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1. Introduction 

1.1 Controlled drugs (CDs) have abuse potential and therefore all activities 

surrounding their handling must be auditable and comply with legal requirements. 

 
1.2 The Organisations Accountable Officer (the Head of Medicines Management) is 

responsible for ensuring the governance arrangements regarding Controlled 

Drugs. Any concerns about individuals or organisations regarding CDs must be 

reported to the Accountable Officer. 

 
1.3 This procedure covers all activities relating to the safe and secure handling of CDs 

in the Organisation and applies to all staff involved in these activities. 

 
1.4 Management of Controlled Drugs requires meticulous record keeping and audit 

trail. All records must be clear, legible and unambiguous. 

 
1.5 This policy was developed using UK controlled drugs legislation and regulations, 

as amended and updated up to the end of 2015. The Misuse of Drugs Regulations 

2001 , the Controlled Drugs (Supervision of Management and Use) Regulations 

2013 and Controlled drugs: safe use and management, NICE guideline Published: 

12 April 2016 www.nice.org.uk/guidance/ng46 

http://www.nice.org.uk/guidance/ng46
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2. PURPOSE 

 
2.1 The purpose of this policy is to promote the safe, secure and effective use of 

Controlled drugs and to set out the PC24 policy on the management and 

governance of Controlled drugs in accordance with statutory requirements. 

3. SCOPE 

3.1 The policy applies to all areas where Controlled drugs are used and to all staff 

who handle Controlled drugs. 

 

4. RESPONSIBILITIES 

 
4.1 The Chief Executive is ultimately responsible for ensuring the Organisation 

complies with legal requirements and national recommendations for medicines 

management 

4.2 The Board has a responsibility to ensure training and competency assessment is 

available to all relevant staff 

4.3 The Medical Director is the Executive Lead responsible for this policy covering safe 

medicines practice within the Organisation, but will delegate authority for the 

operational implementation and on-going management of this policy to the 

Accountable Officer. 

4.4 Regulations made under the Health Act 2006 require the Organisation to appoint 

an Accountable Officer, responsible for the safe and effective use of Controlled 

drugs in their organisation. 

4.5 The Organisation is accountable through the Accountable Officer for ensuring the 

safe management of Controlled drugs. The Organisation has a responsibility to 

assure the quality of its CD management as an integral part of its clinical 

governance processes. 

4.6 The Care Quality Commission is responsible for overseeing the management of 

Controlled drugs by healthcare organisations in England. 

4.7 All staff involved in the handling of Controlled drugs must follow the processes 

outlined in this policy and the Standing Operating Procedures relevant to their 

practice. 
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5. ACCOUNTABLE OFFICER 

 
5.1 The Organisation must ensure that it has an Accountable Officer in place at all 

times and that the Accountable Officer is registered with the Care Quality 

Commission. 

5.2 The Accountable Officer should be someone who reports directly to an Executive 

Director. 

5.3 The Accountable Officer should not personally be involved in the routine 

prescribing, supply, administration or disposal of Controlled drugs. 

5.4 The Accountable Officer for PC24 is the Head of Medicines Management. 

5.5 The accountable Officer should ensure that national medicines safety guidance 

about controlled drugs, such as patient safety alerts, are incorporated into the 

policy and acted on within a specified or locally agreed timeframe. 

5.6 The Accountable Officer is responsible for all aspects of the safe and secure 

management of Controlled drugs in the organisation. This includes ensuring that 

safe systems are in place for the management and use of Controlled drugs, 

monitoring and auditing of the management systems and investigation of concerns 

and incidents related to Controlled drugs. The Accountable Officer must assess, 

investigate and retain records of concerns regarding management or use of 

Controlled drugs by relevant individuals. The Accountable Officer is responsible 

for ensuring that adequate training is provided by the organisation for all relevant 

staff that handle Controlled drugs. 

5.7 During the absence of the Accountable Officer the Medical Director will cover the 

role of Accountable Officer. If staff have concerns about the practice of the 

Accountable Officer they should approach the Medical Director. 
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6. LOCAL INTELLIGENCE NETWORK 

 
6.1 The Organisation must collaborate with the local intelligence network of other 

healthcare organisations, police forces, social services authorities and the relevant 

inspection and regulatory bodies to enable them to share information about 

potential CD offences and potential or actual systems failures. 

 

7. PROCEDURES 

7.1 Each of the activities that relate to Controlled drugs, regardless of where in the 

organisation they occur, must be described in a Standard Operating Procedure 

(SOP). 

7.2 Standard Operating Procedures should be formally approved by the Accountable 

Officer and the Organisations Policy Review Group. They should be kept up to 

date, reflecting current legal and good practice requirements for Controlled drugs. 

7.3 Staff in the organisation must work to Standard Operating Procedures that are 

appropriate to their area of work. 

7.4 The activities covered by Standard Operating Procedures are listed below and are 

appended to the policy. 

1. Requisitioning Controlled drugs 

2. Accessing Controlled drugs 

3. Record-keeping of Controlled drugs 

4. Prescribing Controlled drugs 

5. Transport, Storage and Disposal of Controlled Drugs 

 

 
8. MONITORING AND COMPLIANCE 

8.1 The Accountable Officer must provide quarterly reports to the Board. 

8.2 Appropriate arrangements must be in place for monitoring and auditing the 

management and use of Controlled drugs. 

These must include: 

• Regular monitoring and analysing of prescribing by medicines management 

team. 
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• Accountable Officer will analyse and respond to untoward incidents as and 

when they occur. 

9. TRAINING 
 

9.1 Training will be provided for clinical and non-clinical employees with the purpose 

of: 

• Raising awareness of the Controlled Drug Policy 

• Informing individuals of the Standard Operating Procedures 

• Highlighting the need for feedback and audit in the review process 

 
 
10. INCIDENTS 

Controlled drug incidents must be reported within 48 hours onto the Datix Risk 

Management System using the DIF 1 form. 

The Incident Management Policy should be followed. 

On receipt of the incident the Controlled Drugs Accountable Officer (or the Deputy) 

will manage the incident and minimise potential adverse effects of the incident, 

review arrangements to reflect learning and share learning with the CD LIN. 

On receipt of the incident the CDAO (or deputy) will inform NHSE on 

https://www.cdreporting.co.uk/ 

Quarterly reports on all incidents related to Controlled Drugs must be sent to the 

regional NHS England Controlled Drugs accountable officer. 

 
11. EQUALITIES AND HEALTH INEQUALITIES 

11.1 PC24 is committed to an environment that promotes equality and embraces 

diversity in its performance as an employer and service provider. It will adhere to 

legal and performance requirements and will mainstream equality and diversity 

principles through its policies, procedures and processes. This policy has been 

implemented with due regard to this commitment. To ensure that the 

implementation of this policy does not have an adverse impact in response to the 

requirements of the Equality Act 2010 this policy has been screened for relevance 

during the policy development process and a full equality impact analysis 

https://www.cdreporting.co.uk/


8 

 

 

conducted where necessary. PC24 will take remedial action when necessary to 

address any unexpected or unwarranted disparities and monitor practice to ensure 

that this policy is fairly implemented. 

 

12. PERSONAL INFORMATION 

12.1 PC24 is committed to an environment that protects personal information aspects 

in the development of any policy. When proposing change there is a new 

requirement for policy writers to investigate when the personal information aspect 

of the policy complies with the data protection principles in Schedule 1 of the Data 

Protection Act 1998. All individuals with responsibility for reviewing/writing policies 

should consider Privacy Impact Assessment compliance. 


