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Standard Operating Procedures for

Controlled Drugs

For General Dental Practitioners
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Purpose
The document ensures that all legal and professional requirements relating to the use of CDs are satisfied. 

Sections 1-7 and 13 are relevant for all dental practices as they relate to all CD schedules.

For most dental practices the requirements relating to schedule 2 CDs (eg pethidine, fentanyl) will not be relevant. 

1. Classification and use of CDs 

1.1
CDs are classified into five schedules with different legal requirements. 

1.1.1 Schedule 1 covers drugs not normally used for medicinal purposes.

1.1.2 Schedule 2, e.g. fentanyl, pethidine. Safe storage requirements apply. Records must be kept of all transactions. The destruction of stock must only take place in the presence of an authorised person. Patient returns do not currently have to be witnessed by an authorised person but good practice would deem that another person witnesses it.

1.1.3 Schedule 3, e.g. midazolam, temazepam. Temazepam requires safe storage, midazolam does not. There is no legal requirement to record transactions in a CD register. 

1.1.4 Schedule 4, e.g. diazepam, nitrazepam. All products are exempt from safe custody requirements. CD register not needed.

1.1.5 Schedule 5, e.g. low strength dihydrocodeine. Exempt from full control as the risk of misuse is reduced.

1.2
Dental prescribing of CDs will be limited. 

1.2.1 The BNF notes that opioid analgesics such as pethidine and dihydrocodeine are relatively ineffective for dental pain. 

1.2.2 Anxiety or insomnia before dental treatments may be an indication for short-term use of hypnotics or anxiolytics such as temazepam or diazepam.

1.3 Midazolam may be stocked as an emergency drug or be used in sedation. 

1.4 Fentanyl is occasionally used for sedation.

2. Obtaining CD stock (all CD schedules)

2.1. NHS orders for controlled drugs are placed with a wholesaler or a community pharmacy.

2.2. Private orders for schedule 2 and 3 controlled drugs can be placed with a Community Pharmacist (CP) using a CDRF stock order form available from the Health Board.

2.3. Order quantities are kept to a minimum based on previous and anticipated usage. Items held in stock, minimum stock levels and order quantities should be agreed in the practice.

2.4. Products chosen should only be those required to administer immediate care to a patient.

2.5. The total quantity of each item ordered must be written in words and figures.

2.6. A General Dental Practitioner (GDP) must prepare and sign the order.

Good Practice Advice

· Records should be kept of ordered stock for a minimum of two years.

· GDP practices should link with one community pharmacy to order stocks. 

· If holding stocks or administering opioids, ensure that naloxone injection is available. 

· Care should be taken to ensure only products of an appropriate dose are stocked. 

Name of CD Suppliers:

	Business Name And Address
	Usual Contact Person
	Phone Number

	
	
	

	
	
	


Stock CD Items:

	Drug, formulation and strength
	Minimum stock level
	Order Quantity

	
	
	

	
	
	

	
	
	

	
	
	


3. Receipt (all CD schedules)

3.1. Records of schedule 2 CDs must be kept in a Controlled Drugs register for practice stock and for domiciliary bags. Each practitioner is responsible for their own bag. See section 10 for record keeping.

3.2. The recipient of the CDs should check the stock received to ensure that it matches with what was ordered and what was delivered.

3.3. For full packs, leave the manufacturer’s tamper-evident seal intact and assume that the quantity in the pack is the same as that stated. 

3.4. Where there is a discrepancy, this should be brought to the immediate attention of the supplier and stock should not be accepted unless there are exceptional circumstances preventing return. In this case records must be kept of receipt of stock and transfer back to the supplier at the next available opportunity.

3.5. The recipient of the CDs must sign any delivery note from the CP that accompanies the CDs. A copy of this delivery note should be kept within the GDP practice for a minimum of 2 years.

3.6. Immediately upon receipt, CDs must be stored appropriately within the GDP practice within a secure cabinet or in a lockable bag.

3.7. The CD register must be updated immediately with the receipt of new stock.

Good Practice Advice

· There should be named individual with overall responsibility for CDs. This should be a registered dental practitioner. There should also be a named deputy.

