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A Guide to Good Practice in the Management of Controlled Drugs in Primary Care – Scotland: Summary Document for Community Pharmacists and Pharmacy Technicians
The Controlled Drug Accountable Officers’ Network Scotland (CDAON) has published guidance for management of Controlled Drugs (CDs) in primary care accessible at: http://www.knowledge.scot.nhs.uk/accountableofficers/resources.aspx. 
This document is intended to be a reference source for all those working in primary care involved in the management and use of CDs.  It encourages a systematic approach in the management of CDs, covering a wide range of topics including obtaining, storing, supplying, recording, monitoring and disposing CDs safely. This will strengthen patient and public safety while helping to ensure appropriate and convenient access for patients who require CDs.  It does not advise on the clinical choice and use of CDs. 
The following information is a summary of the key points relevant to Community Pharmacy staff.  Reference to the full document, or contact with local CD Accountable Officers / CD teams should be made for further information.  
Following recommendations resulting from the Shipman Inquiry, NHS Boards have been legally required to appoint Controlled Drug Accountable Officers (CDAOs).  CDAOs are responsible for ensuring all CD management activities, carried out by their respective Board staff members and contractors (e.g. GPs and Community Pharmacists), are both legal and appropriate in order to safeguard patients.  Within many Boards, a CD Governance Team has been formed to assist with this task.  One of their main aims is to support healthcare professionals in meeting the demands of the legislation by providing advice and guidance. Community Pharmacists may encounter their local CD Team as part of ongoing CD enquiries or as a result of a request for a witnessed CD stock destruction.
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To find an NHS Board Controlled Drug Accountable Officer in Scotland:
http://www.healthcareimprovementscotland.org/our_work/governance_and_assurance/controlled_drugs/cdao_register.aspx
1.  Standard Operating Procedures (SOPs)

Regulations made under the Health Act 2006 require each healthcare organisation holding stocks of CDs to have standard operating procedures (SOPs) for the use and management of CDs.
SOPs should cover all aspects of risk management and include audit trails for ordering, storing, prescribing, dispensing, recording, supplying, administering and destruction of CDs as well as the clinical use and monitoring of patients on CDs. 
SOPs should highlight the accountabilities and roles of all members of the Pharmacy team.

The Scottish Government CEL2007(14) (http://www.sehd.scot.nhs.uk/mels/CEL2007_14.pdf) published in October 2007 ‘Safer Management of Controlled Drugs Standard Operating Procedures’ provides framework to support the development of SOPs for CDs.
2.  Storage of Controlled Drugs
The Misuse of Drugs (Safe Custody) Regulations 1973 imposes controls on the storage of Schedule 1, 2 and 3 CDs.  The Regulations apply to all Schedule 2 CDs and the schedule 3 CDs buprenorphine, flunitrazepam, diethylpropion and temazepam.

Pharmacies must comply with the requirements for safe custody.  They must ensure that the relevant CDs are kept in a locked safe, cabinet or room constructed and maintained in accordance with the Misuse of Drugs (Safe Custody) Regulations 1973.  This requirement does not apply in respect of any CD which is under the direct personal supervision of a pharmacist, e.g. when dispensing a prescription. The specification with which safes, cabinets and rooms must comply is given in great detail in the Regulations.  
This safe custody requirement for CDs applies also to methadone within automated methadone dispensing systems, CD prescriptions dispensed awaiting uplift, patient returned CDs and out of date CDs.
Note: Key security is an issue. Access is not being adequately restricted if the CD cabinet key is available to anyone not authorised to access the CDs.  

Drugs in Schedules 4 and 5 can also be a target by substance misusers.  Dispensary areas are required to be secure enough to prevent unauthorised access, but additional precautions, such as keeping medicines liable to abuse out of sight of patients, may be advisable.
3.  Record Keeping for Stock CDs  
Pharmacists are legally required to record Schedule 2 CDs in a controlled drugs register (CDR).  There is no legal requirement to record Schedule 3, 4, or 5 CDs in a CDR.  A record of all receipts and supplies of schedule 2 CDs must be made in the CDR at the time of transaction or as soon as possible in chronological order but no later than the following day.  (Although Sativex is a schedule 4-part 1 CD records must be kept.  The Home office strongly recommends the use of the CD register for making records relating to Sativex.)  
The record keeping requirements of the CD Regulations are a minimum and do not prevent any person required to keep a CDR from including additional related information.  It is good practice to record the following:

· running balances including those of liquid formulations.
· the prescriber’s identification number and/or professional registration number (where known)

· the name and registration number of the healthcare professional supplying the CD
· the invoice number of all CD deliveries should be recorded to aid reconciliation and provide a clear audit trail.  This is of benefit in investigation of a balance discrepancy.
A CDR must be kept at the premises to which it relates and be retained by its owner for at least two years from the date of the last entry and during that time must be produced for inspection if required.
4.  Physical Reconciliation of CD stock levels

