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	All healthcare professionals must exercise their own professional judgement when using guidelines. These are offered as an aide to decision making.
	


Guidance on Standard Operating Procedures (SOPs) for Controlled Drugs (CDS)

INTRODUCTION 

1. The purpose of this guidance is to promote the safe, secure and effective use of all controlled drugs. Controlled drugs (CDs) are subject to special legislative controls because there is a potential for them to be abused or diverted, causing possible harm. The Government has introduced strengthened measures to make sure controlled drugs are managed safely. These governance arrangements need to be implemented in a way that supports professionals, and encourages good practice around the management and use of these important medicines when clinically required by patients. 

2. The Government has introduced new monitoring and inspection arrangements for controlled drugs in the Health Act 2006. These will work within and alongside existing governance systems and should be seen as an integral part of the overall drive to improve quality in healthcare. Regulations made under the Health Act 2006 will require each healthcare organisation to appoint an Accountable Officer, responsible for the safe and effective use of controlled drugs in their organisation. The Regulations also introduce standard operating procedures (SOPs) for the use and management of controlled drugs. These are one of the practical measures that will help to ensure good practice throughout the health and social care system. 

3. The regulations require Accountable Officers to ensure that his or her organisation, or a body or person acting on behalf of, or providing services under contract with his or her organisation, has adequate and up-to-date SOPs in relation to the use of controlled drugs. 

4. The standard operating procedures must in particular cover the following                  matters: 

· ordering and receipt of CDs; 

· assigning responsibilities; 

· where the controlled drugs are stored; 

· who has access to the controlled drugs; 

· record keeping; 

· who should be alerted if complications arise. 

Definition

5. An SOP is an unambiguous document, describing the responsibilities and the procedures, including audit, necessary to safely and accountably manage any set of processes, in this case around the total management of CDs. An SOP is a working document detailing the current agreed working practice that takes account of all the areas that are applicable to the management of CDs in an individual setting. 

6. This guidance is intended to provide base line advice on the areas that might be considered for inclusion in the SOP. Different health and social care settings may have practice areas in addition to those outlined below.

PRINCIPLES 

7. Why are SOPs needed for CDs? 

· To improve governance of controlled drugs within the organisation 

· To provide clarity and consistency for all staff handling controlled drugs 

· To define accountability and responsibilities and clarify where responsibility can be delegated 

· To ensure practice is in line with the regulatory frameworks 

· As training tool for new and existing staff. 

The Practice does not stock controlled drugs. 

	1. Prescribing


	

	Authority to prescribe
	Dr Doha would be the only GP authorised to prescribe controlled drugs

	Prescription stationery
	FP10 would be used when necessary

No private controlled drug stationary is held at the practice

For ordering private prescription pads for controlled drugs, see appendix 2. 



	Private prescribing
	No private prescriptions would be issued for controlled drugs.


	2. Receiving into organisation


	Comment

	2.1Ordering

2.2Returned CD

2.3Other drugs returned

2.4Record keeping of CD if ordered in exceptional circumstances

Named person|(s) with Authority to order
	Practice do not order or stock controlled drugs.

No controlled drug is accepted at the surgery and must be returned to the chemist that it was dispensed from.

The practice does not accept any returned medication.

If a controlled drug was to be ordered, this order will be countersigned by Dr Doha before any order is placed.  Practice administrator will place the order and a copy of the order will be given to the Practice Manager for reference.  The log book will be updated with the details of the drug, the patient, the GP and any other important information (See appendix).

Sandra Gage (Practice administrator) authorised to order after order section on the controlled drug register has been completed.

	Receipt

Personnel authorised to receive

Record keeping of receipt

Security on receipt
	Sandra Gage authorised to receive CD. In her absence Dr Doha or Dr Iqbal.

Entry made in appropriate section of Register

Person who received it should store it in the secure cabinet in the ground floor nurse room

	Storage

Security and key/code security

Personnel with access
	Key for secure cabinet with Sandra Gage.

 Practice is aware that storage must comply with legal requirements Misuse of drugs (safe custody) regulations 1973 ( where required for Controlled drugs).

	Register entry
	There is a legal requirement for records of all Scheduled 2 CDs to be kept in a CD register. The CD register will be kept in computerised format (as per the Misuse of Drugs Regulations 2001). All health care professionals who hold CD stock must keep a CD register and they are personally responsible for keeping this accurate and up to date.  

No alterations, cancellations or obliterations are allowed to the register.



	Arrangement for controlled stationery
	This will be placed in a secured cabinet and locked with the key placed with Sandra Gage or practice manager.

