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Community Pharmacy

The new Medicines Management Website  is now available.  The ‘new look’ website has been re-designed & upgraded.
The web address for the new site is: http://medicinesmanagement.doncasterccg.nhs.uk save to your favourites / shortcuts for a quick link to:
· Formularies;
Drug
Antibiotic 
Palliative Care
Wound Care
Gluten Free
· Area Prescribing Committee Traffic Light System
· Shared Care
· Local Guidance
· Newsletters

The Medicines Management Team is currently supporting several Doncaster GP practices to implement Electronic Repeat Dispensing (ERD) as a pilot. 
Therefore pharmacies may start to see an increase of prescriptions received via the ERD system.  

Your help and support will be greatly appreciated during this period.  If successful, ERD may be rolled out across Doncaster helping pharmacies & GP practices to manage workloads effectively.

Electronic Repeat Dispensing

New Medicines Management Website 



	

	Palliative Care – Primary Care

Just In Case Boxes
From the 1st September 2016, pre-emptive medications have been provided in a physical box called a ‘Just In Case Box’ for Doncaster patients.
Just In Case Boxes aim to improve identification of ‘Pre-emptive Medication’ within the patient’s home and to allow for safe and appropriate storage.
As a collaborative approach Doncaster CCG has provided the boxes to DBHFT, RDaSH and those community pharmacies taking part in the palliative care LES, and, patients will receive their pre-emptive medication in these boxes.   A patient information leaflet will also be provided explaining why the medications have been given.  The usual medications contained within these boxes are;
· Morphine Injection
· Haloperidol Injection
· Hyoscine Butylbromide Injection
· Midazolam Injection

Pre-emptive Prescribing Guidance – Updated 
The ‘Pre-emptive Prescribing Guidance for the Last Days of Life’, has been reviewed and updated, to incorporate new prescribing practices, and, national or regional recommendations.  
Updates include;
· Morphine recommended  as 1st line choice for pain in palliative care - due to recurring issues with supply of Diamorphine over the past several years
· Algorithms changes for managing symptoms including; pain, nausea and vomiting and dysponea
· New ‘Community Specialist Palliative Care’ referral  form
· New ‘Non-syringe Driver’ administration forms – interactive EMIS/Systm1 based forms which can be pre-populated with patient details 
· Increased number for pharmacies involved in the community pharmacy palliative care LES with improved regional availability 
http://medicinesmanagement.doncasterccg.nhs.uk/guidelines/ 








What are the equivalent doses of oral morphine to other oral opioids when used as analgesics in adult palliative care?

Formulary Update:

Nitrofurantoin first line
E. coli are one of the most common bacteria causing infections in humans, particularly urinary tract infections (UTIs). These infections can sometimes progress to cause more serious infections such as blood poisoning which can be life threatening. ESBL-producing strains are more difficult to treat because of their antibiotic resistance, also the number of ESBL-producing E. coli infections is increasing.

To support the reduction of E. coli bacteraemia by facilitating safe, effective antibiotic prescribing in urinary tract infection (UTI) Nitrofurantoin is now first line. 
Trimethoprim and pivmecillinam are alternative agents when Nitrofurantoin is not suitable.
http://medicinesmanagement.doncasterccg.nhs.uk/formulary/formularies/ 


This Q&A gives advice on converting between oral morphine and other oral opioids when they are used as analgesics in adult palliative care. In addition it gives details on the issues that need to be considered when switching a patient from morphine to an alternative opioid or vice versa.
https://www.sps.nhs.uk/articles/what-are-the-equivalent-doses-of-oral-morphine-to-other-oral-opioids-when-used-as-analgesics-in-adult-palliative-care-2/



Prescribing of vitamins in alcohol dependence

First line device choices for asthma & COPD


Pharmacy staff may see repeat prescriptions for Vitamin B Co or Vitamin B Co strong being stopped or changed to Thiamine by prescribers.  This is in line with NICE guidance on prescribing vitamins in the management of alcohol dependence.
https://www.nice.org.uk/guidance/CG115

The formulary now includes a list of devices with pictures to assist prescribers for first line choices of asthma and COPD products.
http://medicinesmanagement.doncasterccg.nhs.uk/wp-content/uploads/2015/12/Formulary-First-line-device-choices-for-Asthma-and-COPD-V2.0.pdf 

Availability of Licensed Products


Diazepam 2mg/5ml oral suspension (Special Order) has been discontinued. A licensed option is available from Sandoz Ltd which should be considered and is also available through AAH Pharmaceuticals Ltd and Alliance Healthcare (Distribution) Ltd.

Instead of using Naproxen 125mg/5ml (Special Order) which is unlicensed, use of Naproxen 125mg/5ml oral suspension sugar free (Orion Pharma (UK) Ltd) which is licensed and also available through AAH Pharmaceuticals Ltd should be considered.


Following an EU wide review of meprobamate, the remaining licence holder in the UK has ceased manufacturing and the licence will be cancelled by the end of 2016. Pharmacists are advised that any prescribing after this date will be off-licence and may wish to consider liaising with the prescriber.
Advice for healthcare professionals:
· Prescribers should review the treatment of any patient who is currently receiving a meprobamate-containing medicine with a view to switching them to an alternative treatment
· Prescribers should not start any new patients on medicines that contain meprobamate

Meprobamate: licence to be cancelled




The Specialist Pharmacy Service (SPS) – Medicines Use and Safety (MUS), Procurement, Quality Assurance (QA), Technical Services and UKMi has launched a new website. Its aim is to be “The first stop for professional medicines advice”. 
This new website has purposed-designed functionality and brings together the content of a number of historical SPS websites onto one platform. Users continue to have open access to the majority of the site and the content they are familiar with including the national Patient Group Direction (PGD) website guidance. Procurement training information and QA’s “yellow cover documents” on a variety of technical matters such as microbiological monitoring and over labelling are readily available. Information from most UKMI resources, including Medicines Q and As, fridge, lactation, compliance aid and patent expiry information, together with horizon scanning and new medicines information have moved onto the new website.
http://www.sps.nhs.uk

How to search for information on medicines




Following the recent MHRA Drug Safety Update pharmacists are should consider the updated advice below when emergency contraception is requested.  
Medicines or herbal remedies that induce CYP3A4 enzymes reduce blood levels of levonorgestrel, which may reduce emergency contraceptive efficacy.
Updated advice for healthcare professionals:
· women seeking emergency contraception who have used cytochrome P450 3A4 (CYP3A4) enzyme inducers (see below) within the last 4 weeks, should: 
· preferably use a non-hormonal emergency contraceptive - i.e. a copper intrauterine device
· if this is not an option, double the usual dose of levonorgestrel from 
1.5 milligrams to 3 milligrams (i.e. 2 packs)
· for these women: 
· provide advice on highly effective ongoing contraception that is not affected by hepatic enzyme-inducing drugs (see guidance from the FSRH)
· advise them to have a pregnancy test to exclude pregnancy after use of levonorgestrel-containing emergency contraception
· advise them to seek prompt medical advice if they do become pregnant

Hepatic enzyme inducers include medicines used to treat:
· epilepsy (e.g. barbiturates, primidone, phenytoin, carbamazepine)
· tuberculosis (e.g. rifampicin, rifabutin)
· HIV (e.g. ritonavir, efavirenz)
· fungal infections (e.g. griseofulvin)
Herbal remedies that contain St John’s wort (Hypericum perforatum) also reduce levonorgestrel levels.
https://www.gov.uk/drug-safety-update/levonorgestrel-containing-emergency-hormonal-contraception-advice-on-interactions-with-hepatic-enzyme-inducers-and-contraceptive-efficacy 

MHRA Drug Safety Update - Levonorgestrel-containing emergency hormonal contraception: advice on interactions with hepatic enzyme inducers and contraceptive efficacy







Levonorgestrel-releasing intrauterine systems: prescribe by brand name

Is there a lactose-free oral contraceptive?