The running balance recorded in the CDR should be checked against the physical amounts of stock at regular intervals as detailed in the corresponding SOP.  The General Pharmaceutical Council advises that the physical amount of CDs should be checked at least weekly.  The date on which a stock check is carried out should be recorded in the relevant CD register and signed by the staff completing the check.  Wherever possible, two members of staff should complete the check.  Individuals should not sign against a balance unless they have physically checked and verified it.  As with all medicines, checks on the expiry date of stock should also be carried out at regular intervals.
5.  Disposal of Out-of-Date Stock CDs
Stock Schedule 2 CDs must only be destroyed in the presence of an Authorised Witness-(AW).  An AW is an individual in possession of a written authority to witness the destruction of CDs. That authority must be signed by an NHS Board CDAO.  The attendance of an AW at a community pharmacy to perform a witnessed destruction of CDs may be arranged by contacting the CD team via the CDAO.  Some Pharmacy multiples may have their own AW who has been authorised by NHS Scotland CD Accountable Officers Network to complete destructions, they can be contacted through the company area manager.
Note: Out-of-date CDs should be appropriately segregated from in-date CDs in order to avoid    accidental dispensing of out-of-date drugs to a patient.

The disposal and destruction process involves rendering the schedule 2, 3, and 4(part 1) CDs irretrievable (using a denaturing kit) and disposal as pharmaceutical waste.
Expired CDs held by GPs should not normally be returned to pharmacy and must be destroyed by the GP in the presence of an AW.  This may be arranged by contacting the CD team via the CDAO.
6.  Disposal of Patient Returned CDs
‘Patient returned’ CDs are those that have been prescribed for and dispensed to a named patient, and then returned unused or part used for destruction.  There is no legal requirement for ‘patient returned’ CDs to be destroyed in the presence of an authorised witness (AW).  It is good practice to record the date of receipt of patient returned CDs and the date of destruction.  The destruction should be witnessed by another member of staff (preferably a registered healthcare professional).  Both the person denaturing, and the person witnessing, should sign that the destruction has taken place.  These records should be retained for a period of at least seven years.
7.  Disposal of CDs from Ships and Helicopters.

Pharmacies may accept out of date CDs from ships and helicopters that routinely carry the CDs in their first aid facilities.  This out of date stock should be recorded in the stock CD register at the Pharmacy and included in the running balance.  This return must NOT be treated as patient return.  The AW for that area should be contacted and a visit to arrange the destruction organised.
8.  Supply to Dentists

A Controlled Drug Requisition Form (CDRF), available from Health Boards, should be used by dentists to order midazolam from a community pharmacy.  In exceptional circumstances, practice headed notepaper can be used by dentists to order midazolam from a community pharmacy.  Any request must include full details (name and address of prescriber, drug name, strength, quantity) and be dated and signed.  

Copies of any requisition should be made before submitting to PSD.  Community pharmacists may accept midazolam no longer required from dental practices for denaturing and disposal if requested.  Best practice would suggest a record of this receipt and destruction should be made.
9.  Incidents or Concerns involving CDs
As well as complying with any local alerting or reporting procedures the appropriate NHS Board CDAO must be informed of all incidents, near misses and concerns involving CDs.  If urgent, contact the local CD Team by telephone and, if non-urgent, by e-mail within three working days.
See Appendix 1: ‘Reporting Incidents, Near Misses and Concerns involving Controlled Drugs’ for additional information. 
10.  Prescription Requirements

Amendments to the MDRs 2001 removed the requirement for prescriptions for Schedule 2 and 3 CDs to be written in the prescriber’s own handwriting.  Only the signature has to be in the prescriber’s own handwriting.

Schedule 2 and 3 Controlled Drugs 
A prescription for Schedule 2 and 3 CDs () must contain the following details, written so as to be indelible (e.g. written in ink, typed or computer-generated):

· The patient’s full name, address and where appropriate, age. An email address or PO Box is not acceptable. ‘No fixed abode’ is acceptable as an address for homeless people
· The name and form of the drug, even if only one form exists
· The strength of the preparation, where appropriate (if more than one strength exists). 

· The dose to be taken
· The total quantity of the preparation, or the number of dose units to be supplied written in both words and figure
· If issued by a dentist, the words ‘for dental treatment only’
· The date of signing
· The date the prescriber wishes the prescribing to start if this differs from the date signed
· The address of the prescriber which must be within the UK (NB: the UK does NOT include the Channel Islands or the Isle of Man)
· The prescriber’s usual signature in their own handwriting
· Alterations should be avoided as much as possible but if any are made, they should be clear and unambiguous, and be initialed and dated by the prescribe
Schedule 4 and 5 Controlled Drugs

Prescriptions for Schedule 4 and 5 CDs are exempt from the specific prescription requirements of the Misuse of Drugs Regulations 2001 however, they must still comply with the general prescription requirements as specified under the Medicines Act.

