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Safer Management of Controlled Drugs: Strengthened Governance Arrangements 

January 2007
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Brent PCT’s Prescribing and Medicines Management Committee and the Executive Management Team (EMT), have considered the implications of the Health Act 2006 for Brent tPCT.  The EMT has recommended that the Strategic Pharmaceutical Adviser, Rashmi Rajyaguru should be the nominated Accountable Officer (AO) for Brent tPCT. This appointment and the role and responsibilities of the AO will fulfill our statutory obligation as per the Healthcare Commission requirements.

The Board is asked to:
·  Note the appointment, role and responsibilities as agreed by the EMT and the Chief Executive Officer in September 2006. 

·   Agree the reporting  arrangements and to ensure that this is included in the Terms of Reference for the Health and Social Care Panel in decision making following the investigation reports

Accountability for the Brent Accountable Officer
The tPCT Accountable Officer reports to the tPCT Medical Director and is accountable to the tPCT board and is also accountable through the tPCT management to the Strategic Health Authority
· The AO Accountable Officer will identify the current resources necessary to support arrangements required to perform various key statutory (see page 4 under responsibilities of AO)
Reporting Arrangements
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1.0 Background
Controlled drugs (CDs), such as morphine, diamorphine (heroin), methadone, amphetamines and cocaine, are subject to special legislative controls because there is a potential for them to be abused or diverted, causing possible harm.  

1.1 When used therapeutically, CDs are an essential part of modern clinical care.  They are used to treat a wide variety of clinical conditions including: 

· Relief of acute pain, e.g. after a heart attack or fracture;

· Relief of severe chronic pain;  

· Palliative care, for example for patients with terminal cancer;

· Treatment of drug dependence;

· Anaesthesia. 

There are controls in place governing all steps involved in getting CDs from the manufacturer to the patient, including their storage (in the pharmacy or GP practice), prescribing, and supply. 

1.2 The Shipman Inquiry’s Fourth Report highlighted a number of serious shortcomings in the existing governance arrangements for the safe management of CDs, and made a number of recommendations to improve their management.  The Government responded to this report and introduced a number of new governance arrangements in the Health Act 2006.

1.3 These new governance arrangements will need to be implemented in a way that supports professionals, and encourages good practice and the use of CDs when clinically required by patients.

1.4 Central to the Government’s new measures for the safe management of controlled drugs are new monitoring and inspection arrangements which 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.  This briefing explains how these arrangements will work and what action is required by the PCT Board.

2.0 The Health Act 2006
The Health Act 2006 has introduced a system which works within and alongside existing governance arrangements, and places the management of CDs within the overall context of clinical quality.  This will build on the expertise of organisations that currently monitor and inspect aspects of the management of CDs.  It will also maximise the ability to detect poor practice in management of CDs by combining this with information on other aspects of clinical practice.

2.1 PCTs, NHS Trusts, Foundation Trusts, the independent healthcare sector, and care homes will have a responsibility to assure the quality of their CD management systems as an integral part of their governance processes, with external inspection, where appropriate, as an additional safeguard.  

2.2 Healthcare organisations, police services, social services, the National Clinical Assessment Service and the relevant inspection bodies will also be under a statutory duty to work together in local networks to share intelligence on controlled drugs issues where there are concerns.  The overall arrangements will be subject to assurance by the Healthcare Commission.  

2.3 At local level, all healthcare and social care organisations will be accountable for ensuring the safe management of controlled drugs.  Organisations directly providing clinical services will be required to complete a self-assessment and declaration on whether they use controlled drugs.  These assessments will inform occasional random inspections to provide an additional check that controlled drugs are managed safely. 

2.4 PCTs, NHS Trusts, Foundation Trusts and the independent sector will be accountable for the monitoring of all aspects of the use and management of controlled drugs by all healthcare professionals who they employ or with whom they contract.  They will do this through normal governance arrangements such as analysing baseline data and clinical governance visits (for example by clinical governance leads or prescribing advisers).  Where one organisation provides services to another, responsibility for governance arrangements should be specified in the contract. 