All licensed oral contraceptives currently available on prescription contain lactose. This Medicines Q&A lists lactose-free, non-oral alternatives.
https://www.sps.nhs.uk/articles/is-there-a-lactose-free-oral-contraceptive-2/ 

Levonorgestrel-releasing intrauterine systems should always be prescribed by brand name because products have different indications, durations of use, and introducers.

A levonorgestrel-releasing intrauterine system (IUS) has been available as the brand Mirena for a number of years. Recently, a second product called Levosert was licensed for use in the UK. 
Pharmacists may wish to consult the prescriber if the brand prescribed is unclear.



Topical miconazole
MHRA have issued a reminder to healthcare professionals of the potential for serious interactions with warfarin and topical miconazole, including oral gel. Pharmacists are reminded to check if a patient is prescribed warfarin when dispensing miconazole products.

Reminder for healthcare professionals:
· Miconazole, including the topical gel formulation, can enhance the anticoagulant effect of warfarin—if miconazole and warfarin are used concurrently, the anticoagulant effect should be carefully monitored and, if necessary, the dose of warfarin reduced
· Patients should be advised to tell their doctor or pharmacist if they are receiving warfarin before using products that contain miconazole (including those available without prescription), and to seek medical advice if they notice signs of over-anticoagulation during treatment, such as sudden unexplained bruising, nosebleeds or blood in the urine

Warfarin:





Fosfomycin Antibiotic Supply
Oral fosfomycin sachet is an option that may infrequently be recommended by a Consultant Microbiologist for the management of a UTI in a community patient. The drug is rarely prescribed in Primary Care and therefore not routinely stocked by Community Pharmacy. 

A process to prescribe and dispense fosfomycin has also been developed and can be found at: http://medicinesmanagement.doncasterccg.nhs.uk/wp-content/uploads/2015/12/Fosfomycin-process-for-prescribing-dispensing-V2.0-June-2016.pdf 

The Royal Pharmaceutical Society have developed a guide offering practical support and signposting to help pharmacists who are already working in/with care homes or are interested in starting this new role.  
http://www.rpharms.com/landing-pages/working-in-care-homes-hub.asp

The ultimate guide for pharmacists working in care homes

Treating your infection leaflet

Public Health England in collaboration with other professional societies have developed the ‘Self-care guide to help you treat your infection’ for healthcare professionals to use as an advice / support tool for patients. 
https://www.gov.uk/government/publications/antibiotic-awareness-resources-treating-your-infection-leaflets 
Guidance on the management and treatment of Clostridium difficile infection issued by Public Health England states that fidaxomicin is the recommended option for patients with recurrent CDI because of their increased risk of further recurrences.  

Due to the rarity of the requirement for prescribing in Primary Care and the cost of the drug to keep in stock, a process is in place for prescribers following advice from the consultant microbiologists to have the FP10 prescription dispensed from the main dispensary at Doncaster Royal Infirmary.  Should you receive any prescriptions or queries, please advise patients to go back to their GP to arrange for this process to be facilitated.
The process to prescribe and dispense fidaxomicin can be found at: 
http://medicinesmanagement.doncasterccg.nhs.uk/wp-content/uploads/2016/02/Fidaxomicin-process-for-prescribing-dispensing-V3.0-January-2016.pdf 

Reducing Antimicrobial Resistance e-learning 

The Reducing Antimicrobial Resistance programme consists of a single e-learning session, which provides overview of how to tackle antimicrobial (antibiotic) resistance, key facts about antimicrobial resistance and describes the important role everyone working in a health and social care environment has in tackling it. This Level 1 e-learning programme provides an introduction for all clinical and non-clinical staff.
Clinical staff who have an active interest and prior experience in the prevention, diagnosis and management of infectious disease can access a free interactive six-week online course on Antimicrobial Stewardship: 
https://www.futurelearn.com/courses/antimicrobial-stewardship

Suspected drug interaction between citalopram and cocaine

A MHRA Drug Safety Update has been published following a coroner’s report that raised concerns about a suspected drug interaction between citalopram and cocaine after the death of a man due to subarachnoid haemorrhage.
Pharmacy staff should be mindful of possible illicit drug use when medicines that have the potential to interact adversely are prescribed.
https://www.gov.uk/drug-safety-update/citalopram-suspected-drug-interaction-with-cocaine-prescribers-should-consider-enquiring-about-illicit-drug-use 

Co-beneldopa (levodopa/benserazide) is available as standard release capsules, dispersible tablets and prolonged-release capsules. All three preparations are indicated for the treatment of parkinsonism. 

For patients taking the prolonged-release preparation of co-beneldopa (Madopar® CR), there may be clinical situations when an alternative formulation of co-beneldopa needs to be considered e.g. if swallowing difficulties develop.  This Medicines Q&A discusses the therapeutic options available.
https://www.sps.nhs.uk/articles/how-do-you-convert-from-co-beneldopa-madopar-prolonged-release-capsules-to-dispersible-tablets/

How do you convert from co-beneldopa (Madopar®) prolonged-release capsules to dispersible tablets?

Fidaxomicin Antibiotic Supply



Methadone dispensing systems
We have recently seen an increase in incidents where pharmacies have incorrectly dispensed Methadone to the wrong patient via the methameasure machine.  Pharmacy staff are reminded to follow their company procedures for the dispensing systems, to ensure all patients are correctly identified before supplying Methadone doses.

Buprenorphine Patches
Incidents where the wrong Buprenorphine Patches have been dispensed e.g. 72 Hour patches dispensed instead of 96 Hour patches are still occurring. Where possible it is advised pharmacies put an alert on their IT systems as a reminder when dispensing patches to check the strength / dose / duration prescribed.

Sodium Oxybate
It has been highlighted in a recent report that a pharmacy failed on several occasions to identify that Sodium Oxybate changed from a schedule 3 to a schedule 2 Controlled Drug in January 2015.  Contributory factors may have been due to the drug not being commonly prescribed in primary care and the stock being delivered by a courier.
 Please be aware that deliveries via couriers may not require a signature like routine CD deliveries 
 Pharmacists are advised to check the classifications of unfamiliar drugs
 Sodium Oxybate is classified as a Schedule 2 CD which necessitates safe custody, prescription and CD register requirements

Missed Day Reminders
The NHS England Accountable Officer continues to receive incident reports where pharmacies have issued doses to Substance Misuse Clients who have missed 3 days treatment.  
There is a risk that the client will have lost tolerance of the drug and the usual dose may cause overdose.

Pharmacy staff are reminded of the importance of reporting each individual missed dose and not to supply doses to clients who have missed 3 days due to the risk that the client will have lost tolerance of the drug and the usual dose may cause overdose.

