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CONTROLLED DRUGS – STANDARD OPERATING PROCEDURE 

Standard Operating Procedure (SOP):

Management of Controlled Drugs in GP practice 

1.
Purpose
This document 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 CDs to have Standard Operating Procedures (SOPs) in place. 

2.
Scope
This standard operating procedure covers all aspects of the management of controlled drugs (CDs) within the general practice environment. These procedures apply to all individuals working within GP practices who deal with Schedules 2, 3 and 4 (part I) Controlled Drugs as part of their job role within the practice. 

3.
Responsible Persons
	Accountable Officer (AO) 

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 Controlled Drugs in accordance with the Health Act 2006 and the Controlled Drugs Regulations.
	The Accountable Officer is 
Dr M S Mohamed


	Responsible GP

A GP responsible for Controlled Drugs management within the practice. This person is responsible for ensuring the information contained within the SOP is accurate and complies with the updated Controlled Drugs regulations as well as ensuring that the SOP is implemented.

Doctors are the only members of the practice who can legally possess CDs. The practice should therefore designate a GP and deputy, who take responsibility for all aspects of CD usage, including ordering, recording, storage and monitoring. Where all doctors take individual responsibility for their own stock and there are no shared responsibilities, every GP is the responsible GP.
	The GP responsible for Controlled Drugs management within the practice is 
Dr M S Mohamed

	Authorised Witness

A person authorised by the Accountable Officer to witness the destruction of Controlled Drug stocks.
	The local Authorised Witnesses are:
N/A



4.
Responsibilities. 

	The following staff have been authorised to receive and handle Controlled Drugs and have access to safe storage facilities.
	Authorised staff 
N/A

	List of staff authorised to prescribe CDs:


	Authorised staff 
Dr M S Mohamed

Dr G Sham 
Dr P Bosch

Dr A Mohamed
Locum GP

	List of staff authorised to administer CDs:
	Authorised staff 
Dr M S Mohamed

Dr G Sham
Dr P Bosch

Dr A Mohamed
Locum GP

	There are systems in place to make sure that there is always at least one such authorised staff member on duty.
	A high probability of this occurring

	It is the responsibility of those working to the procedures to highlight to the Responsible GP any deficiencies in the SOP.
	Those working to the procedure are made aware of this notice


5.
Obtaining Stock Schedule 2 and 3 Controlled Drugs 

	a. Controlled Drugs are ordered for specify use, e.g., Doctor’s Bag stock for home visits.
	N/A

	b. Controlled Drugs are ordered from specify pharmacy.
	N/A

	c. The following GPs may order Controlled Drugs 
	Dr M S Mohamed

Dr G Sham
Dr P Bosch

Dr A Mohamed


The following minimum stock levels and order quantities are detailed below:

Stock CD Items:

	Drug, formulation and strength
	Minimum stock level
	Order Quantity

	
	
	

	
	
	

	
	
	


6.
Receipt of Schedule 2 CDs 

	a. Controlled Drugs should be given immediately to.
	N/A – No CDs are received 


	b. Controlled Drugs are immediately stored in a locked receptacle e.g. Controlled Drug cabinet, a lockable Doctor’s bag.
	specify all locations and what process must be followed in the event of being unable to immediately access the correct receptacle
CDs are not received – N/A


	c. An entry is made in the CD register by the recipient on the day of receipt or the day following at the latest
	specify all who may add details to CD register - N/A


7.
Safe Storage of Controlled Drugs

This applies to all Schedule 2 drugs, eg diamorphine, morphine, pethidine, and certain Schedule 3 drugs, ie buprenorphine, diethylpropion, flunitrazepam and temazepam.

	a. All Controlled Drugs are stored in a locked receptacle e.g. Controlled Drug cabinet, a lockable Doctor’s bag.
	specify all locations
N/A

	b. The nominated key holder(s) is/ are 
	N/A

	c. Keys for CD storage facilities must themselves be securely stored, eg in a key cupboard with a combination lock or under personal control of an authorised staff member. This must ensure that no unauthorised person is able to access them and they are stored securely while the premises are closed. 
	Detail practice process

N/A

	d. Stock found to be out of date is clearly marked and segregated from in date stock until arrangements can be made to have the out-of-date stock destroyed. 
	Detail practice process

N/A

	e. The bound CD register should ideally be stored safely outside the locked receptacle. It should be readily available to make an entry at the time of administration or receipt of supply.
	N/A


8.
Prescribing
	a. The following GPs can prescribe CDs
	Dr M S Mohamed

Dr G Sham
Dr P Bosch

Dr A Mohamed

Locum GP


	b. The following independent nurse prescribers can prescribe CDs
	N/A

	c. The following supplementary prescribers may prescribe CDs as part of a clinical management plan agreed between the independent prescriber, supplementary prescriber and the patient.
	N/A

	The General Medical Council may impose restrictions on doctors in relation to prescribing of CDs. Any practitioner subject to such restrictions must ensure that any practices for which they provide services are aware of all terms of restrictions imposed.
	None



9.
Safe Storage of Prescription Stationery

	a. All stationery which can be used to order CDs, eg GP10, GP10A, CDRF is stored securely and access is controlled.
	Locked unit in Dr M S Mohamed’s room & Practice Manager’s room

	b. The nominated key holder(s) is/ are specify all persons responsible.

	Dr M S Mohamed & Mrs N Taylor (Practice Manager)

	c. Completed prescription forms awaiting collection are stored securely during surgery hours and when the premises are closed. 
	Detail practice process

All prescriptions are stored in a designated box which stored in a locked room



	d. Completed prescription forms are only given to authorised persons and appropriate actions taken if not collected.
	Detail practice process
Designated pharmacy assistant collects them from the Practice



	e. Lost or stolen prescription forms are reported as soon as the loss/theft is discovered.  They should report the approximate number of prescription or requisition forms lost or stolen, their serial numbers and where and when they were lost or stolen.
	Detail practice process including contact details

A record of FP10 prescription serial numbers is kept.