11.  Validity of CD Prescriptions
Prescriptions for schedule 2, 3 and 4 CDs are valid for 28 days from the date signed, or the appropriate start date if this is later as recorded on the prescription by the prescriber.  Therefore the prescription must not be dispensed more than 28 days from the date it was signed and dated by the prescriber, or if the prescription has later start date it must not be dispensed more than 28 days from this date. 
If the full quantity of the prescription cannot be supplied when first presented any balance must be collected within this 28 day period.
For instalment prescriptions the first instalment must be dispensed within the 28 day limit.  The remaining instalments should be dispensed in accordance with the written in instructions 
Prescriptions for CDs should be for no more than 30 days’ supply. In exceptional circumstances where the prescriber believes a supply of more than 30 days’ medication is clinically indicated, the prescriber should make a note of the reasons for this in the patient’s notes and be able to justify their decision if required.  
It is not illegal for a pharmacist to dispense a prescription for more than 30 days’ supply, but they must satisfy themselves as to the clinical appropriateness of the prescription before doing so.  A pharmacist does not need to contact the prescriber each time they receive a prescription requesting a supply in excess of 30 days for a schedule 2 to 4 CD.  Pharmacists should exercise their professional judgement and assess both the prescription and the situation to check the suitability for the patient.
12.  Instalment Prescribing
CDs can be dispensed to patients in instalments, e.g. daily, if specific information is included on the prescription.  This refers to both substance misuse prescriptions (e.g. methadone) as well as other CDs that are dispensed weekly in compliance devices.
Details to be specified on schedule 2 or 3 instalment prescription: 

· the dose to be taken

· the quantity to be supplied in each instalment

· the intervals to be observed between instalments

· the total quantity of CD to be provided
It is a legal requirement that both the dose and instalment quantity are specified separately on the prescription.  It is not a legal requirement to specify the starting date but this is recommended as good practice where it differs from the date of issue.
For instalment prescriptions of schedule 2 CDs, each supply must be entered on the day of supply into the relevant section of the CD register.  This task must not be left until the end of the prescription period or carried out in advance. 
The instalment must only be supplied on the date on which it is due.  If a patient does not collect an instalment when it is due, that supply is no longer valid, and they cannot collect the supply the following day.  Guidance from the Home Office has indicated that the use of specific wording will enable those supplying CDs to issue the remainder of an instalment prescription when the client has failed to collect on the specified day.
13.  Private Prescribing
All private prescriptions for Schedule 2 and 3 CDs (including temazepam) presented for dispensing in community pharmacies must be written on the standard PPCD prescription form.  Prescribers can obtain these after application to and authorisation by their local Health Board.

Reporting Incidents, Near Misses and Concerns Involving Controlled Drugs (CDs):

A Guide for NHS Staff and Contractors

There is a requirement for the NHS Board Controlled Drugs Accountable Officer (CDAO) to be notified of all incidents and concerns involving CDs that arise within their organisation and in the premises of independent contractors.  Receiving information on all CD incidents allows the CDAO to track trends and share these on an anonymous basis to prevent recurrence.

This Guide has been produced to clarify exactly what is required and applies to all incidents and concerns involving CDs in Schedules 2, 3, 4 and 5, but does not apply to those involving illicit drugs.

The Board CDAO should receive information on issues related to:

1.
Clinical Governance and Professional Practice

· All events or near misses involving prescribing, administration, supply or dispensing of CDs

· Any concern(s) about professional practice or behaviour of staff in relation to CDs e.g. unusual prescribing patterns

· Complaints from patients/carers/service users relating to CDs

2.
Record Keeping and Stock Discrepancies

· Unexplained losses/discrepancies of any CD, regardless of schedule

· Any discrepancy in CD stock which, although resolved, raises concerns

· Events or near misses involving CD destruction

· Loss of CD Register/Order Book or other relevant controlled stationery

3.
Fraud and Possible Criminal Issues

· Any suspected illegal activity relating to CDs, e.g. theft, patients attempting to obtain CDs by deception 

· Lost or stolen prescription forms

· Attempts to fraudulently produce prescriptions

These examples are not mutually exclusive, for example, record keeping issues may escalate to concerns about clinical practice or suspected theft.

All CD incident reports must include details of the actions taken, including immediate steps to prevent or reduce harm to patients, any investigations undertaken and actions taken to prevent recurrence, to provide assurance to the CDAO that the incident has been thoroughly investigated. 

In the event of a serious incident or concern, the CDAO must be notified within three working days.

If reports are made through other systems or for other purposes, a copy of the existing paperwork should be supplied, e.g. Datix, SEA, appraisal, company reports.

Where there is no reporting form available, ‘NHS Scotland Controlled Drugs Incident Report to Controlled Drugs Accountable Officer (CDAO)’ may be used.  Contact your local CDAO for a copy of the template. 

Contact details for CDAOs can be found at: http://www.healthcareimprovementscotland.org/our_work/governance_and_assurance/controlled_drugs/cdao_register.aspx or from your local NHS Board, hospital or CHP pharmacy team.
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