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Example Standard Operating Procedure Template

Enter Practice Name here
Standard Operating Procedure (SOP): Management of CDs in Dental Practice 
	Written by: 
	Provide details of all contributors
	Date written: 
	Enter date

	Approved by: 
	Name & Signature of Responsible Dentist
	Review Date: 
	Enter date (e.g. +2yr)


1. Purpose
Completion of this document with local Practice information ensures that all legal and professional requirements relating to the use of Controlled Drugs (CDs) are satisfied. There is a legal requirement for all healthcare services that hold stocks of CDs to have Standard Operating Procedures (SOPs) in place. 
For full details see Safer Management of Controlled Drugs Standard Operating Procedures: issued by the Scottish Government 
This template is intended to provide advice on the minimum standards and does not preclude more stringent controls being in place. 
2. Scope
This standard operating procedure covers all aspects of the management of all Schedules of CDs and relevant controlled stationery within the dental practice environment. These procedures apply to all individuals who deal with CDs as part of their job role within the practice, including locums.
The left hand column describes the area of the SOP being addressed.  The right hand column contains advice or an indication of the type of information (in bold) which should be entered in this section.  In the majority of sections this right hand column should be populated with the relevant local information, describing the activity and its procedures applicable in the practice.  In some cases this may be as the example but in other cases this may require more detailed local information, i.e. where a cupboard is located, who has the key, etc.
A Glossary of terms used within this template and definitions of Schedule CDs is provided at Appendix 1.
Dental practices will not routinely hold supplies of Schedule 2 CDs e.g. Morphine, Pethidine, Fentanyl but if you do have supplies of Schedule 2 CDs you should seek additional advice from your local Controlled Drugs Accountable Officer (see section 3 below).
3. Responsible Persons
	Controlled Drugs Accountable Officer (CDAO) 

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 CDs in accordance with the Health Act 2006 and the CD Regulations (see Glossary).
	The CDAO is:
Insert name and contact details

	Responsible Person
A dentist responsible for CD management within the practice. This person is responsible for ensuring the information contained within the SOP is accurate and complies with current CD 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 dentist and depute, who take responsibility for all aspects of CD usage, including ordering, recording, storage, administration, monitoring and prescribing.
The responsible dentist must ensure that all staff receive appropriate training.
	The dentist responsible for CD management within the practice is:

Insert name, and name of deputy

	Authorised Witness

A person authorised by the CDAO to witness the destruction of relevant CD schedule 2 stocks.
Stock of schedules 3 and 4(1) CD stock that is expired or no longer required must be denatured (rendered irretrievable) using a controlled drug denaturing kit available from community pharmacies or waste management companies and sent for incineration.
	The local Authorised Witness is:
Insert name and contact details 
Insert name(s) of all personnel involved in the destruction of schedules 3 and 4(1) CD stock 


4. Responsibilities
	a) The following staff have been authorised to receive and handle CDs and have access to safe storage facilities.
	Authorised staff:

Insert name(s)

	b) There are systems in place to ensure that there is always at least one such authorised staff member on duty.
	Describe system

	It is the responsibility of those working to the procedures to highlight to the responsible dentist any deficiencies in the SOP.


5. Ordering Stock Schedule 2 and 3 CDs 
	a) CDs are ordered for:

(e.g. emergency use, sedation stock)
	Specify use

	b) CDs are ordered from:
	Specify wholesaler(s) or pharmacy and location

	c) The following dentists may sign CD orders: 
	Insert name(s) of all dentists who may sign orders for CDs

	d) The following process is in place to order CDs:
	Specify practice process, including details of the signatory, requisition paperwork, copies taken, storage of copies and  reconciliation of received stock


6. Receipt of Schedule 2 AND 3 CDs 

	a) CDs, on delivery. should be given immediately to:
	Insert name(s) of all who may accept delivery of CDs

	b) CDs are immediately stored in an appropriate receptacle.
	Specify all locations and what processes must be followed in the event of being unable to immediately access the correct receptacle


