail where completed books are to be kept and what you will do with them at the end of the 2 year period.  Describe the actions to be taken following the loss or theft of an order book.



	CD orders can only be carried out by authorised signatories.
	Detail where the theatres authorised signatories list is kept and how often it should be reviewed.

	There are two pages to each order.  The white original is removed by the pharmacist/technician who supplies the drugs and is retained in the Pharmacy Department.  The pink copy remains in the Theatre/Department CD Order Book. 

Mistakes made at the time of ordering must be clearly annotated.


	Describe what to do if you make a mistake when completing an order.  

	Designated CD order day(s)
	Detail the order days for all theatres and recoveries within the department.



	CDs required out of hours or in an emergency.
	Detail the procedures that must be followed to obtain CDs out with the regular order time.  (Emergency theatres – out of hours supplies)

	CD orders that have been placed and not received in the expected timescale
	Describe who to contact in this instance and what action you would take locally i.e. Datix reporting.  

	Receipt

Personnel authorised to receive CDs


	All registered nurses/midwives and ODPs employed by NHSG are authorised to receive CDs. 

All agency and bank staff working within the operating department can receive CDs provided they have been authorised to do so by management.

	All CD orders received must be reconciled against the original order.
	Detail exactly the process that is followed once CDs have been delivered from pharmacy.

	An entry is made in the Theatre Controlled Drug Record Book by the recipient at the time of receipt.

	Specify what details should be recorded in the record book at the time of receipt and who should be recording.

	Collection of CDs from Pharmacy

The “Accepted for delivery” section of the theatre CD order book will only be filled in if a member of staff collects the CDs personally from the pharmacy.


	Detail the process for collecting CDs from pharmacy.  Include security/ID requirements.


	Transfer of CDs between theatres/departments

Theatres should hold sufficient stocks to avoid the need to obtain supplies from other theatres/recovery when they cannot be obtained from the pharmacy service.  In exceptional circumstances it may be necessary to transfer CDs between theatres.


	Detail process for transferring CDs between theatres/recovery.




	Transfer of Patients to Other Clinical Areas With CDs Attached

Patients will frequently be transferred from the theatre recovery to the ward with either a PCA or epidural infusion in situ.
	Detail the responsibilities of the recovery nurse/midwife/ODP in regards to the transfer of the patient, e.g. Chart recording and hand over




	Returning CDs to Pharmacy

Where a pharmacy is present on site, CDs which are no longer required or which have expired should be returned to the relevant pharmacy department during normal working hours.  


	Detail process for returning CDs to pharmacy.


Storage, Key security And Missing CD Keys (SOP) 2.

	Storage of CDs

CDs must be stored in a locked CD Cupboard.  The cupboard should conform to BS2881 or be approved by pharmacy.


	Detail whether or not the CD cupboards either conform to BS2881 or has been approved by pharmacy.



	CDs stored within the CD cupboard.  
	Detail the storage points regarding CDs that must be followed e.g. CDs locked away when not in use, only CDs should be stored in the cupboard etc.


	Security of CD Keys

The registered nurse/midwife or ODP in charge is responsible for the CD key, and any duplicate keys. 

Key-holding may be delegated to other suitably-trained, registered nurses/midwives, or ODPs but the legal responsibility remains with the registered nurse, midwife, or ODP in charge.

The keys for the CD cupboard must be kept separate from other keys and stored securely at all times.


	Give details of the Senior Nurses/Managers who hold overall responsibility for your department.

Give details of who can and cannot hold the CD keys within the department.
Detail how the CD keys are kept during the day, who keeps them?  Detail where the keys are stored out of hours and how to obtain them.




	Missing CD Keys

If the CD keys cannot be found, every effort must be made to retrieve these as speedily as possible.

Keys that cannot be found must be reported in accordance with NHSG Policy.
	Detail step by step the process that you would follow if keys were discovered to be missing i.e. check that no other theatre staff have possession of the keys, check any areas visited by key carrier in case they have been dropped, contact senior nurse etc.

Detail who to contact if the keys cannot be found.  Detail the appropriate action to be taken once entry to the cupboard has been regained i.e. full stock check of contents, risk assessment etc.


Prescribing, Administration And Disposal of CDs (SOP) 3.

	Prescribing of CDs

Who is authorised to prescribe CDs?


	Detail staff groups, i.e. all Consultant Anaesthetists, Specialist Registrars, etc.



	Prescription stationery


	i.e. anaesthetic charts.  Prescription & Administration Record (PAR)


	Administration of CDs

Who can administer a CD?
	Detail staff groups, include for nursing and ODP staff acting under the direct supervision of anaesthetists in exceptional circumstances etc.

	Assembly 
	Removal from cupboard, reconstitution, etc.



	Special precautions
	I.e. IV, Calculations.

	Disposal of CDs

Management of CD spillages and part used doses should comply with the trust waste management policy.

When the dose to be administered to a patient is less than the contents of the smallest available ampoule, the required dose should be administered and the remaining drug denatured.
	Detail what steps to take should there be a spillage of a CD or accidental breakage of an ampoule/vial.

Detail the requirement to document any spillages/breakages.

Detail how to discard part used CD ampoules and syringe contents.  Describe what should be recorded in the Theatre Controlled Drug Record Book following a discard.

Detail where to obtain new “cin” bins and Pre-Gel/ Vernagel.




CD Checks, Discrepancies and Security/Suspected Loss of CDs (SOP) 4.

	CD Checks

The stock balance of all CDs entered in the Theatre Controlled Drug Record Book should be checked and reconciled with the amounts in the cupboard with sufficient frequency to ensure that discrepancies can be identified in a timely way.
	Detail the frequency of checks in your area and how they are documented.


	CD Discrepancies

Any discrepancy must be investigated without delay.
	Detail what process you would follow to deal with a CD discrepancy including who you would report the discrepancy too and in what time frame.

	If an error is traced appropriate amendments should be made to the Theatre Controlled Drug Record Book.
	Detail how to amend/update the Theatre Controlled Drug Record Book following a resolved discrepancy, include information regarding the recording of the discrepancy within the stock check sheets and any follow up investigation/action.  


	Security/Suspected Loss of CDs

A breach of security includes any deviation from the procedures that cause actual or potential loss or theft of medicines.
	Detail what steps you would follow and who you would contact should you discover any of the following;

· CDs found to be missing

· CD stationery found to be missing

· A CD cupboard Key found to be missing

· Any suspicious/inappropriate behaviour in relation to the management of CDs




Controlled Drugs SOPs Accountability/Training Record
The undersigned have read and received training on the SOPs relevant to their responsibilities and will work to them and any future SOP.

	Date
	Name
	Registered nurse, midwife, ODP or other (specify)
	Signature
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