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Integrating practice management and compliance





	[Insert practice logo here]


Our Controlled Drugs Policy

[Insert name of dental practice] 
Date of adoption: 
Purpose
This policy statement sets out how this practice approaches the prescribing, ordering, storing and disposing of controlled drugs.  It is required in response to the Shipman Inquiry’s Fourth Report, in which the government proposed strengthened governance arrangements for controlled drugs management.  Ongoing changes to ensure safer management of controlled drugs have implications for dentists in both private and NHS practice.

[Add any other desired outcomes here] 
Background
Our policies establish internal organisational standards which support our team to meet external standards. This particular policy is required to comply with the following legislations and guidelines: 

· Controlled Drugs (Supervision of management and use) Regulations 2013
· The Shipman Enquiry ( 2004)
· Misuse of Drugs Act 1971 and associated regulations including:
· Misuse of Drugs (Safe Custody) Regulations 1973
· Misuse of Drugs Regulations (MDR) 2001
· Controlled Drugs (Supervision of Management and Use) Regulations 2006. 
· Misuse of Drugs and Misuse of Drugs (Safe Custody) (amendment) Regulations 2007
· Medicines Act 1968

· The Health Act 2006
· GDC Standards for the Dental Team (GDC) 

· GDC Guide to Responsible Prescribing
· Care Quality Commission (CQC) Outcome 9

· Safe management of healthcare waste (formerly HTM 07-01)

[Add any other rationale for this policy here] 
Scope

All team members, whether permanent, temporary, employed or contracted to provide services at or on behalf of the practice, are responsible for ensuring that they are aware of and comply with the requirements of this policy as well as the procedures and guidelines supporting it. 

Associated Procedures

This policy is underpinned by the following procedures/guidelines:
· Standard Operating Procedures ( appended to this policy)

· Procedures for Controlled Drugs
[Add the name of any other practice procedures used to implement this policy here] 
Training
All team members are expected to improve their personal effectiveness through continuing personal and professional development which leads to an increase of knowledge and/or skills.  
Standard 1.9 of the GDC’s Standards for Dental Teams places individual responsibility on team members to find out about laws and regulations that affect their work and follow them.  The practice supports safer management of controlled drugs by sharing available guidelines for: 
· Prescribing – using designated forms
· Safe custody e.g. keeping temazepam (but not midazolam) in a controlled drugs cabinet
· Dispensing/administering e.g. midazolam for status epilepticus

· Requisitions & ordering from approved dental wholesalers or community pharmacists
· Destruction and disposal to denature, dissipate or render them irretrievable
· Record keeping e.g. keeping invoices for at least 2 years
[Add any other specific training here]  
Patient Focus

Our relationship with patients is key to our success, and it is a team wide responsibility to exceed patient expectations by providing a safe, caring, responsive, effective and well led service.


In response to the Shipman Inquiry’s Fourth Report, the government strengthened governance arrangements for controlled drugs management and we have reviewed our procedures to comply accordingly.   
[Add any other patient centred systems you use here] 
Monitoring

In order to ensure our services are safe, efficient and effective, team members are also involved in our quality monitoring and improvement processes including: 
· Controlled drugs audit
· Related feedback/incident/significant event analysis (SEA)

· [Add any other relevant monitoring systems in use here] 
Responsibilities and accountabilities

The registered provider for the practice is [insert name], whose key responsibilities are to ensure that all aspects of this policy are complied with.  The day to day responsibilities for providing leadership and guidance for staff and overseeing implementation of this policy will be undertaken by [named lead and role title, or registered manager]. Questions about this policy or associated procedures should be raised with either of the above.

Approval

This policy has been approved by the undersigned and will be reviewed on an annual basis.  

	Name: 
	Date approved:       

	Position: 
	Review date:           


Appendix: Standard Operating Procedure (SOP)

Management of Controlled Drugs in General Dental Practice (GDP) 

Registered provider: This SOP has been approved by the undersigned and will be reviewed biannually.
	Name: 
	Date approved:       

	Position: 
	Review date:            


1.
Objective/ Purpose
This document ensures that all legal and professional requirements relating to the use of Controlled Drugs (CDs) are satisfied. There is a legal requirement for all areas of healthcare services that hold stocks of CDs to have Standard Operating Procedures (SOPs) in place. 

2.
Scope
This standard operating procedure covers all aspects of the management of controlled drugs (CDs) at this practice. These procedures apply to all individuals who deal with Schedules 2, 3 and 4 (part I) Controlled Drugs as part of their job role within the practice. 

3.
Responsiblities
	Accountable Officer (AO) 

A person nominated by the NHS Board to be responsible for a range of measures relating to the monitoring of the safe use and management of Controlled Drugs in accordance with the Health Act 2006 and the Controlled Drugs Regulations, for both NHS and private providers(usually from NHS)
	The Accountable Officer is: 

[Insert name, address and telephone number here] 

	Responsible GDP

A GDP responsible for Controlled Drugs management within the practice. This person is responsible for ensuring the information contained within the SOP is accurate and complies with the updated Controlled Drugs regulations as well as ensuring that the SOP is implemented.

Dentists are the only members of the practice who can legally possess CDs. The practice should therefore designate a GDP and deputy, if possible, who take responsibility for all aspects of CD usage, including ordering, recording, storage and monitoring. Where all dentists take individual responsibility for their own stock and there are no shared responsibilities, every GDP is the responsible GDP.
	The GDP responsible for Controlled Drugs management within the practice is:

[Insert name] 
The deputy responsible for Controlled Drugs management within the practice is:

[Insert name of deputy] 

	Authorised Witness

A person authorised by the Accountable Officer to witness the destruction of Controlled Drug stocks.

