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Introduction

The Controlled Drugs (Supervision of Management and Use) Regulations 2006 came into effect on the 1st January 2007 as a result of the Government’s response to the Fourth Report of the Shipman Inquiry. It is a requirement that of these regulations that there should be approved Standard Operating Procedures for handling of controlled drugs. 

It is the main thrust of these regulations that a robust system and audit trail should be in place for all stages in the handling of Controlled Drugs in primary care. It is the aim of this document to provide GP surgeries with the processes to enable them to achieve this. 

Every effort has been made to ensure that the information provided in this document is accurate and up-to-date. However, the legal and regulatory framework governing CDs is continuing to change significantly and readers should always check that they are referring to the most up-to-date version of this guide, as well as cross-checking with other recognised sources of information e.g. 

· A Guide to Good Practice in the Management of Controlled Drugs in Primary Care (England).Second Edition. National Prescribing Centre. Feb 2007

http://www.npc.nhs.uk/controlled_drugs/cdpublications.htm
PCT role and responsibilities:

The PCT must have an Accountable Officer (Dr Atterton) who is responsible for ensuring the safe and effective use and management of CDs within local organisations subject to their oversight and must have regard to best practice in relation to the management of CDs.

In particular:

• Secure the safe management and use of CDs, in particular:

• Establish and ensure appropriate arrangements to comply with Misuse of Drugs

legislation;

• Ensure adequate and up-to-date SOPs are in place in relation to the management

and use of CDs;

• Ensure adequate destruction and disposal arrangements for CDs;

• Ensure monitoring and auditing of the management and use of CDs;

• Ensure relevant individuals receive appropriate training;

• Maintain a record of concerns regarding relevant individuals;

• Assess and investigate concerns;

• To take appropriate action if there are well founded concerns;

• To establish arrangements for sharing information.

GP Surgery role and responsibilities:

Introduction:

It is the responsibility of GP surgeries to ensure that they have processes in place which enable them to comply with current regulations and good practice guidance regarding all aspects of Controlled Drug management. This document is an aid to that end. Practices may, however, adapt this document to suit their own circumstances always provided this follows current regulations and good practice. 

Designated Senior Heath Professional:

Each GP practice should have a designated senior health professional (usually the senior GP partner(Dr Lewis) or prescribing lead). They have overall responsibility for controlled drugs in the practice.

This includes:

Ensuring storage and record keeping of CDs complies with current regulations and

  good practice;

Where appropriate and where current regulations and good practice allow,

   authorising other members of staff to conduct certain processes regarding CDs at

   the practice;

Having up to date SOPs in place for all processes involving CDs at the practice;

Investigating discrepancies involving CDs when they occur;

Reporting unresolved discrepancies or other concerns regarding CDs to the PCT

 Accountable Officer;( Dr Atterton)
Storage of Controlled Drugs

CD’s requiring safe custody should be stored under lock and key in a safe/cabinet. This

safe/cabinet will conform to the requirements of the Misuse of Drugs (Safe Custody)

Regulations 1973.

The locked safe/cabinet should preferably be as follows:-

o made of steel, with suitable hinges;

o fixed to a wall or the floor with rag bolts (these bolts should not be accessible

from outside the cabinet).

Ideally the safe/cabinet should be within a cupboard or some other position to avoid

easy detection by intruders.

If a safe is used to store CDs, then there should be a separate receptacle within the safe

that keeps the CDs apart from other items, e.g. money, valuables, etc. Nothing should

be displayed outside to indicate that CDs are kept within the container.

The room containing the safe/cabinet should be lockable and tidy around the

safe/cabinet area to avoid drugs being misplaced.

The walls of the room should be constructed to a suitable thickness using suitable

materials.

The room should not normally be accessible to patients or other members of staff who

are not permitted to have access to CD’s. However, if others do have to enter the area

where CDs are stored, it is good practice that they should be continuously supervised

until such time as they leave the area.

Stock should be kept to a minimum and nothing should be displayed outside to indicate

that controlled drugs are kept within that receptacle.

Other drugs that are liable to misuse can be locked in the cabinet if this is deemed

appropriate by the relevant health care professional.

Access to Controlled Drugs Cabinet Keys

The named person responsible for the storage of CD’s within the service should take

overall responsibility for the keys / codes to the controlled drug cabinet/safe. A written

procedure to ensure that the keys to the CD cabinet/safe are secure at all times should

be put in place.