	Action to take if discrepancies
	Call an emergency meeting between GPs, nurses and practice manager to discuss discrepancy and to identify cause.

Significant Event form to be completed at this meeting and reviewed at next clinical meeting

	Audit


	An audit would be carried out annually if there are controlled drugs on the premises.




	3. Administration
	

	Authority to prescribe
	Any GP

	Authority to administer
	Any GP

	Assembly

(Removal from cupboard, manipulation)
	Administering GP/Practice nurse

	Patient

Checking right patient, etc
	Administering GP

	Register entry
	Administering GP/Practice nurse

	Patient specific documentation
	Administering GP

	Disposal/recording arrangement for any unused portion
	Administering GP/Practice nurse


	4. Register
	

	Regular check of CD stock and CD register


	Monthly checks if controlled drugs are kept on premises



	Record document management


	CD register until electronic registers become  legal thereafter on U drive password protected file and kept for 5 years

	Retention of hard copies / back-up of e records
	On back-up tape securely stored on the premises


	5. Disposal 

Unused portions, out of dates, patient own, denaturing, authority to witness if required, disposal
	Recorded on register and guidance from PCT medicines management team.


	6. Incidents

Call an emergency meeting between doctors, practice nurse and practice manager to discuss discrepancy and to identify cause.

Significant Event form to be completed at this meeting and reviewed at next clinical meeting


	7. Hypnotics
Since 1982 under the Family health service authority (FHSA) the practice has adhered to the following policy in regards to the prescribing of hypnotics.
The practice has a strict policy in regards to the prescribing of hypnotics including Benzodiazipines which is known to all clinical members.

Usually the practice does not offer hypnotics and the first therapy offered is COUNSELLING and SELF HELP FROM THE IAPT (Improved Access to Psychological Therapies)

However, if the patient is desperate then a small supply of Hypnotics / Benzodiazipines is prescribed.




	8. Audit

Carried out by: Practice manager

Annually- 


Appendix 1: Controlled Drug Register

	Date
	Patient
	CD ORDER


	CD RECIEVED AND STORED IN SECURE CABINET
	CD TAKEN FROM CABINET
	CD DISPOSAL WHEN NECESSARY

Disposal of controlled drugs must be witnessed and authorised by the appropriate person from the PCT.  For guidance contact the Medicines Management and Pharmacy Team for advice 020 7525 3253. 

	
	
	CD Name:

Ordered by (name):

Sign:

Date:

Countersigned:

Name:


	Sign:

Name:

Date:


	Sign:

Name:

Date:

Countersigned:

Name:
	State reason:

Sign

Name

Date

Countersigned:

Name:

	
	
	CD Name:

Ordered by (name):

Sign:

Date:

Countersigned:

Name:
	Sign:

Name:

Date:


	Sign:

Name:

Date:

Countersigned:

Name:
	State reason:

Sign

Name

Date

Countersigned:

Name:

	
	
	CD Name:

Ordered by (name):

Sign:

Date:

Countersigned:

Name:
	Sign:

Name:

Date:


	Sign:

Name:

Date:

Countersigned:

Name:
	State reason:

Sign

Name

Date

Countersigned:

Name:


Appendix 2: Process for ordering private Controlled Drug (CD) prescription pads

As you may be aware, from the 7th July 2006 the amendments to the Misuse of Drugs Regulations 2001 require private prescriptions for Schedule 2 and 3 CDs to be written on a standardised private prescription form, containing the prescriber identification number. Records of these private CD prescriptions will be held on a central database and will be monitored by Southwark medicines mgt team.
To obtain a private prescriber identification number please send a letter to Mehmet Shah, at the above address, detailing the title and name of the prescriber, their date of birth and their GMC registration number.

Please send this information on headed paper for each individual prescriber.

The medicines mgt team will send the necessary information to the Business Services Authority. The Business Services Authority issues the private prescriber identification number, which is required to order the private prescription forms. The estimated timescale from receipt of the request by the medicines mgt team, to delivery of the prescription forms to the PCT is approximately 15 working days. 

On arrival of the prescription pads, the prescriber will be contacted and asked to collect the forms at the above address, bringing with them proof of identification. If under exceptional circumstances the prescriber is unable to collect the forms, a representative may be sent with an authorisation letter from the prescriber.

To obtain further supplies of private prescription forms please send your request to Medicines mgt team at the above address. Please ensure the letter is on headed paper and includes the prescriber’s name and private prescriber identification number. This process takes an estimated 10 working days.

If there are any changes to the details submitted (e.g. change of address) please inform us in writing as soon as possible, quoting the prescriber identification number.
Date    1.8.20
Signed                                [image: image1.emf] [image: image2.emf]
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