As stated in the Substance Misuse protocols pharmacy staff are advised to cancel any remaining days on the prescription and process the prescription for pricing, or destroy if nothing has been dispensed to minimise the risk of any errors occurring.

If you have Schedule 2 Controlled Drugs that require destruction and wish to request an NHS England authorised witness please complete the following forms within the NHS England Yorkshire & Humber SOP:


Appendix B - Controlled Drugs Destruction Pre-Visit Checklist &
Appendix C – Controlled Drug Destruction Witness Record 
Please then submit the completed forms to the Medicines Management Team by
Email: medicinesmanagementadmin@doncasterccg.nhs.uk or Fax: 01302 556321
 
A member of staff will then contact you to arrange a convenient time to visit your pharmacy.
Alternatively for further information please contact a member of staff Tel: 01302 566229


The Controlled Drug Accountable Officer for NHS England Yorkshire & Humber is Gazala Khan.

The Medicines Management Team continue to support the CD AO through delegated authority to implement the Controlled Drugs (Supervision of Management and Use) Regulations 2013.

All CD incidents must be reported to NHS England by completing the incident form below & submitting via: 
Email:  england.yhcdao@nhs.net or by 
Fax: to 0113 245 1594


CD Destruction of Pharmacy Stock

Controlled Drug Incident Reporting

CD Incidents

Controlled Drug Update

From 30th November 2015, amendments to the Misuse of Drugs Regulations 2001 made the completion of an FP10CDF mandatory to enable a prescriber to requisition stock CDs from a community pharmacy. 
https://www.gov.uk/government/publications/circular-0272015-approved-mandatory-requisition-form-and-home-office-approved-wording 

The introduction of an approved mandatory requisition form is a remaining Shipman Inquiry recommendation aimed at ensuring the purchase of all stocks of Schedule 2 and 3 Controlled Drugs by healthcare professionals within the community can be monitored.
The new form can be downloaded from NHSBSA website: 
http://www.nhsbsa.nhs.uk/PrescriptionServices/1120.aspx

CQC Controlled Drugs National Group

CD requisition form (FP10CDF) 


Please find web-links below to recently published newsletters from the Controlled Drugs National Group’s Sub-Groups:

Vigilance Sub-Group’s newsletter Volume 1 Number 4
http://www.cqc.org.uk/content/use-controlled-drugs#vigilance 
In this issue the focus is on where CDs thefts have led to harm as a result of individuals taking CDs that were not prescribed or intended for their use. 

Patient Safety Newsletter Volume 1 Number 3 
http://www.cqc.org.uk/content/use-controlled-drugs#patient-safety
In this issue the focus is on risks of drug-drug interactions, drug doses in renal impairment, the safer use of naloxone and share an article on prescribing opioids for chronic pain.






NICE NG46 - Controlled drugs: safe use and management


This guideline covers systems and processes for using and managing controlled drugs (CDs) safely in all NHS settings except care homes. It aims to improve working practices to comply with legislation and have robust governance arrangements. It also aims to reduce the safety risks associated with controlled drugs.
The guidance includes recommendations:
· for organisations on developing systems and processes, including governance arrangements, storage, stock checks, transportation and destruction and disposal
· for organisations on record keeping, risk assessment and reporting controlled drug-related incidents for organisations
· for health professionals on prescribing, obtaining and supplying, administering and handling controlled drugs
· for health professionals monitoring use, including governance and systems for reporting concerns and incidents.
https://www.nice.org.uk/guidance/ng46 


Travelling with Controlled Drugs for 3 months or more

Opioids aware


Patients must obtain a licence to enter or leave the UK for 3 months or more with medication containing a controlled drug.

They should apply at least 10 working days before they are due to travel. Applications from overseas could take longer.

Patients will need to obtain a letter from their GP or drug worker and send this with the appropriate Home Office application form to the specified address. The letter must confirm:
· their name
· their travel itinerary
· a list of their prescribed controlled drugs
· dosages and total amounts for each drug

Patients don’t need a licence for supplies for less than 3 months but should have a letter from their GP with the information above. They may have to show the letter when going through customs. 

Patients should also check the regulations for controlled drugs with each country they are travelling to by contacting their embassy in the UK.
The HO form and much more detailed information can be found at: https://www.gov.uk/travelling-controlled-drugs  

A new online resource, funded by Public Health England, has been launched for prescribers and users of opioid medicines. Information includes good practice guidelines on prescribing, record keeping and legislation around controlled drugs. 
www.fpm.ac.uk/faculty-of-pain-medicine/opioids-aware
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Standard Operating Procedures for the


Destruction of Controlled Drugs 


Introduction


It is a legal requirement for stocks of Controlled Drugs (CDs) to be destroyed in the presence of an Authorised Witness. The destruction of schedule 1 and 2 controlled drugs must be witnessed by a person authorised under the Misuse of Drugs Regulations 2001. When a controlled drug is destroyed, details of the drug must be entered into the controlled drugs register.

The Health Act 2006 gives designated health bodies the authority to appoint an Accountable Officer (AO) who has responsibilities in relation to the safe, appropriate and effective management and use of controlled drugs both within that health body, or by any service contracted to that health body.

The AO has the power to appoint appropriate individuals or groups of people as Authorised Witnesses from within the health bodies for which they have responsibility. 


The NHS England Yorkshire and Humber Accountable Officer (AO) has responsibility across Yorkshire and Humber for (list not exhaustive):


· GP practices


· Dispensing doctor premises


· Community pharmacies


· Dental practices


· Private providers of health services


· Private clinic environments not required to appoint their own AO.


The AO needs to ensure there are sufficient authorised witnesses to avoid build-up of expired or unwanted controlled drugs stock as this can quickly become a crime prevention issue and breach waste management regulations. NHS England has a responsibility to ensure safe custody of CDs.

Any person authorised to witness destruction by an Accountable Officer must be subject to a professional code of ethics and/or have been the subject of DBS/CRB checks. The AO must ensure that the authorised witnesses have had appropriate training and are working to an agreed Standard Operating Procedure (SOP).They must also be independent of day-to-day use or management of controlled drugs at the premises involved. 

The following guidance has been taken in to account in the development of this SOP.


· National prescribing Centre (NPC) Handbook for the controlled drugs accountable officers in England 1st Edition March 2011


· Department of Health Guidance, Safer Management of Controlled Drugs (CDs): changes to record keeping - February 2008 


· Department of Health Guidance , Safer Management of Controlled Drugs: Changes to Requirements for Requisitions for the Supply of Schedule 1, 2, and 3 Controlled Drugs” January 2008 


· The Royal Pharmaceutical Society of Great Britain (RPSGB) Guidance for pharmacists on the safe destruction of controlled drugs England, Scotland and Wales September 2007


The NHS England Yorkshire and Humber Accountable Officer (AO) 


The NHS England Yorkshire and Humber Accountable Officer is Gillian Laurence. 

NHS Authorised Witnesses


Authorisation will be on an individual named basis and authorised witnesses are directly accountable to the designated Controlled Drug Lead for the CCG within the area they are carrying out this activity. 

Non-NHS Authorised Witnesses


Authorisation will be on an individual named basis and as agreed by the Accountable Officer. There is an expectation that Companies with 5 or pharmacies will wish to have an employee or employees authorised as a witness. These authorised witnesses will be required to follow a Standard Operating Procedure agreed by the CDAO.