· There should be a list of staff authorised by the named individual to receive and handle CDs and have access to safe storage facilities. These individuals should usually be healthcare professionals. The responsible individual will ensure that no unauthorised person has access to CDs and that those people who do access CDs record the use appropriately.

· All practice staff should be aware of who the authorised people are.

· There should always be one authorised person on duty. 

Person with overall responsibility for CD management

	Name
	Role
	Signature

	
	
	

	
	(Deputy)
	


List of staff authorised to handle CDs and access safe storage facilities

	Name
	Role
	Signature

	
	
	

	
	
	


4. Storage (schedule 2 CDs plus temazepam)

4.1. All CDs must be stored at the level of security specified within the Misuse of Drugs Act 1971 and the Misuse of Drugs Regulations 2001.

4.1.1. Schedule 2 drugs, e.g. pethidine and certain Schedule 3 drugs, e.g. temazepam must be stored in an approved controlled drug cabinet.

4.2. CDs can be held centrally as practice stock in a secure cabinet or may be held as personal stock stored in a suitable cabinet or lockable bag.

4.3. Keys for CD storage facilities must themselves be securely stored, eg within a locked drawer or under personal control of an authorised staff member (see section 2). This must ensure that no unauthorised person is able to access them and they are stored securely while the premises are closed.

4.4. Domiciliary bags should be locked at all times apart from when in use. The person in lawful possession of this bag or an individual authorised by them should always retain the keys. A locked bag is regarded as a suitable receptacle for storing CDs. 

4.5. The bags themselves should be stored in a suitably safe manner when not in use to prevent unauthorised access, i.e. not left unattended in a locked car or left unattended in an unlocked consulting room.

4.6. Prescription stationery should be stored securely in a locked cabinet at all times, except when supervised or in immediate use.

Good Practice Advice

· An approved CD cabinet is one which can be locked with a key and made of metal with hinges that cannot be accessed from outside the cabinet. It should be fixed to the wall or the floor with rag bolts that are not accessible from outside the cabinet. The local police (Community Safety) will give advice on safe storage. 

· Schedule 3 (except buprenorphine, diethylpropion, flunitrazepam and temazepam), 4 and 5 drugs do not require storage in CD cabinets but any drugs liable to abuse which are held on the premises should be stored securely.

· Bags containing CDs should not be left in a vehicle overnight, or in a vehicle left unattended for long periods of time. If a bag is left unattended at any time in a car it should be locked and kept out of sight. The car must be locked and any security system should be activated. Note: A locked car is not considered to be a locked receptacle for the purposes of the regulations.
· Blank prescription forms must never be pre-signed or left unattended.

· The security of prescription stationery (NHS or private) is the responsibility of the practice and the practitioner. It is good practice to record the number of the next unused form at the end of the working day.  This will help to identify quickly any lost or stolen forms.  

5.  Prescribing (all CD schedules)

5.1. To meet legal requirements, the following details must be present on the prescription. If any are missing the script is invalid and must be returned by the pharmacist. 

5.1.1. The name and address of the patient.

5.1.2. The form and strength of the preparation.

5.1.3. The total quantity or the number of dose units, in words and figures.

5.1.4. The dose.

5.1.5. The name, prescriber reference, address and signature of the prescriber.

5.1.6. The date.  

5.2. Prescriptions for CDs are valid for 28 days from the date of issue or the indicated start date.

5.3. Private prescriptions for schedule 2 and 3 CDs must only be issued on agreed form PPCD1, available from the Health Board.

5.4. 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 whom they provide services are aware of all terms of restrictions imposed.

Good Practice Advice

· CDs are not supplied directly to patients but issued via GP14 or PPCD1 prescription forms.

· Practitioners should not prescribe CDs for themselves, their family or friends except in an emergency.

· It is good clinical practice not to issue prescriptions for more than 30 days’ supply. Prescribers who do issue scripts for longer periods should be able to justify this decision.

· The dispensing pharmacist may query scripts which do not conform to best practice advice.

· NHS and private prescribing will be monitored through PRISMS.