7. Safe Storage of CDs (WHERE APPLICABLE) This will not apply to most dental practices)
This applies to all Schedule 2 drugs, eg diamorphine, morphine, and specific Schedule 3 drugs, i.e. buprenorphine and temazepam.
	a) All CDs are stored in a locked receptacle e.g. CD cabinet.
	Specify all storage locations

	b) The nominated key holder(s) is/are: 
	Specify all persons responsible

	c) Key control arrangements:
	Detail how practice controls keys to storage facilities and reduces access by unauthorised persons including arrangements when practice closed.

	d) Out of date stock procedure:
	Detail practice process, i.e. how out of date stock is clearly marked and segregated from in date stock until arrangements can be made for destruction.

	e) All CD Registers should be stored at the premises to which they relate.
	Describe where Register/s held


8. Safe Storage of Controlled Stationery
	All controlled stationery which can be used to order CDs, e.g. GP14 prescription pads and CDRF forms, is stored securely and access is controlled in accordance with the Practitioner Services document Security of Prescription Form Guidance 
	Specify all locations and how storage is secured

	a) The nominated key holder(s) is/are:
	Insert name(s) of all key holders

	b) Completed prescription forms awaiting collection are stored securely during practice hours and when the premises are closed. 
	Detail practice process

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

	d) Lost or stolen prescription forms are reported as soon as the loss or theft is discovered.  This 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. Prescribing

	a) The following dentists can prescribe CDs:
	Insert name(s) of all dentists who may prescribe CDs

	b) Prescribing of CDs is undertaken in accordance with local and national protocols and guidance:
	Specify relevant protocols and guidance

	c) Clinical monitoring of patients prescribed CDs is undertaken in accordance with local and national protocols and guidance:
	Specify relevant protocols and guidance

	d) Patients and carers are advised on the safe storage of CDs in the home, the dangers of stockpiling and the importance of returning unused CDs to a pharmacy.


10. ADMINISTRATION

	List of staff authorised to administer CDs:
	Authorised staff:

Specify who


11. TRANSFER and transport of cds
	a) The following process is in place when CDs are transferred between stockholdings (e.g. between practice sites):
	Detail practice process, including responsibilities, system & record-keeping


12. Stock/expiry Checks

	a) Physical checks of stock CDs are carried out regularly to ensure all stock is accounted for and in date (i.e. stock recorded as received is reconciled with physical stock).
	Detail practice process including frequency of checks

	b) Any discrepancies are investigated fully and logged via CD Balance Discrepancy Report Form (see Appendix 2)
	Detail practice process

	c) Unresolved discrepancies are reported to the person responsible for CDs in the practice and the CDAO.
	Detail practice process including timescales


13. Destruction, Disposal OR RETURN of CDs

	a) Any stock Schedule 2 CDs past their expiry date or otherwise unsuitable for use will only be destroyed in the presence of a person specifically authorised in writing by the NHS Board AO to witness CD destruction.
	Contact details are at Section 3 of this document (Authorised Witness). 
This is unlikely to be required in dental practices. If stock of schedule 2 CDs is held, please contact your local CDAO team for additional advice on the detail required here.


	b) Schedule 3 and 4 (Part 1) CDs which are out of date or otherwise unfit for use may in some cases be returned to the supplier or be destroyed by competent authorised members of staff. 
	Specify Practice process

	c) Details of CDs returned by patients or their representatives for disposal will be recorded in the patient returns register/book.
	Specify Practice process

	d) Destruction of patient returned CDs does not require the attendance of an Authorised Witness.  Where a practice has received patient returned CDs, destruction will be undertaken as soon as is practicable within the Practice by two competent members of staff.  This will be recorded in a separate book kept for that purpose (patient returns register/book). 
	Insert name(s) of all staff permitted to destroy patient returned CDs are: 


	e) 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

	When destruction is completed, the name, position, and signature of the person destroying the CDs (and the witness) will be added to the CD Register or patient returns register/book, along with the date of destruction.