Witness Declaration


All Witnesses will complete a Witness declaration (Appendix A) prior to authorisation.

 Standard Operating Procedure for Witnessing the Destruction of Controlled Drugs


Purpose


This Standard Operating Procedure (SOP) represents the current recommended good practice and will ensure the safe and appropriate destruction of Controlled Drugs (CD) in compliance with current legislative requirements. 

Scope


This Standard Operating Procedure (SOP) applies to individually named employees of the NHS within Yorkshire and Humber who have been designated as Authorised Witness within the previous 2 years by an NHS England Accountable Officer for the CCG area in which they undertake destruction. It relates to the destruction of out-of-date or unwanted Schedule 1 and 2 CD stock. 

In this procedure ‘stock’ refers to CDs that have not been issued/dispensed to a patient. (Once medication has been issued/dispensed to a patient, any CDs returned are generally known as ‘Patient Returns’. Though the requirements for witnessed destruction do not apply to these, good practice would be to keep a record of patient returned CDs and still have their destruction witnessed – though not necessarily by an authorised witness). 

Please note, any Schedule 1 controlled drugs handed into the pharmacy should be reported to the drug enforcement agency of the police who should organise destruction.

It explains how CDs should be destroyed in the presence of authorised witnesses and how any discrepancies/problems found during the destruction process should be processed.


This SOP is to be used in conjunction with any local CCG Medicines Policies.

1. Arranging visits witnessing the destruction of CDs


REQUESTS








Premises requiring destruction of out of date or otherwise unwanted stock CDs will contact their local Medicines Management Team Office:


		Contact Name

		Telephone No

		Email



		NHS Doncaster CCG Medicines Management Team

		01302 566229

		medicinesmanagementadmin@doncasterccg.nhs.uk





Requests will be taken from Community Pharmacies, GP Practices, Dental Practices or other appropriate bodies who do not have their own Accountable Officer and have stock CDs requiring an authorised witness for the destruction record.

If the request cannot be followed-up in the designated timescale then the reasons for this are to be added to the Medicines Management Teams Controlled Drugs Destruction Records/Database.


Please note all schedule 3 controlled drugs can be denatured and disposed of as clinical waste and do not need to be recorded in the register or disposed of by an authorised witness. Whilst attending, witnesses may (at their discretion) also witness the destruction of schedule 3 CDs and patient returns.

ON RECEIPT OF REQUEST





On receipt of the request the following information should be collected and recorded by the relevant Medicines management team:

· Date of request

· Date appointment request actioned 


· Name and address of premises 


· Type of premises (e.g. GP, Pharmacy)


· Contact name and telephone number 


The premises may be sent (by e-mail or post/ fax if an e-mail address is not available) a copy of the pre-visit checklist (Appendix B) and Controlled Drug Destruction Witness Record (Appendix C). If issued, these will need to be completed before any appointment with an Authorised Witness can be confirmed. This is to allow the time required for the appointment to be approximated.

An authorised witness should normally agree an appointment within 4 weeks of the date the request is made (unless this would not involve any significant risk).  Further details are then recorded by the Medicines management team:

· Time and date of appointment


· Name & Title of Authorised Witness


· Name and Title of the Nominated Person from the Premises

The Authorised Witness shall not be a relation, have a personal relationship with or conflict of interest with the nominated person who will be destroying the CD’s. If they do, then another authorised witness will attend the destruction or a different person at the premises must be nominated.

Authorised Witnesses must not witness the destruction of CDs for a GP Practice or other clinical provider premises to which they are providing Prescribing Support or where they currently, recently or soon will be working in any capacity. Any medical practitioner must not witness destruction in their own practice.


Authorised Witnesses must not act in that capacity within any Community Pharmacy premises in which they are currently, recently or soon will be also providing services as a Pharmacist or a Pharmacy Technician (employed or locum).


Confirmation is to be obtained from premises that:


· The nominated person is a permanent member of staff (i.e. not a locum unless a regular locum and there is no reasonable alternative). This person does not have to be a pharmacist or the person responsible at the premises e.g. technician or dispenser. When not a registered professional, it will be recorded on the Controlled Drug destruction Witness Record (Appendix C) that the Responsible Pharmacist at the time of destruction has authorised the nominated person.

· The premises have sufficient denaturing kits and the appropriate equipment to undertake the process with regards to relevant health and safety/ COSHH regulations

· The premises have a Standard Operating Procedure (SOP) for the Destruction of Controlled Drugs.


The completed forms will be saved by date and name of organisation in Medicines management Team records

PRE-VISIT


Before committing to the visit, the Authorised Witness will seek assurance from the premises that:


· The staff are ready for the visit;


· The CD running balances have been checked and any discrepancies reconciled;


· The nominated person will definitely be available at the time of destruction and; 

· Any directions and/or contact have been confirmed.

The Authorised Witness will then assemble:

· Their NHS identification 


· A printed copy of the submitted CD Destruction Witness Record (where a copy has been returned);


· A spare CD denaturing kit if available (This is advisable but should be charged to or replaced by the contractor if used).

2. The Visit 


PREPARATION


On arrival at the premises the Authorised Witness will identify them self using their NHS identification (if they are not already known to staff) and then ask for the nominated staff member who is to destroy the CDs.


The contractor staff will destroy the CDs in accordance with their own Standard Operating Procedure (SOP) for the Destruction of Controlled Drugs. All parts of the process must take place in the presence of the Authorised Witness.

If, in the opinion of the authorised witness, the contractor SOP does not meet with appropriate standards for recording or destruction then there are two options for the authorised witness:


· At their discretion and with contractor agreement they may supervise the contractor staff to undertake the destruction as per this NHS England SOP.  If this occurs then this must be documented in the comments section of the Controlled Drug Destruction Witness Record (Appendix C). 


· Alternatively the Authorised Witness may arrange to return at a time when the contactor SOP does meet appropriate standards. In this case the CDs for destruction must not be destroyed. 

CDs must be destroyed using a CD/Drug denaturing kit designed for that purpose. No other method of destruction may be used. The kits include instructions for use; these must be followed to ensure effectiveness.  


The authorised witness must;

· Reconcile the quantity of drug and strength of each item to be destroyed with the CD destruction form previously prepared


Any extra items can be added to the destruction list at the discretion of the Authorised Witness. If needed, a further visit can be arranged.

· Enter the reason for destruction onto the CD destruction form for each item e.g. out-of-date, spoilt or otherwise unwanted stock.

· Check the item has not  previously been dispensed/issued to a patient


· Ensure that the instructions on the denaturing kit are followed

CONTROLLED DRUGS REGISTER

Before any CDs are destroyed, the relevant pages of the CD register must be verified by the Authorised Witness. The entry in Controlled Drug Register must contain the following information

· Name, strength and form of the product (If drug details are on the top of the page in the register then only the quantity needs to be filled in for each entry)


· Date and quantity destroyed


· Reason for destruction, e.g. Out of date, unwanted, discontinued stock

· Signature, name (printed) and professional registration number  (if applicable) of both the person undertaking the destruction and the Authorised Witness followed by their signature


· The running balance is to be amended to show the amount that has been destroyed


· Any discrepancies which are clearly apparent in the running balance and cannot be easily rectified should be reported as a significant event by both the Authorised Witness and the nominated person for the premises

DESTRUCTION


The Authorised Witness is to ensure the following processes are undertaken by the nominated person at the premises.  