· Dentists may prescribe CDs in Schedules 2 to 5 for organic disease. There is a limited range of products which can be prescribed on NHS GP14 prescription forms.

6. Administration of CDs (all schedules) to a Patient 

6.1. CDs may be administered either in the surgery, an out of hours setting or in patients’ homes.

6.2. Checks should be made to verify the patient’s identity before administering any drug.

6.3. The dosage, method of administration, route and timing of the administration must be appropriate for the patient’s condition and any concurrent therapies.

6.4. A record of each administration should be kept in the relevant patient clinical notes.

6.5. This record should specify the date, time, strength, presentation and form of administration, dose administered as well as the name of the registered dental practitioner administering it.

6.6. Entries for schedule 2 CDs administered from stock must be made in the appropriate CD register.

Good Practice Advice

In all cases, full clinical records must be kept.  Formal procedures should be followed when administering medicines, which must incorporate the following steps -

· Identify the patient by checking their name and date of birth and CHI number.  Wherever possible, the patient should also be asked to state his or her name and date of birth.

· Check that the prescribed medicine and route are correct for the patient

· Check that the prescribed dose has not already been given

· Select the medicine required and check the label to confirm that it is the correct medicine and correct strength etc.  

· Check the expiry date of the medicine

· Allergy status should be checked at pre-appointment visit when treatment is consented and confirmed before administering medicine.  

· Administer the medicine as instructed 

· Record the administration 

· Record any reasons for non administration and inform the responsible doctor in an appropriate timescale of any deviation from the prescription, if necessary.  

· A doctor, dentist or any person acting in accordance with the directions of a doctor or dentist may administer any Schedule 2, 3 or 4 CD from stock.

· A carer / relative can, with consent, administer a CD that has been individually prescribed for a third party. 

7. Incidents (all CD schedules)

7.1. All incidents involving CDs should be recorded and investigated in line with existing procedures for clinical or medication incidents.

7.2. The Accountable Officer must be notified of the incident as soon as possible, without compromising the steps needed to ensure patient safety.

7.3. The AO must then be notified of the outcome of all incidents involving CDs, any learning points identified and the actions taken to prevent recurrence.

7.4.  Where there is suspicion of criminal activity, Strathclyde Police should be              notified.

Good Practice Advice

· Incidents include significant events, theft, breakage and unexplained discrepancies.

· Anonymised information may be used in educational material to share best practice and prevent recurrence.

8. Supply: Issuing from practice stock to domiciliary bags (schedule 2 CDs only)

8.1. Where a practitioner’s bag contains CDs, a separate CD register should be held from that kept for practice stock and all transactions recorded.

8.2. The register should be kept separate from the bag but allow timely recording of any stock administered. 

8.3. If CDs kept in a bag expire, they should be returned to practice stock (with appropriate records of transactions) for future destruction in the presence of an authorised witness. If the practice does not keep central stock, the CDs need to be destroyed directly from the bag (with appropriate records) in the presence of an authorised witness.

Good Practice Advice

· It is good practice for transfers from stock to bags and associated record keeping to be witnessed by a second healthcare professional. 

9. Destruction (schedule 2 CDs only)

9.1. CD stocks which require use to be recorded in a CD register that are expired or are unsuitable for use for any other reason can only be destroyed by persons authorised by the NHS Lanarkshire Accountable Officer. Such persons include NHS Lanarkshire controlled drug governance inspectors. When CDs require destruction, the following procedure must be followed:

9.1.1. Contact the Controlled Drug Governance Team: Email cdgt@lanarkshire.scot.nhs.uk or Telephone 01698 858129 to arrange an appropriate appointment.

9.1.2. Store the CDs appropriately but ensure they are segregated from normal stock so that they are not used for patients.

9.1.3. Include this quantity in running balances and do not make alterations to    the CD register until destruction has taken place.

9.2. Patients should be encouraged to return all unnecessary medicines, including CDs, to a community pharmacy.

9.3. Patient returned CDs can currently be destroyed without the presence of an authorised witness.

9.4. Where schedule 2 CDs are returned to the practice, enter details of the name, form, strength and quantity of the drug in the CD returns register together with the date the drugs were returned, and where available, the name and address of the patient; role of the person returning the drugs (if not the patient); name and signature of the person who received the CDs.