3.0 The Accountable Officer
The Health Act 2006 places a statutory responsibility on PCTs, NHS Trusts, Foundation Trusts and independent hospitals to nominate a specific individual – an Accountable Officer - to be responsible for the monitoring of the safe use and management of controlled drugs in their organisation.  The Accountable Officer’s responsibilities are as detailed below. 

3.1 The Accountable Officer should be a senior executive officer of the organisation, i.e. they should either be an Executive Director or report directly to an Executive Director.  They should have credibility with all healthcare and social care professionals and sufficient seniority to be able to take action regardless of how a concern is raised.   

Responsibilities of the Accountable Officer 

	Responsibility 
	Support arrangements required

	Ensure monitoring arrangements are in place for management and use of controlled drugs
	· Data analysis – prescribing data, dispensing data of pharmacists  etc 

· Analysis of organisational self-assessment and annual declarations

· System for identifying other triggers

	Establish mechanisms for the very quick sharing of intelligence and joint action in cases of urgency

 (where patient safety is at risk or evidence may be destroyed)
	Administrative support 

	Ensure clear routes, such as the NHS complaints system, are available for any healthcare professional, patient or member of the public to raise matters of concern, within a framework of appropriate confidentiality.  This includes routes for healthcare professionals to self-refer if they have concerns about their own performance.
	Complaints/ raising concerns function

	Undertake mechanism for further investigation of causes for concern 
	· Investigative function

· Obtain expert advice and prepare to engage witnesses

· Prepare an investigation report



	Determine whether a targeted inspection is required and those who should be involved (May do this as part of a Decision-making Group such as the Health & Social Panel)
	· Investigative advice 

· Investigative function 

	Determine remedial action to be taken (eg no action required, support to healthcare professional or organisation, referral to regulatory body, Healthcare Commission, CSCI, police) (May do this as part of a Decision-making Group such as the Health & Social Panel)
	Access to NPSA, regulatory bodies etc 

HR support 

	Ensures remedial action is followed through (though police services retain responsibility for determining whether the evidence for possible criminal behaviour warrants a criminal investigation with a view to subsequent prosecution)
	Management support and the Health & Social Panel

	Plays full part in intelligence network (bearing in mind the need to separate the investigative and decision-making functions)
	Cross-referencing intelligence from other members of the network

	Encourages good practice and development in management of controlled drugs
	Monitoring and inspection to identify good practice and ensure arrangements are not deterring appropriate use of CDs 

Organising meetings/events/publications to share good practice

	Sets up and operates an intelligence network for the sharing of information between the tPCT and neighboring PCTs, the SHA, NHS and Foundation Trusts, inspectors from the RPSGB, other healthcare regulatory bodies, Healthcare Commission and CSCI and local police forces. The intelligence network will have the aim of identifying individual healthcare professionals or organisations where there is serious cause for concern over the management of controlled drugs and agreeing what remedial action is needed.  
	Administrative and management support – organising meetings, record-keeping 



	Determines when an Incident Panel should be set up. (May do this as part of a Decision-making Group such as the Health & Social Panel) 
	Investigative advice

	Ensures a formal controlled drugs review is carried out once a year of each primary care provider in contract with the PCT.  This will involve reviewing benchmark analysis derived from existing information, the provider’s self-assessment of their clinical standards in prescribing, administering, storage and disposal of controlled drugs, and a statement that they comply with the Misuse of Drugs Act and associated regulations.  Reviews cases where concerns come to light.  
	Data analysis – prescribing data, supply details 

Analysis of organisational self-assessments 

Knowledge of Misuse of Drugs Act 1971 and regulations

	Ensures inspection is carried out of arrangements for handling controlled drugs at random sample of GP practices.
	Inspection team - Qualified Pharmacists