	Denaturing kits containing destroyed CDs must only be disposed of in blue-lidded pharmaceutical waste bins or other secure disposal bins for incineration


14. Incidents, Near Misses or Concerns involving CDs
These are reported in accordance with the Guidance at Appendix 3:
	Name
	Role
	Timescale

	Insert Name
	Responsible person within practice for CDs
	Immediately aware 

	Insert Name
	Deputy
	When responsible person not available

	Insert Name
	NHS CDAO
	Within 3 working days


15. Training

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

	b) Regular updates are provided on the 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 and timescales

	c) Training Log (see Appendix 4)
	The Training Log at Appendix 4 requires to be completed for each member of staff, as appropriate
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GLOSSARY

Controlled Drugs Accountable Officer (CDAO): A person nominated by their designated body to be responsible for a range of measures relating to the monitoring of the safe use and management of CDs in accordance with the Health Act 2006 and the Controlled Drugs Regulations. NHS Board AO contact details can be found at: A Register of Controlled Drugs Accountable Officers (Scotland) is maintained by Health Improvement Scotland. 
Responsible dentist or Deputy: A person who has overall responsibility for CDs within a Practice though they may delegate tasks associated with the management of CDs.

Controlled Drugs (CDs): Those drugs in the Schedules of the Misuse of Drugs Act 1971 and subsequent regulations (see below for further information and examples).
Authorised Witness (AW): A person who has signed authorisation from the CDAO, to witness the destruction of Schedule 2 CDs in certain locations.

CD Denaturing Kit: A commercially available kit specifically designed for denaturing CDs taking account of health and safety risks and waste regulations.

Patient Returned CDs: CDs that have been prescribed for, and dispensed to, a named patient and then returned for safe disposal.

Stock CDs: CDs which have been ordered for use by the practice via a wholesaler for administration by a dentist, usually for sedation or in an emergency situation. 

Pharmaceutical Waste Disposal Bin: A container designated for storage and transport of medicinal waste products.  
AO/CD Team: This includes all personnel working under these titles or other local terminology, e.g. Governance Teams.

The CD Schedules:
Schedule 1 (CD Lic): No recognised medicinal use, e.g. coca leaf, lysergamide, lysergide (LSD) and mescaline.  Only certain persons have been licensed by the Home Office to possess them for research and other special purposes in the public interest and they are not available in general practice.

Schedule 2 (CD POM): These include diamorphine, morphine and pethidine. They are subject to restrictions on possession and supply. There are specific requirements for prescribing. They are subject to safe custody requirements and all transactions must be recorded in a CD Register. Stock Schedule 2 CDs may only be destroyed in the presence of an Authorised Witness.

Schedule 3 (CD No Reg. POM): These include buprenorphine, midazolam, temazepam and the gabapentinoids. Transactions do not need to be recorded in a CD register and only some, e.g. temazepam and buprenorphine require safe storage. There are specific requirements for prescribing.

Schedule 4 (CD Benz POM or CD Anab POM): This schedule is split into two parts, Part 1 (CD Benzodiazepines) and Part 2 (CD Anabolic Steroids). CD prescription requirements do not apply and there is no requirement for storage in a locked receptacle.  

Schedule 5 (CD Inv. P or CD Inv. POM): These are subject to minimal control and includes certain CDs (e.g. codeine, pholcodine, morphine) which are exempt from full control when present in medicinal products of low strengths.


	Name & address of premises:

	Practice Code:
	 Staff in charge:

	Date discrepancy identified:
	

	Drug details - drug, strength, form and details of discrepancy:
	 
	 

	CD Balance Discrepancy Report Form

	Step
	Action to Resolve Discrepancies
	Date to be done by or when checked
	Initials of Investigator
	Comments 
	Resolution

	1.
	Check arithmetic since last correct balance.
	 
	 
	 
	 

	2.
	Re-check CD cupboard with second person (remember to include date expired stock.)
	 
	 
	 
	 

	3.
	Check other register sections for erroneous entries.
	 
	 
	 
	 

	4.
	Check other holdings, e.g. stock bags.
	 
	 
	 
	 

	5.
	Sense – check register (correct pack sizes, patterns of entry for potential missing entries, and unusual quantities).
	 
	 
	 
	 

	6.
	Check orders have all been entered by checking copy orders and delivery notes for discrepancies. If necessary contact supplying wholesaler.
	 
	 
	 
	 

	7.
	Check CDs dispensed or administered have been entered into the register.
	 
	 
	 
	 

	8.
	Check diary and contact all relevant practitioners who have worked at the Practice during the relevant period to identify any transactions that have not been entered or entered erroneously. Consider emergency treatment of both practice and non-practice patients (include details of all names and contact dates under notes).
	 