The destruction(s) are to be undertaken in strict rotation, as stated in the following table until all of the items have been disposed of. Dry formulations, powders and tablets should always be disposed of in the kit first.

		Drug Form

		Method of Destruction in the Denaturing kit (DOOP) Kit



		Tablets/Capsules

		Tablets and capsules are to be removed from their outer packaging, removed from blister packaging and placed in the kit. NB. Some kits require the tablets to be crushed and capsules opened so gloves may be required



		Patches

		To render the active ingredient irretrievable, remove packaging, remove backing off the patch, fold patch in half adhesive side inwards and then place in the kit



		Lozenges

		Lozenges must be removed from their packaging and placed in the kit. If there is any excess uncontaminated packaging (e.g. the plastic stick which the lozenge is attached to) then is to be cut off 



		Ampoules

		Liquid and powder ampoules should be opened (using an ampoule breaker when available) and as much of the content as possible emptied into the kit before then also putting the empty ampoule into the kit. Gloves must be worn at all times to help protect the member of staff



		Aerosol formulations

		Aerosol formulations should be expelled under water in a small container (to prevent droplets of drug entering the air). As a further precaution, it would be advisable for a facemask and gloves to be worn by staff undertaking the activity and to ensure that the area where the destruction takes place is well ventilated. The resulting solution can then be disposed of in the denaturing kit. The aerosol container is to be disposed of by appropriate means



		Liquid

		Add directly to the denaturing kit. The container should be rinsed into the kit to remove final traces of the CD.





Once all the CD’s have been added to the denaturing kit, the following instructions are to be followed:


· Replace the lid on the kit and shake powder around to ensure that the powder has encased the contents

· Open container, fill to line with water, replace lid securely and shake vigorously in accordance with the kit manufacturer’s directions


· The kits are then labelled using a label that identifies the premises and shows when the kit was used, so that it can be completely disposed of after the denaturing process is complete.  The label is to be completed by the Authorised Witness

· Request that the kit is locked away in a CD cabinet / secure medical cupboard for 24 hours to ensure that the full denaturing process occurs. After this the kit is then safe to dispose of via a normal pharmaceutical waste bin. All premises (including GP and Dental practices) must have arrangements in place to dispose of pharmaceutical waste.

NHS CCG Record Keeping


The Controlled Drug Destruction Witness Record is to be signed by both parties to confirm the quantities that have been destroyed. Any amendments must be initialled by both the Authorised Witness and nominated person at the premises.

This record sheet is not a legal requirement, but it is an audit/feedback tool providing potentially useful information to the Accountable Officer and the Local CD Intelligence Network. The medicines management team will retain this document for a minimum of 7 years.

3. Post-Visit

The completed Controlled Drug Destruction Witness Record sheet must be returned to the Medicines Management team.


The form is to scanned and kept on file in the Medicines Management Team Office in the folder marked ‘Controlled Drugs Local Intelligence Network’.    

(This replaces the form submitted during the request process if this has been requested.)

4. Discrepancies


The presence of discrepancies does not necessarily prevent the destruction of CDs from taking place. The Authorised Witness must consider the risks (if any) of not allowing the destruction of CD’s during the visit, recording what has not, been destroyed and include any relevant information.

There is an expectation that mathematical discrepancies in the CDR are corrected prior to the arrival of the Authorised Witness. It is not the function of the Authorised Witness to investigate untraced discrepancies at the time of destruction, though it would be prudent to make a simple check if running balance and stock levels do not balance. Any discrepancies traced and corrected at the time of the destruction must be recorded in the CDR and on the CD Destruction Witness record.


Where a discrepancy cannot be easily traced, the Authorised Witness must make a detailed note of the discrepancy on the CD Destruction Witness Record and make sure the Controlled Drugs Lead at the CCG is made aware. The premises must be advised to undertake a full investigation and inform The NHS England Yorkshire and Humber Accountable Officer, or their deputy of their findings via a Prescribed Medication/Controlled Drugs Patient Safety Reporting Form within one week of the visit.


It is the responsibility of the local Controlled Drug lead at the CCG Medicines Management team to ensure that a full investigation has been undertaken into the discrepancy.

5. Validation 


Training 


The CCG will agree and ensure appropriate training for all Authorised Witnesses that operate within their area. Once training is completed the Authorised Witness will complete an Authorised Witness Declaration (Appendix A), which will be valid for 24 months once signed by the CDAO.


Training will include:


· Reading this SOP


· Witnessing a visit (not necessary for previously authorised witnesses)

· Completing a supervised visit (not necessary for previously authorised witnesses)

The CCG will provide updates and where necessary additional training for all Authorised Witnesses that operate throughout their area as and when the need arises.

Development


Based upon Rotherham CCG Standard Operating Procedures for Destruction of Controlled Drugs, April 2013, with modification following comments received from other SYB medicines management teams.

Reviewed by: 

Ratified by: 


Review Date: 31 March 2017

6. Declarations


All named NHS Authorised Witnesses, The NHS England Yorkshire and Humber Accountable Officer and relevant members of the Medicines Management teams must sign the declaration below to confirm that they have read, understood and will abide by the Destruction of Controlled Drugs Standard Operating Procedures. A copy should be kept by the Medicines Management team and a copy forwarded to the CDAO.

		Name

		Title

		Signature




		Date






		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		





Appendix A

Authorised Witness Declaration 


Authorised Witnesses should not 

· witness destruction of CDs for a GP Practice to whom they are providing Medicines Management Support or where they work at the time of destruction.


· act in that capacity within any Community Pharmacy premises in which they are currently also providing services as a Locum Pharmacist.

After undertaking training and reading this SOP complete and sign the declaration below.


Name

……………………………………………………………………….


Designation
………………………………………………………………………..

Training:



SOP and related information    
Date:
………………………..


Shadowing authorised witness
Date:
………………………..


Shadowed by authorised witness
Date:…………………………...




I have read, understood and will abide by the 


Destruction of Controlled Drugs by Authorised Witnesses 


Standard Operating Procedure


Signed: …………………………………………………… 

Registration Number…………………


Date:…………………


Approved By: ……………………………………………  Date…………………..



   Gillian Laurence



   Accountable Officer NHS England – Yorkshire & Humber

EXPIRY: 24 months after the date of CDAO signature

Completed forms should be sent to gillian.laurence@nhs.net for authorisation and signed copy returned to witness

Appendix B

Controlled Drugs Destruction Pre-Visit Checklist


All of the below may be confirmed before the Authorised Witness can attend the destruction of stock Controlled Drugs (CDs).

		Name and address of premises requiring CD destruction (or pharmacy stamp if pharmacy)




		



		Named contact at the premises:


Direct Telephone number if available:

		



		Location of destruction e.g. dispensary:

		



		

		Completed by

		Date



		Confirm drugs have been segregated from normal stock and are clearly labelled “Stock CDs awaiting destruction”

		

		



		Confirm that running balances have been reconciled with stock quantities and that there are no discrepancies

		

		



		Confirm premises have sufficient CD Denaturing kits for the amount of stock to be destroyed.