	Ensures arrangements are in place for witnessing destruction of expired and unwanted controlled drugs in independent practices (74 GP practices, 70 dental practices and 71 community pharmacies
	Witness team- Qualified Pharmacists

Management and clinical support in establishing protocols 




Action Plan and the achievements to date of the Accountable Officer:  See Appendix 1

4.0 Information sharing

The Health Act 2006 places a legal duty on local agencies to share information and intelligence about the use of CDs in the health and social care sector.  Local agencies required to share information include healthcare organisations, the police, social service authorities and relevant inspectorates (Healthcare Commission, CSCI, and the Royal Pharmaceutical Society of Great Britain (RPSGB)).

4.1 At national level, in England, the new arrangements will be subject to external scrutiny by the Healthcare Commission (HCC).  The HCC will ensure that local governance arrangements, intelligence networks and provisions for incident panels are satisfactory. Where appropriate, the HCC will use its existing powers to inspect or investigate systems failures.

5.0 Support  and responsibilities for the Accountable Officer 

The Accountable Officer will need to possess or have access to certain skills and expertise, including data analysis, investigative skills and networking.  They will require extensive investigative and administrative support and will need support from others such as the clinical governance lead, Chief Pharmacist or Prescribing Adviser as appropriate. 

6.0 Routine monitoring 
Routine monitoring of the use of CDs will help to drive up quality as well as detect potential concerns.  Accountable Officers should ensure the use of CDs is monitored through routine processes such as data analysis, audit and clinical governance, as an integral part of normal clinical governance arrangements.  For PCTs, relevant data to be analysed would include prescribing data.

7.0 Self-assessment and CD declaration statement  

All healthcare organisations providing clinical services and relevant social care organisations will need to complete a periodic declaration (at least every 2 years) on whether or not their organisation keeps stocks of CDs and whether there are any special circumstances that might explain any seemingly unusual patterns of prescribing or supply.  

8.0 Controlled drugs review  

Information from the declaration and self-assessment, routine monitoring and other sources will be reviewed to decide whether any further action, in the form of additional monitoring or inspection, is necessary. The review will assess the organisation’s clinical standards in the prescribing, supply, administration, storage, record keeping and disposal of CDs and assure that it is complying with the Misuse of Drugs Act and associated regulations, medicines legislation and any relevant guidance and professional codes of practice.   

9.0 Routine inspections 
The Health Act 2006 contains a power of entry and inspection for certain designated persons, which will facilitate the inspection of CDs.  Formal inspection of healthcare and social care providers involving an ‘on-site’ visit to the provider’s premises is only part of the new monitoring and inspection arrangements.  Nonetheless, inspection remains a useful tool to check physical arrangements for the storage, record keeping and management of controlled drugs, to support individual and organisational development, and to identify and investigate concerns.   

9.1 PCTs will arrange for a small number of routine inspections of a random sample of those GP 

      practices and other contracted primary care providers where CDs are stored, dispensed,

      supplied or used on the premises.  Inspections will be announced and can be combined with 

      other visits (such as QOF and clinical governance visits) where appropriate.  To avoid

      duplication, the RPSGB will, as now, inspect community pharmacies, and it is planned that 

      they will start to include inspection of CDs in their routine inspections of community 

      pharmacies.  Inspections will be informed by self-assessment, CD reviews and other 

      monitoring. 

9.2 Prescribing advisers or clinical governance leads should continue to visit all GP practices to 

      provide advice and support on a wide range of issues, including the safe and effective 

      prescribing of medicines and the development of practice formularies.  They can discuss CD

      issues on these visits if appropriate and use information from these visits to share good 

      practice and to inform monitoring and inspection activities.  
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Controlled Drugs Regulations (supervision of management and use) came into effect in England on the 1st January 2007

	Key Requirements
	ACTIONS
	LEAD
	DUE DATE
	ACTION TO DATE

	Appointment of tPCT Accountable Officer (AO)
	· Executive Team 
	Chief Executive
	October 06
	· Completed September 2006