10. Incidents and concerns involving CDs
These are reported to:

	Name
	Role
	Timescale

	Dr M S Mohamed
Mrs Nine Taylor (PM)
	Responsible person within practice for CDs
	Immediately aware 

	Dr A Mohamed
	Deputy
	When responsible person not available


11. Destruction and Disposal of CDs

	a. Any stock CDs past their expiry date or otherwise unsuitable for use will only be destroyed in the presence of a person specifically authorised in writing by the NHS Board Accountable Officer to witness CD destruction.
	N/A – No stocks of CDs held

	b. The Practice does not routinely accept CDs returned by patients for destruction. Patients or their representatives will be asked to return CDs to a Community Pharmacy for destruction.
	N/A – The Practice will not accept any CDs from patients or their representatives 

	c. CDs awaiting destruction will be retained on-site in a suitably secure receptacle, appropriately labelled and clearly segregated from all other stock. All such CDs will continue to be recorded in the appropriate CD register.
	N/A

	d. When destruction of stock CDs is required, the Accountable Officer will be contacted and the attendance at the Practice of an authorised witness arranged
	N/A

	e. In the presence of the authorised witness, a competent member of staff at the Practice (usually a healthcare professional) will perform the stock CD destruction.
	The competent staff member(s) permitted to destroy stock CDs is/are: 
N/A

	f. Where patient returned CDs are accepted Destruction of patient returned CDs does not require the attendance of an authorised witness and will be undertaken as soon as is practicable within the Practice by two competent members of staff (usually healthcare professionals). This will be recorded in a separate book kept for that purpose. 
	Members of staff permitted to destroy patient returned CDs are: 
N/A

	g. CDs will only be destroyed by being placed into a commercially available denaturing kit. The Practice will ensure that denaturing kits are available on-site.
	N/A

	h. When destruction is completed, the name, position, and signature of the person destroying the CDs (and the witness) will be added to the CD register or patient returns log, along with the date of destruction.
	N/A

	i. Denaturing kits containing destroyed CDs will only be disposed of in pharmaceutical waste.
	N/A


12. Stock Checks
	a. Physical checks of stock CDs are carried out regularly to ensure all stock is accounted for.
	Detail practice process including frequency of checks
N/A – no CDs are stored



	b. Any discrepancies are investigated fully
	N/A

	c. Unresolved discrepancies are reported to the person responsible for CDs in the practice and the Accountable Officer
	N/A


13. Training
	a. Induction training is provided for all new members of staff who are involved in management and use of CDs or CD stationery.
	Detail practice process 
Staff are made aware of the Practice policy on CDs & safekeeping of CD stationery


	b. Regular updates are provided on management and use of CDs or CD stationery to all staff who identify a training need or have been involved in a CD related incident.

	Detail practice process and timescales
Updated policy is available to staff on the internal Practice CQC web page


Training Log Standard Operating Procedure

I have read and understood the SOP relating to management of Controlled Drugs and undertaken any identified training:

	Date
	Name
	Job Title
	Signature

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


Definitions

Accountable Officer (AO): A person nominated by their designated body to be responsible for a range of measures relating to the monitoring of the safe use and management of Controlled Drugs in accordance with the Health Act 2006 and the Controlled Drugs Regulations.

Controlled drugs (CDs): those drugs in the Schedules of the Misuse of Drugs Act 2001 and subsequent regulations.  See below for further information and examples.

Authorised Witness (AW): A person who has signed authorisation from the Accountable Officer, to witness the destruction of Schedule 2 Controlled Drugs in certain locations.

CD Denaturing Kit: A commercially available kit specifically designed for denaturing CDs taking account of health and safety risks and waste regulations.

Patient returned CDs: CDs that have been prescribed for, and dispensed to, a named patient and then returned for safe disposal.

Stock CDs: CDs which have been ordered for use by the practice via administration by a GP, usually in an emergency situation. Central stock is that stored in a cupboard or emergency bag that can be accessed by any doctor. Personal stock is that kept under personal control by one doctor.
Waste disposal bin: A container designated for storage and transport of medicinal products.  

The CD Schedules

Schedule 1 (CD Lic): No recognised medicinal use, eg coca leaf, lysergamide, lysergide (LSD) and mescaline.  Only certain persons have been licensed by the Home Office to possess them for research and other special purposes in the public interest and they are not available in general practice.

Schedule 2 (CD POM): These include diamorphine, morphine, pethidine. They are subject to restrictions on possession and supply. There are specific requirements for prescribing. They are subject to safe custody requirements and all transactions must be recorded in a CD register. Schedule 2 CDs may only be destroyed in the presence of an Authorised Witness.

Schedule 3 (CD No Reg POM): These include buprenorphine, midazolam and temazepam. Transactions do not need to be recorded in a CD register and only some, eg temazepam and buprenorphine require safe storage. There are specific requirements for prescribing.
Schedule 4 (CD Benz POM or CD Anab POM): This schedule is split into two parts, Part 1 (CD Benzodiazepines) and Part 2 (CD Anabolic Steroids). Controlled drugs prescription requirements do not apply and there is no requirement for storage in a locked receptacle.  Invoices must be retained for two years.

Schedule 5 (CD Inv. P or CD Inv. POM): These are subject to minimal control and includes certain CDs (e.g. codeine, pholcodine, morphine) which are exempt from full control when present in medicinal products of low strengths.
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