		

		



		Confirm that pharmacy is registered for Waste Exemption: T28 sort and denature controlled drugs for disposal. For more details see: https://www.gov.uk/guidance/waste-exemption-t28-sort-and-denature-controlled-drugs-for-disposal )

		

		



		Confirm that the premises has a robust CD destruction SOP and that suitable gloves are available

		

		



		Agreed Date and time of visit

		



		Name and Contact details of proposed Witness:




		





 Appendix C

Controlled Drug Destruction Witness Record


This document must be retained by the NHS Medicines Management team on behalf of The NHS England Yorkshire and Humber Accountable Officer for a minimum of 7 years

		Date :

		Location :



		Quantity Destroyed

		Drug description, (including Brand)

		Strength

		Form


(e.g. tablet)

		Expiration date

		Reason for Destruction    (e.g. OOD)

		Destroyed

		Register updated



		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		



		Contractor Specific SOP in place:

		



		Authorised Witness: (Name, Designation & registration number – if applicable)










Date:

		Comments (if required): (please continue overleaf or separate sheet if necessary)



		Nominated Premises Person: (Name, Designation & registration number – if applicable)









Date:

		



		Responsible Pharmacist authorisation of nominated Person: 

(Name and registration number if nominated person not a registered professional)









Date:

		



		Please return to: Medicines Management Office to be filed





Appendix D

General Information


CD Registers (CDRs)


The format and requirements for CD registers are specified in Regulations 19, 20 and Schedule 6 of the Misuse of Drugs Regulations 2001 as amended. Schedule 6 of the regulations was deleted on 1st February 2008.


From the 1st February 2008 it is no longer a legal requirement to maintain a CDR in a prescribed format. The regulations will specify only the headings/field to be used in the CDR.

The CDR may set out “entries to be made in the case of obtaining” and “entries to be made in cases of supply” on the same or separate pages. Two separate pages will no longer be required. This supports the increased use of electronic registers and maintenance of running balances.


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


· Separate pages (in paper) or sections for each strength and form of an individual drug will be required

· Separate sections for different brands of the same drug and strength


· Each page must specify the strength and form of the drug at the top of each page, together with the name of drug to which the entries on the page of the CDR relate

· In the case of electronic registers, they must be capable of printing or displaying the name, form and strength of the drug in such a way that the details appear at the top of each display or printout.


· Have the entries in chronological order and made on the day of the transaction or the next day


· Have the entries made on consecutive lines (no blank lines).


· 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


· 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

· Be kept at the premises to which it relates and be available for inspection at any time. A separate register must be kept for each set of premises (for example, not just the main surgery)


· Be kept for a minimum of two years after the date of the last entry, once completed (Current recommendations are for registers containing destruction records to be kept for a minimum of seven years.  It is possible that this may be extended in the future)


· Not be used for any other purpose

The Regulations require that entries in computerised registers must be attributable and capable of being audited.


Community Pharmacies should use specially designed, pre-printed CDRs obtained from approved suppliers. Some GP and Dental surgeries will do likewise, particularly Dispensing Practices. It is not however a legal requirement to use such registers and you may find that some surgeries will have drawn up their own registers using a bound book and this is fine provided that they comply with legislation.


When CDs are obtained:


From 1st February 2008, the following details must be recorded in the CD register


· The date on which the CD was obtained


· The name and address of the supplier, e.g. wholesaler, pharmacy


· The quantity obtained

When CDs are supplied:


From 1st February 2008, for CDs supplied to patients (via prescriptions), or to practitioners (via requisitions), the following details must be recorded in the CD register:


· The date supplied


· The name and address of the person or firm supplied


· Details of the authority of person who prescribed or ordered to possess the CD (prescriber or licence holder’s details)


· The quantity and form in which supplied


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


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 any person required to keep a CD register from including additional related information that will help maintain the integrity and accuracy of the audit trail.


The following are Good Practice and should (not must) be recorded in the CDR:


· Running balances (good practice- professional guidance on maintaining a running balance in the CDR issued by the Royal Pharmaceutical Society of Great Britain in May 2005)


· Prescriber identification number (6 digit private doctor code or NHS prescriber code) or name and professional registration number of the prescriber where known and also the name and professional registration number of the healthcare professional supplying the CD

· Since CDs supplied by pharmacies can involve several pharmacists, it should be the name of the pharmacist who makes or supervises the supply of the CD to the patient or his/her representative, whose name and professional registration number are entered into the CDR


Patient Returns


Patient returned CDs must not be re-used and should be destroyed as soon as possible in order to avoid storage problems and an increased security risk.


Whilst there is currently no legal requirement to witness and keep any records of patient returns, it is good practice and strongly recommended that records are kept and that when resource allows destruction is witnessed.


A dedicated Patient Returns Record Book should be used and a controlled drug denaturing kit. There is no legally required format for the record, however it is recommended that such a book should be bound (not loose leafed), entries should be indelible, errors should not be erased but marked and a correcting entry and explanation made. They should contain the following details:


· Date of return


· Patient’s name (if known)


· Address of the dispensing Pharmacy/Practice (if known)


· Drug details and quantity returned


· Signature of staff accepting the return and making the entry


· A second signature to witness the destruction of patient return

Spoilt Controlled Drugs

Occasionally controlled drugs are accidently destroyed or made unviable though dropping, knocking over or are damaged during the dispensing or administration process.


In these cases the controlled drugs must be destroyed in a timely manner to minimise risks to patients and staff. Any record made of a spoil medication will need to contain addition information so that any trends and possible causes can be identified.


An Authorised Witness will not visit the premises to supervise the disposal of a spoilt CD

The premises MUST contact the Medicines Management Team Office by telephone on the day the CD is spoilt, or the next working day if the incident occurs when the Medicines Management team is closed.

The following must be undertaken by the premises in which the stock is held for all formations:


· Ensure the medication is witnessed by a second party before any attempt to destroy/ clean- up the CD is made


· Quantify the amount of CD spoilt with as much accuracy as possible. For example number of tablets, vials effected or the volume of any liquids (as much of the liquid as possible must be measured)


· Extreme care is to be taken where broken glass is involved. Staff must wear gloves. No attempt to separate small pieces of glass from the CD are to be made

· An entry is to be added to the CDR that includes


· Name, strength and form of the product (If drug details are on the top of the page in the register then only the quantity needs to be filled in for the entry).


· Date and quantity disposed of (if this is an approximation for a liquid this also is to be noted)

· Reason for disposal without an Authorised Witness, e.g. damaged stock

· Signature, name (printed) and professional registration no (if applicable) of both the person undertaking the disposal and the second witness


· The running balance is to be amended to show the amount that has been disposed of


· The CD including any small pieces of glass is to be placed in a denaturing kit


· Replace the lid on denaturing kit and shake powder around to ensure that the powder has encased the contents.


· Open container, fill to line with water, replace lid securely and shake vigorously in accordance with the kit manufacturer’s directions


· The kits should be marked to show when it was used, so that it can be completely disposed of after the denaturing process is complete


· The kit shall be locked away in the CD cabinet for 24 hours to ensure that the full denaturing process occurs, after this the kit is then safe to dispose of in normal pharmaceutical waste bin. If pharmaceutical waste disposal is not available on the premises (e.g. CD disposal has taken place at a GP surgery), the denatured controlled drug in the kit  is to be kept in a secure medical cupboard for 24 hours and  then taken to the nearest Community Pharmacy requesting it be added to their pharmaceutical waste

An Incident Alert Form (Appendix E) MUST be completed on the day of the incident and sent to the Medicines Management Team Office with-in 3 working days unless Medicines Management Team have requested that the form needs to be sent directly to the CDAO.