	 
	 
	 

	9.
	Recall prescriptions if necessary
	
	
	
	

	10.
	Contact AO/CD Team.
	 
	 
	 
	 

	11.
	AO notified and by whom.
	 
	 

	 
	 

	12.
	Amendments made to register? By whom?
	 
	 
	 
	 

	13.
	NOTES:
	 
	 
	 
	 

	  Continue details on separate sheet if necessary

	

	  Keep this report in a file for future reference by the Practice or NHS Board AO/CD Team

	

	Signature on completion: __________________________________          Date: ____________________



	



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. 
The Register of Controlled Drugs Accountable Officers (Scotland) is available from Health Improvement Scotland or from your local NHS Board, hospital or CHP pharmacy team.

(v.3.1_260614)

CONFIDENTIAL


Controlled Drugs Incident Report

to Controlled Drugs Accountable Officer (CDAO)
Complete the Report as much as possible.  Please refer to ‘Reporting Incidents, Near Misses and Concerns Involving Controlled Drugs: A Guide for NHS Staff and Contractors’. 

Please note patient details should not routinely be sent with this form. Take care to forward this form to the CDAO through a secure route. 

Tab through the form and complete (use the space bar to select a check box if not using a mouse)

	Reference number:           (office use)                                                                
	Date:       

	Premises name and address: 

	Post code:      
	Contractor or Practice code (if applicable):      


	Responsible person in location:      
	Job title:      

	Telephone no:                                           
	Email address:                                     


	Person reporting incident:      
	Job title:      

	Telephone no:      
	Email address:      


	Locations involved in the incident (Check all applicable boxes)

	GP Practice  
	 FORMCHECKBOX 

	GP OOH Centre
	 FORMCHECKBOX 

	Dental Practice  
	 FORMCHECKBOX 

	Substance Misuse Service
	 FORMCHECKBOX 


	Hospital Ward  
	 FORMCHECKBOX 

	Hospital Theatre
	 FORMCHECKBOX 

	Hospital Pharmacy
	 FORMCHECKBOX 

	Hospital Other 
	 FORMCHECKBOX 


	Care Home
	 FORMCHECKBOX 

	Community Outpatient                                                  
	 FORMCHECKBOX 

	Community Nursing
	 FORMCHECKBOX 

	Community Pharmacy
	 FORMCHECKBOX 


	Scottish Prison Service
	 FORMCHECKBOX 

	AO Network
	 FORMCHECKBOX 

	Police Custody Suite
	 FORMCHECKBOX 

	Other:      



	Description of issue/concern: 

     

	Date of incident:      
	Time of incident: 


	Personnel involved (continue on separate sheet if necessary):

	Name
	Job Title
	Registration No
	Contact Details
	Role

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


	Incident
	Check all boxes that apply
	Detail

	Prescribing incident:              
	 FORMCHECKBOX 

	Details of prescriber:      

	Dispensing/supply incident:                                  
	 FORMCHECKBOX 

	Details of dispenser/supplier:      

	CD register discrepancy against actual stock:                            
	 FORMCHECKBOX 

	Details of discrepancy:      

	Administration incident:  
	 FORMCHECKBOX 

	Details of person administering:      

	Missing CDs:
	 FORMCHECKBOX 

	Details: 

	Other (specify):      



	Details of the actions taken, including immediate steps to prevent or reduce harm to patients and any investigations undertaken: 

     


	Person investigating:      
	Job title: 

	Person investigating:      
	Job title:      

	Person investigating:      
	Job title:      


	Details of action taken to prevent a recurrence of this type of incident: 



	Issue reported on Datix?  Y/N     
	Datix Number:      


	Action taken by CDAO (office use): 




Signature of Responsible Person from CD Governance Team: 
Date:       
When an incident or near miss involving controlled drugs occurs this form should be completed electronically and returned to: insert <email address of responsible individual> 

Local NHS Board to insert:

<Name of responsible individual>

<Job Title>

<Return Address>

<Telephone no:>

<Fax no:>

(v.1.3_240614)


Training Log Standard Operating Procedure
Practice Name: 

I have read and understood the SOP relating to management of Controlled Drugs and undertaken any identified training:

	Date
	Name
	Job Title
	Signature
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Appendix 3





Appendix 4
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