9.5. If destruction is not to be carried out immediately, store the CDs appropriately and securely but ensure they are segregated from normal stock so that they are not used for patients.

9.6. When destruction is completed, add details of name, position and signature of the person destroying the drugs and the witness; and the date of destruction to the CD returns register.

Good Practice Advice

· Controlled drug denaturing kits should be used where possible for destruction. See section 14.

· The authorised witness will request that a competent member of staff, usually a healthcare professional, be present at the time of destruction and sign the register to verify the drug and quantity destroyed.  

· Destruction of patient returned drugs should be carried out as soon as possible after receipt. This should be witnessed by another healthcare professional.

10.  Record Keeping (schedule 2 CDs only)

10.1. Records of all receipts and issues of CDs must be made in the CD register, at the time of issue or receipt or as soon as possible after the action.

10.2. All the relevant sections of the entry must be completed.

10.3. CD registers must be kept for seven years from the date of the last entry and be available for review during inspections or destructions.

10.4. Currently the register must:

10.4.1. Be bound (not loose-leaved) or a computerised system which is in accordance with best practice guidance.

10.4.2. Contain sections for each individual drug, eg morphine, diamorphine. 

10.4.3. Have the name of the drug specified at the top of each page.

10.4.4. Have the entries in chronological order and made as soon as possible on the day of the transaction or, in exceptional circumstances, the next day. It is good practice to ensure all entries are made before the end of the shift period.

10.4.5. Have the entries made in ink or otherwise so as to be indelible or in a computerised form in which every such entry is attributable and capable of being audited and is in accordance with best practice guidance endorsed by the Secretary of State under section 2 of the NHS Act 1977.

10.4.6. Not have cancellations, obliterations or alterations; corrections must be made by a signed and dated entry in the margin or at the bottom of the page

10.4.7. Be kept at the premises to which it relates and be available for inspection at any time. 

10.4.8. A separate register must be kept for each premises, ie separate registers for main and branch surgery.

10.4.9. Be kept separate from CDs.

10.4.10. Not be used for any other purpose.

10.4.11. Be kept for seven years after the last entry.

10.5. For CDs received into stock, the following details must be recorded in the CD register:

10.5.1. The date on which the CD was received.

10.5.2. The name and address of the supplier, eg wholesaler, pharmacy.

10.5.3. The quantity received.

10.5.4. The name, form and strength of the CD.

10.5.5. The printed name and signature of the person receiving the stock.

10.6. For CDs supplied to patients (by administration from stock or bag), or to practitioners (by requisition), the following details must be recorded in the CD register:

10.6.1. The date on which the supply was made

10.6.2. The name and address of the patient or practitioner receiving the CD

10.6.3. Particulars of the authority of person who prescribed or ordered the CD

10.6.4. The quantity supplied

10.6.5. The name, form and strength in which the CD was supplied.

10.6.6. Where part ampoules are used, the register must contain details of the quantity administered and the quantity destroyed.

10.7. Patient returned CDs must be recorded in a separate book kept for this purpose, referred to as the patient returns register.

10.7.1. For patient returns, enter details of the name, form, strength and quantity of the drug in the CD returns register together with the date the drugs were returned, and where available, the name and address of the patient; role of the person returning the drugs (if not the patient); name and signature of the person who received the CDs.

10.7.2. When destruction is completed, add details of the date, the name, position and signature of the person destroying the drugs and the witness; and the date of destruction to the CD returns register.

Good Practice Advice

· A separate section for each strength and formulation of drug, eg pethidine 50mg /1ml injection, pethidine 100mg /2ml injection is recommended as good practice and will become a legal requirement from February 2008. Such a format allows use of running balances.

· Registers will be checked by the Controlled Drug Governance Team during practice inspections. These are likely to be carried out every 2-3 years.

· Where a suitable witness is present (another healthcare professional) it is good practice to countersign the register.

· The 2001 Regulations were amended in July 2006 to make clear that the record keeping requirements of the CD Regulations are a minimum and do not prevent inclusion of additional related information. 