The form will need to include


· The circumstances surrounding the spoilt controlled drug


· Confirmation that the process outlined in this guidance have been followed


· The product name (inc brand and manufacturer)


· Batch number and expiry date


Environment Agency regulations and permissions on waste


The destruction and disposal of controlled drugs is also subject to Waste Management Licensing Regulations. The sorting and denaturing of controlled drugs at a pharmacy returned from households or individuals were listed by the Environment Agency as a low risk activity in July 2005 and are regulated through exemptions from licensing.


For further information on waste management regulation visit the following web site


www.environment-agency.gov.uk

Appendix E

Prescribed Medication/Controlled Drugs Patient Safety Reporting Form
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Standard Operating Procedures for the


Destruction of Controlled Drugs 


Introduction


It is a legal requirement for stocks of Controlled Drugs (CDs) to be destroyed in the presence of an Authorised Witness. The destruction of schedule 1 and 2 controlled drugs must be witnessed by a person authorised under the Misuse of Drugs Regulations 2001. When a controlled drug is destroyed, details of the drug must be entered into the controlled drugs register.

The Health Act 2006 gives designated health bodies the authority to appoint an Accountable Officer (AO) who has responsibilities in relation to the safe, appropriate and effective management and use of controlled drugs both within that health body, or by any service contracted to that health body.

The AO has the power to appoint appropriate individuals or groups of people as Authorised Witnesses from within the health bodies for which they have responsibility. 


The NHS England Yorkshire and Humber Accountable Officer (AO) has responsibility across Yorkshire and Humber for (list not exhaustive):


· GP practices


· Dispensing doctor premises


· Community pharmacies


· Dental practices


· Private providers of health services


· Private clinic environments not required to appoint their own AO.


The AO needs to ensure there are sufficient authorised witnesses to avoid build-up of expired or unwanted controlled drugs stock as this can quickly become a crime prevention issue and breach waste management regulations. NHS England has a responsibility to ensure safe custody of CDs.

Any person authorised to witness destruction by an Accountable Officer must be subject to a professional code of ethics and/or have been the subject of DBS/CRB checks. The AO must ensure that the authorised witnesses have had appropriate training and are working to an agreed Standard Operating Procedure (SOP).They must also be independent of day-to-day use or management of controlled drugs at the premises involved. 

The following guidance has been taken in to account in the development of this SOP.


· National prescribing Centre (NPC) Handbook for the controlled drugs accountable officers in England 1st Edition March 2011


· Department of Health Guidance, Safer Management of Controlled Drugs (CDs): changes to record keeping - February 2008 


· Department of Health Guidance , Safer Management of Controlled Drugs: Changes to Requirements for Requisitions for the Supply of Schedule 1, 2, and 3 Controlled Drugs” January 2008 


· The Royal Pharmaceutical Society of Great Britain (RPSGB) Guidance for pharmacists on the safe destruction of controlled drugs England, Scotland and Wales September 2007


The NHS England Yorkshire and Humber Accountable Officer (AO) 


The NHS England Yorkshire and Humber Accountable Officer is Gillian Laurence. 

NHS Authorised Witnesses


Authorisation will be on an individual named basis and authorised witnesses are directly accountable to the designated Controlled Drug Lead for the CCG within the area they are carrying out this activity. 

Non-NHS Authorised Witnesses


Authorisation will be on an individual named basis and as agreed by the Accountable Officer. There is an expectation that Companies with 5 or pharmacies will wish to have an employee or employees authorised as a witness. These authorised witnesses will be required to follow a Standard Operating Procedure agreed by the CDAO.

Witness Declaration


All Witnesses will complete a Witness declaration (Appendix A) prior to authorisation.

 Standard Operating Procedure for Witnessing the Destruction of Controlled Drugs


Purpose


This Standard Operating Procedure (SOP) represents the current recommended good practice and will ensure the safe and appropriate destruction of Controlled Drugs (CD) in compliance with current legislative requirements. 

Scope


This Standard Operating Procedure (SOP) applies to individually named employees of the NHS within Yorkshire and Humber who have been designated as Authorised Witness within the previous 2 years by an NHS England Accountable Officer for the CCG area in which they undertake destruction. It relates to the destruction of out-of-date or unwanted Schedule 1 and 2 CD stock. 

In this procedure ‘stock’ refers to CDs that have not been issued/dispensed to a patient. (Once medication has been issued/dispensed to a patient, any CDs returned are generally known as ‘Patient Returns’. Though the requirements for witnessed destruction do not apply to these, good practice would be to keep a record of patient returned CDs and still have their destruction witnessed – though not necessarily by an authorised witness). 

Please note, any Schedule 1 controlled drugs handed into the pharmacy should be reported to the drug enforcement agency of the police who should organise destruction.

It explains how CDs should be destroyed in the presence of authorised witnesses and how any discrepancies/problems found during the destruction process should be processed.


This SOP is to be used in conjunction with any local CCG Medicines Policies.

1. Arranging visits witnessing the destruction of CDs


REQUESTS








Premises requiring destruction of out of date or otherwise unwanted stock CDs will contact their local Medicines Management Team Office:


		Contact Name

		Telephone No

		Email



		NHS Doncaster CCG Medicines Management Team

		01302 566229

		medicinesmanagementadmin@doncasterccg.nhs.uk





Requests will be taken from Community Pharmacies, GP Practices, Dental Practices or other appropriate bodies who do not have their own Accountable Officer and have stock CDs requiring an authorised witness for the destruction record.

If the request cannot be followed-up in the designated timescale then the reasons for this are to be added to the Medicines Management Teams Controlled Drugs Destruction Records/Database.


Please note all schedule 3 controlled drugs can be denatured and disposed of as clinical waste and do not need to be recorded in the register or disposed of by an authorised witness. Whilst attending, witnesses may (at their discretion) also witness the destruction of schedule 3 CDs and patient returns.

ON RECEIPT OF REQUEST





On receipt of the request the following information should be collected and recorded by the relevant Medicines management team:

· Date of request

· Date appointment request actioned 


· Name and address of premises 


· Type of premises (e.g. GP, Pharmacy)


· Contact name and telephone number 


The premises may be sent (by e-mail or post/ fax if an e-mail address is not available) a copy of the pre-visit checklist (Appendix B) and Controlled Drug Destruction Witness Record (Appendix C). If issued, these will need to be completed before any appointment with an Authorised Witness can be confirmed. This is to allow the time required for the appointment to be approximated.

An authorised witness should normally agree an appointment within 4 weeks of the date the request is made (unless this would not involve any significant risk).  Further details are then recorded by the Medicines management team:

· Time and date of appointment


· Name & Title of Authorised Witness


· Name and Title of the Nominated Person from the Premises

The Authorised Witness shall not be a relation, have a personal relationship with or conflict of interest with the nominated person who will be destroying the CD’s. If they do, then another authorised witness will attend the destruction or a different person at the premises must be nominated.