·  AO appointed

	Notify the AO  to the Head of Operations of Health care Commission 
	
	Rashmi Rajyaguru
	Jan 07
	· Completed Jan 2007               



	Strategic Development
	· Update tPCT controlled drugs policy.  To include new legislative requirements:

· Prescription requirements

· Prescription endorsements

· Record keeping

· Storage

· Dispensing

· Security

· Destruction and disposal

· Private prescriptions (Doctors and dentists)

· All practices, pharmacies, dental practices etc. to develop localised CD policies
	Accountable Officer
	Policy to be approved by Board – June 2007
	· Updated draft policy in place

· New legislative requirements communicated to all prescribers and dispensers

· Over-arching Medicines policy includes information about controlled drugs

	Local Information Network Development
	· To be included within the NWL Sector local network led by Ealing PCT:

· NWLH T Hospital

· Ealing Hospital Trust

· Hammersmith Hospital Trust

· Hillingdon Hospital Trust

· Chelsea & Westminster Hospital trust

· St Mary’s Hospital Trust

· CNWL Mental health Trust

· Police – Controlled Drug Inspector

· London Ambulance Trust

· RPSGB Inspectors

· CSCI

· Health Care Commission

· Counter fraud

· Consider inclusion of

· Local Authority

· Local Drug Action Team

· Link with other local Neighbouring networks 
	Accountable Officer linked with Ealing PCT as a Lead organisation
	March 2007
	· Attended two NWL Sector Network meetings on 13th March 2007  and 19th June 2007at Ealing PCT

	Monitor  and audit prescribing of CDs including NHS & Private  Prescribers
	· Agree what needs to be   monitored,  frequency and the audit tool

· Monitor  prescribing by GPs through the database 5using the ePACT.net database (note limitations of this database)

· Who needs to be monitored?

· GPs

· Private prescribers

· Nurses and other non-medical prescribers

· Supplementary prescribers

· Discuss monitoring reports at the Prescribing & Medicines Management Committee
	Prescribing team


	Quarterly monitoring
	In progress

	GP and dental Practice Self Declarations
	· Develop and provide the self declaration templates

· All practices to provide annual declaration

· Annual declaration to be monitored through QoF visit process

· Accountable Officer to undertake visits to selected practices on a rolling programme
	Accountable Officer
	June 2007
	· Annual declaration, self assessment  and  introduction letter  sent to all independent contractors, Pharmacists, Gps and dentists end of June 2007

	Community Pharmacy Declarations 
	· All pharmacies to provide annual declarations to the Royal Pharmaceutical society of GB

· Ensure that standard operating procedures have been updated in line with new legislation and guidelines

· Monitor through pharmacy contract monitoring process
	Accountable Officer
	March 2007
	· Letter sent in June

       2007 reminding pharmacies

       about the need to have  

      SOPs and to send their   

      declarations to the Royal Pharmaceutical society of GB

	Safe Management and use of CDs
	· To secure the safe management and use of CDs both within his designated body or one providing services under arrangements made with his designated body
	Accountable Officer
	March 2007
	· Included in the Brent tPCT Medicines Policy

· Feb 07-Informed the Commissiong Directorate for the need to cover this in all the future contracts

	Storage
	· All Schedule 2 and some Schedule 3 CDs should be stored securely in a appropriate CD receptacle

· Locked with a key

· Made of metal

· With suitable hinges

· Fixed to a wall or the floor with rag bolts that are not accessible from outside the cabinet
	Prescribing Team & Accountable Officer
	
	

	Request periodic declarations and self assessment form
	· NHS trusts

· Care Homes

· Registered pharmacy
	Health Care Commission

Commission for Social  Care Inspection

RPSGB
	
	· Local Network need to agree how sharing of this information will take place

	Record keeping
	· Monitor if practices/pharmacists have appropriate CD registers and documenting all details There must be no cancellation (crossing out), obliteration (eg Tipp-Ex®) or alteration of any entry in the register: corrections must be in the form of marginal notes or footnotes, which must be signed and dated.  
· Requisitions and invoices (Schedule 3 and 5) retained for minimum 2 years