(usually someone from the PCT, but not the Accountable Officer himself/herself)
	The local Authorised Witness is 
[Insert name, address and telephone number]



4.
Responsibilities
	The following staff have been authorised to receive and handle Controlled Drugs and have access to safe storage facilities.
	[Authorised staff-enter name(s)] 


	List of staff authorised to prescribe CDs:


	[Authorised staff-enter name(s)] 



	List of staff authorised to administer CDs:
	[Authorised staff-enter name(s)] 

	There are systems in place to make sure that there is always at least one such authorised staff member on duty.
	Detail: 

	It is the responsibility of those working to the procedures to highlight 

to the Responsible GDP any deficiencies in the SOP.


5.
Obtaining Stock Schedule 2 and 3 Controlled Drugs 

	Controlled Drugs are ordered for:e.g., sedation, emergency bag stock for home visits.
	[Specify use]

	Controlled Drugs are ordered from:
	[Specify supplier] 


	The following GDPs may order Controlled Drugs 
	[Specify all GDP’s who may order CD’s] 

	The following process is in place to ensure appropriate ordering procedures are followed. Include details of who signs orders, copies taken, storage of copies, reconciliation of received stock
	[Specify practice process] 


The following minimum stock levels and order quantities are detailed below:

Stock CD Items:

	Drug, formulation and strength
	Minimum stock level
	Order Quantity

	
	
	

	
	
	

	
	
	

	
	
	


6.
Receipt of CDs 

	Controlled Drugs should be given immediately to:
	[Specify name(s)]

	Controlled Drugs are immediately stored in a designated place which cannot be accessed by patients.  NB GDPs are unlikely to be in possession of schedule 2 or 3 CDs which require safe storage, eg temazepam, morphine, pethidine
	[Specify all locations and what process must be followed in the event of being unable to immediately access the correct location. If safe storage required, detail the location and control on access] 

	A record is kept of all stock received by the recipient on the day of receipt or the day following at the latest.  NB Medicines register only, GDPs are unlikely to be in possession of schedule 2 CDs which require usage to be recorded in a CD register, eg pethidine
	[Specify process] 


7.
Prescribing

	The following GDPs can prescribe CDs
	[Specify names] 

	The General Dental Council may impose restrictions on dentists in relation to prescribing of CDs. 

Any practitioner subject to such restrictions must ensure that any practices for which they provide services are aware of all terms of restrictions imposed.
	[Dental practitioners subject to restrictions] 


8.
Safe Storage of Prescription Stationery

	All stationery and associated items which can be used to order CDs, eg GP14, private prescriptions, stamps with prescriber details, is stored securely and access is controlled.
	[Specify all locations] 

	The nominated key holder(s) is/ are:

specify all persons responsible.
	[Specify all] 

	Completed prescription forms awaiting collection are stored securely during surgery hours and when the premises are closed. 
	[Detail practice process] 

	Completed prescription forms are only given to authorised persons and appropriate actions taken if not collected.
	[Detail practice process]  

	Lost or stolen prescription forms are reported as soon as the loss/theft is discovered.  The report should include the approximate number of prescription or requisition forms lost or stolen, their serial numbers and where and when they were lost or stolen.
	[Detail practice process including contact details]  


9. Incidents and concerns involving CDs

These are reported to:

	Name
	Role
	Timescale

	
	Responsible person within practice for CDs
	Immediately aware 

	
	Deputy
	When responsible person not available

	
	NHS Accountable Officer
	Within 2 working days


10. Destruction and Disposal of CDs

	a. Some suppliers may take back expired or unwanted stock for destruction. Detail the process followed and which suppliers this affects.
	[Detail practice process] 

	b. CDs will only be destroyed by being placed into a commercially available denaturing kit. The Practice will ensure that denaturing kits are available on-site.
	Denaturing kits are obtained from:

[Insert contact and order details here]


	c. CDs awaiting destruction will be retained on-site in an appropriate rigid leak proof receptacle, appropriately labelled and clearly segregated from all other stock. 
	[Detail practice process]  

	d. If Schedule 2 CDs are held in stock and destruction is required, the Accountable Officer will be contacted and the attendance at the Practice of an authorised witness arranged
	Contact details are at Section 3 of this document (Authorised Witness) 



	e. Denaturing kits containing destroyed CDs will only be disposed of in waste bins suitable for pharmaceutical waste.
	[Insert practice process here] 


11. Stock Checks

	a. Physical checks of stock CDs are carried out regularly to ensure all stock is accounted for.
	[Detail practice process including frequency of checks] 

	b. Any discrepancies are investigated fully
	[Detail practice process]

	c. Unresolved discrepancies are reported to the person responsible for CDs in the practice and the Accountable Officer
	[Detail practice process including timescale] 


12. Training

	a. Induction training is provided for all new members of staff who are involved in management and use of CDs or CD stationery.
	[Detail practice process]   

	b. Regular updates are provided on management and use of CDs or CD stationery to all staff who identify a training need or have been involved in a CD related incident.
	[Detail practice process including timescale]
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This policy template is provided in word format and is intended for use by our clients only, as a basis for dental practices to draft policies.

It is based on relevant legislation, regulations and essential guidance at the time of writing.  Please modify it to suit your practice needs.

It is your responsibility to take professional advice to suit your circumstances and in respect of changes in the law.

Dentabyte Ltd does not accept any liability for any loss or claim that may arise from reliance on the content in this template.
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