· For schedule 2 CDs prescribed for patients, details do not need to be entered into the CD register but appropriate clinical records should be completed. 

11. Checks of stock holding (schedule 2 CDs only)

11.1. The responsible person should ensure that stock balances are checked quarterly for all items even if no transactions have occurred in that time.

11.2. Old/completed CD registers should be kept for seven years and then can be disposed of in confidential waste.

Good Practice Advice

· It is good practice for any authorised person who makes a transaction involving CD stock held centrally or in the bag to check the balance at that time.

· It is good practice, and will become a legal requirement, to keep a running total of CD stocks held. 

· Balance checks should be done in the presence of and countersigned by another healthcare professional. The procedure is as follows:

· Check that each order received since the previous CD check, has been entered into the register and tick each line, check that there are no pages missing.

· Check each entry into the register is correct.

· Check arithmetic for both receipt and use.

· Two persons should sign each entry. 

· Go through the register and verify that each drug in the register is in the cupboard or bag.

· Verify identification of drugs and check expiry date.

· Check the balance of each item is correct. Where the manufacturer’s tamper-evident seal has been examined and remains intact, assume that the quantity in pack is the same as that stated.

· When you are satisfied that everything is correct, for each item write across the next line “date, drugs checked and correct, signature x2, balance”.

· When a CD register is complete and a CD check has been done, score across the front of the register and endorse it with “date, register complete, signature”. Any remaining blank pages should be scored through.

· External audit will be undertaken by the CD Governance officers during inspections.

12. Dealing with discrepancies (schedule 2 CDs only)

12.1. If a practice becomes aware of a CD discrepancy either in central stock or a doctor’s bag this must be fully investigated as soon as possible.

12.1.1. Check arithmetic since last correct balance.

12.1.2. Re-check CD cupboard or bag with second person (remember to include date expired stock and exclude patient returns which may have become mixed with stock).

12.1.3. Check other register sections of same drug class for erroneous entries.

12.1.4. Check other holdings, eg bags for stock which may have been transferred but not recorded.

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

12.1.6. Check orders have all been entered by checking delivery notes / invoices / stock orders for discrepancies.

12.1.7. Check diary and contact all practitioners who have worked at the practice during the relevant period to verify any supplies made that have not been entered.

12.2. As each step is carried out and completed record date and initials on report form as shown below, and add details of any discoveries including details of how resolved and corrections made in CD register. If discrepancy can be resolved at any of the above steps, GDP to make a dated footnote in the CD register to reflect correction.

12.3. Any discrepancy which cannot be resolved should be notified to the Accountable Officer.

Good Practice Advice

· If considered appropriate, any discrepancy which cannot be resolved should be reported to Strathclyde Police.

Action to Resolve Discrepancies

	Action to Resolve Discrepancies 


	Person responsible
	Date

	Check arithmetic since last correct balance.
	
	

	Re-check CD cupboard or bag with second person (remember to include date expired stock and exclude patient returns which may have become mixed with stock). 
	1.

2.


	

	Check other register sections of same drug class for erroneous entries.
	
	

	Check other holdings, eg bags for stock which may have been transferred but not recorded.
	
	

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

	Check orders have all been entered.
	
	

	Contact made with Practitioners who have worked at the practice during the relevant period. (Include details of all names and contact dates.)
	
	

	AO notified?
	
	

	Amendments made to register?
	
	

	NOTES:


	
	


13. Resources

· Controlled Drug Governance Team: Email cdgt@lanarkshire.scot.nhs.uk or Telephone 01698 858129
· Examples of suitable products for safe storage are available on request from the Controlled Drug Governance Team.

· Registers which comply with the legislation are available from:
Controlled Drug Governance Team: Email cdgt@lanarkshire.scot.nhs.uk or                  Telephone 01698 858129
· Practitioners should report a suspected loss or theft of any prescription stationery to NHS Lanarkshire Primary Care Administration Services on 01698 858147 as soon as the loss/theft is discovered.  They should report the approximate number of prescription or requisition forms lost or stolen, their serial numbers and where and when they were lost or stolen.

· Controlled Drug denaturing kits can be purchased from community pharmacies.
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