· Running balances are kept (good practice)
	Prescribing Team & Accountable Officer
	
	· Detailed in tPCT CD Policy and communicated to healthcare professionals via Prescribing Snippets Newsletter

	Standard Operating Procedures (SOPs) in place
	· All healthcare providers will have and comply with an approved SOP

· SOPs for organisations will be agreed by the relevant accountable officer

· Each GP practice or pharmacy should have clear written SOPs in place that are known, understood and followed by practitioners and their staff

· Every PCT should have SOPs for handling CDs for all of its directly managed services and staff.  This includes:

· School Nurses

· Midwives

· Health Visitors

· District Nurses

· Independent Prescribers

· Palliative Care Nurses

· SOPs must cover the following:

· Ordering and receipt of CDs

· Assigning responsibilities

· Storage

· Who has access to CDs

· Record keeping

· Disposal and destruction

· Who to alert if complications arise
	Accountable Officer
	June 2007
	· Draft checklist of legal requirements and good practice standards to enable independent contractors to put SOPs in place

	Establish and operate safe destruction and disposal of CDs
	· To ensure that all tPCT pharmacists are trained as authorised witnesses to destruct controlled drugs in GP practices and community pharmacies

· Training to include:

· Methods of destruction for different dosage forms for expired and unwanted stock

· tPCT do not need to witness destruction of patient returns but need to be aware of the policy recommendations on patient returns

· Have SOP/protocol for tPCT pharmacists to work with
	Accountable Officer Accountable Officer
	
	· Destruction information detailed in the tPCT CD Policy

· Guidance link has been communicated to all healthcare professional via Prescribing Snippets Newsletter

	Complaints and concerns
	· Systems in place to alert AO of complaints and concerns

· Includes within the CD Policy a process for notifying AO of concerns
	
	
	

	Untoward Incidents

(UIs)
	· Have an Incident reporting system in place for Untoward incidents involving CDs and for analysing and responding to these incidents

· To include the tPCT Incident Reporting arrangements in the CD Policy
	Accountable Officer & Risk Officer for tPCT
	
	· Need to update current systems to be inclusive of CDs

	Monitor and audit the use of and assess the performance of persons in connection with CDs
	· To review and update policy of assessing performance for employees and independent contractors
	Accountable Officer, tPCt Medical Director & Director for Integrated Services
	
	Processes to be established

	Recording concerns, assessing, investigating and sharing information
	· Recording of any concerns raised, assessing and investigating and if relevant, sharing of this information with a responsible body

· Protocol to be agreed, to include who has authorised access to this record

· Protocol to include: 

· details of person raising concern, 

· date concern raised

· dates of incidents

· nature of concern

· relevant individual

· any action plan taken

· if disclosure of information applies

· and to whom this disclosure is to be made

· Keep a log of this information and share with the relevant committees
	Accountable Officer, tPCt Medical Director & Director for Integrated Services
	
	Processes to be established 

	Convening an Incident Panel
	· To include officers from responsible bodies (as defined in part 4)
	Accountable Officer, tPCT Medical Director & Director for Integrated Services
	
	In progress

	Receive Occurrence Report on the Local Intelligence network
	· On a quarterly basis
	
	
	Need to establish

	Carry out periodic inspections of premises that are not subject to inspection by HCC, CSCI and RPSGB
	· No notice necessary
	
	
	Capacity and resource  to be identified


Strategic Health Authority


(London Health)





Brent tPCT


Chief Executive Officer (Board)











Brent tPCT 


Health and Social Care Panel





Brent tPCT


Accountable Officer





Brent tPCT 


Prescribing and Medicines Management Committee





Brent tPCT


Medical Director
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