The keys should always be kept separate from the cabinet/safe and should never be

accessible to unauthorised persons.

The use of several sets of keys for the CD cabinet/safe should be avoided. However, if

there is more than one set available strict controls on who is in possession of these keys

should be implemented by the Practice Manager.

The number of sets of keys to the cabinet/safe, and who holds them, or who has access

To them must be known at all times by the Practice Manager.

Access to key cupboards should be restricted and removal of keys for CD cabinet/safe

should be logged, so that it is known at all times who is in possession of the keys.

An emergency spare set of keys to the CD cabinet/safe should be available. These

should not be stored with the normal set of keys. Access to these should also be

restricted and removal from the area should also be logged.

Access to Controlled Drugs Cabinet

Only persons who are authorised to handle CDs will be allowed access to the CD

cabinet/safe. The designated senior health professional remains ultimately accountable

for the management of CDs.

Access to the cabinet must always be witnessed by a second authorised person.

A controlled drug register will be kept by the service maintained according to Misuse of

Drug Regulations and good practice requirements.

The CD register should stored safely outside the CD cabinet/safe, in an appropriate

location near the CD cabinet/safe, care should be taken to choose a location that does

not advertise the location of the CD’s.

The CD Register

The register must:

o Be bound (not loose-leaved) or a computerised system which is in accordance

   with best practice guidance;

o Contain class sections for each individual drug;

o Have the name of the drug specified at the top of each page;

o Have the entries in chronological order and made on the day of the transaction or

    the next day;

o Have the entries made in ink or otherwise so as to be indelible or in a

    computerised form in which every such entry is attributable and capable of being

    audited;

o Not have cancellations, obliterations or alterations; corrections must be made by

    a signed and dated entry in the margin or at the bottom of the page;

o Be kept at the premises to which it relates and be available for inspection at any

    time;

o A separate register must be kept for each set of premises (for example, not just

    the main surgery);

o A separate register must be kept for each place CDs are stored (for example, the

    main surgery CD cupboard and a GP’s bag for home visits MUST have separate

    registers);

o Pages must be sequentially numbered;

o Be kept for a minimum of two years after the date of the last entry, once

    completed;

o Not be used for any other purpose.

Good practice suggest that the register should:

o Specimen signatures and initials are to be included at the front or rear of each

    register in use, detailing the full name and professional registration number of

    each person who makes an entry in that register;

o Be uniquely numbered on the front cover;

o Kept for a minimum of 10 years.

A running balance of stock will be kept in accordance with the SOP for Running Balance

  Stock Check.

Any discrepancies found in the running balance will be brought to the attention of

  named person responsible for CD’s, who will investigate the discrepancy further, and in

  accordance with the SOP for Discrepancy Resolution.

There are commercially available CD registers which fulfil all the above requirements.

The PCT would strongly recommend that practices use these.

Details of suitable suppliers can be obtained from the PCT Accountable Officer.

Computerised controlled drug registers

The definition of a CD register in the 2001 Regulations was amended in November 2005

  to allow (not require) the register to be held on a computerised system which complies

  with specified best practice guidance. The Regulations require that entries in

  computerised registers must be attributable and capable of being audited.
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Further information:

o A Guide to Good Practice in the Management of Controlled Drugs in Primary

Care (England).Second Edition. National Prescribing Centre. Feb 2007

http://www.npc.nhs.uk/controlled_drugs/cdpublications.htm
o Safer Management of Controlled Drugs: Requisitions for Schedule 1, 2 and 3

Controlled Drugs (PPA)

http://www.ppa.org.uk/ppa/safer_management.htm#req_sched
o Safer management of controlled drugs: changes to requirements for

requisitions for the supply of schedule 1,2 and 3 controlled drugs.

(Department of Health October 2007).

http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAnd

Guidance/DH_079571

o Guidance for Pharmacists on the safe destruction of Controlled Drugs

England, Scotland and Wales, RPSGB, Sept. 2007

http://www.rpsgb.org/pdfs/cdsafedestructionguid.pdf
o CD Prescription writing guidance in front pages of current BNF – e.g. BNF 54

(Sept 2007) pages ADD
o Safer Management of Controlled Drugs: Controlled Drug Prescribing (PPA)

http://www.ppa.org.uk/ppa/safer_management.htm#req_sched
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