Authorised Witnesses must not witness the destruction of CDs for a GP Practice or other clinical provider premises to which they are providing Prescribing Support or where they currently, recently or soon will be working in any capacity. Any medical practitioner must not witness destruction in their own practice.


Authorised Witnesses must not act in that capacity within any Community Pharmacy premises in which they are currently, recently or soon will be also providing services as a Pharmacist or a Pharmacy Technician (employed or locum).


Confirmation is to be obtained from premises that:


· The nominated person is a permanent member of staff (i.e. not a locum unless a regular locum and there is no reasonable alternative). This person does not have to be a pharmacist or the person responsible at the premises e.g. technician or dispenser. When not a registered professional, it will be recorded on the Controlled Drug destruction Witness Record (Appendix C) that the Responsible Pharmacist at the time of destruction has authorised the nominated person.

· The premises have sufficient denaturing kits and the appropriate equipment to undertake the process with regards to relevant health and safety/ COSHH regulations

· The premises have a Standard Operating Procedure (SOP) for the Destruction of Controlled Drugs.


The completed forms will be saved by date and name of organisation in Medicines management Team records

PRE-VISIT


Before committing to the visit, the Authorised Witness will seek assurance from the premises that:


· The staff are ready for the visit;


· The CD running balances have been checked and any discrepancies reconciled;


· The nominated person will definitely be available at the time of destruction and; 

· Any directions and/or contact have been confirmed.

The Authorised Witness will then assemble:

· Their NHS identification 


· A printed copy of the submitted CD Destruction Witness Record (where a copy has been returned);


· A spare CD denaturing kit if available (This is advisable but should be charged to or replaced by the contractor if used).

2. The Visit 


PREPARATION


On arrival at the premises the Authorised Witness will identify them self using their NHS identification (if they are not already known to staff) and then ask for the nominated staff member who is to destroy the CDs.


The contractor staff will destroy the CDs in accordance with their own Standard Operating Procedure (SOP) for the Destruction of Controlled Drugs. All parts of the process must take place in the presence of the Authorised Witness.

If, in the opinion of the authorised witness, the contractor SOP does not meet with appropriate standards for recording or destruction then there are two options for the authorised witness:


· At their discretion and with contractor agreement they may supervise the contractor staff to undertake the destruction as per this NHS England SOP.  If this occurs then this must be documented in the comments section of the Controlled Drug Destruction Witness Record (Appendix C). 


· Alternatively the Authorised Witness may arrange to return at a time when the contactor SOP does meet appropriate standards. In this case the CDs for destruction must not be destroyed. 

CDs must be destroyed using a CD/Drug denaturing kit designed for that purpose. No other method of destruction may be used. The kits include instructions for use; these must be followed to ensure effectiveness.  


The authorised witness must;

· Reconcile the quantity of drug and strength of each item to be destroyed with the CD destruction form previously prepared


Any extra items can be added to the destruction list at the discretion of the Authorised Witness. If needed, a further visit can be arranged.

· Enter the reason for destruction onto the CD destruction form for each item e.g. out-of-date, spoilt or otherwise unwanted stock.

· Check the item has not  previously been dispensed/issued to a patient


· Ensure that the instructions on the denaturing kit are followed

CONTROLLED DRUGS REGISTER

Before any CDs are destroyed, the relevant pages of the CD register must be verified by the Authorised Witness. The entry in Controlled Drug Register must contain the following information

· Name, strength and form of the product (If drug details are on the top of the page in the register then only the quantity needs to be filled in for each entry)


· Date and quantity destroyed


· Reason for destruction, e.g. Out of date, unwanted, discontinued stock

· Signature, name (printed) and professional registration number  (if applicable) of both the person undertaking the destruction and the Authorised Witness followed by their signature


· The running balance is to be amended to show the amount that has been destroyed


· Any discrepancies which are clearly apparent in the running balance and cannot be easily rectified should be reported as a significant event by both the Authorised Witness and the nominated person for the premises

DESTRUCTION


The Authorised Witness is to ensure the following processes are undertaken by the nominated person at the premises.  

The destruction(s) are to be undertaken in strict rotation, as stated in the following table until all of the items have been disposed of. Dry formulations, powders and tablets should always be disposed of in the kit first.

		Drug Form

		Method of Destruction in the Denaturing kit (DOOP) Kit



		Tablets/Capsules

		Tablets and capsules are to be removed from their outer packaging, removed from blister packaging and placed in the kit. NB. Some kits require the tablets to be crushed and capsules opened so gloves may be required



		Patches

		To render the active ingredient irretrievable, remove packaging, remove backing off the patch, fold patch in half adhesive side inwards and then place in the kit



		Lozenges

		Lozenges must be removed from their packaging and placed in the kit. If there is any excess uncontaminated packaging (e.g. the plastic stick which the lozenge is attached to) then is to be cut off 



		Ampoules

		Liquid and powder ampoules should be opened (using an ampoule breaker when available) and as much of the content as possible emptied into the kit before then also putting the empty ampoule into the kit. Gloves must be worn at all times to help protect the member of staff



		Aerosol formulations

		Aerosol formulations should be expelled under water in a small container (to prevent droplets of drug entering the air). As a further precaution, it would be advisable for a facemask and gloves to be worn by staff undertaking the activity and to ensure that the area where the destruction takes place is well ventilated. The resulting solution can then be disposed of in the denaturing kit. The aerosol container is to be disposed of by appropriate means



		Liquid

		Add directly to the denaturing kit. The container should be rinsed into the kit to remove final traces of the CD.





Once all the CD’s have been added to the denaturing kit, the following instructions are to be followed:


· Replace the lid on the kit and shake powder around to ensure that the powder has encased the contents

· Open container, fill to line with water, replace lid securely and shake vigorously in accordance with the kit manufacturer’s directions


· The kits are then labelled using a label that identifies the premises and shows when the kit was used, so that it can be completely disposed of after the denaturing process is complete.  The label is to be completed by the Authorised Witness

· Request that the kit is locked away in a CD cabinet / secure medical cupboard for 24 hours to ensure that the full denaturing process occurs. After this the kit is then safe to dispose of via a normal pharmaceutical waste bin. All premises (including GP and Dental practices) must have arrangements in place to dispose of pharmaceutical waste.

NHS CCG Record Keeping


The Controlled Drug Destruction Witness Record is to be signed by both parties to confirm the quantities that have been destroyed. Any amendments must be initialled by both the Authorised Witness and nominated person at the premises.

This record sheet is not a legal requirement, but it is an audit/feedback tool providing potentially useful information to the Accountable Officer and the Local CD Intelligence Network. The medicines management team will retain this document for a minimum of 7 years.

3. Post-Visit

The completed Controlled Drug Destruction Witness Record sheet must be returned to the Medicines Management team.


The form is to scanned and kept on file in the Medicines Management Team Office in the folder marked ‘Controlled Drugs Local Intelligence Network’.    

(This replaces the form submitted during the request process if this has been requested.)

4. Discrepancies


The presence of discrepancies does not necessarily prevent the destruction of CDs from taking place. The Authorised Witness must consider the risks (if any) of not allowing the destruction of CD’s during the visit, recording what has not, been destroyed and include any relevant information.

There is an expectation that mathematical discrepancies in the CDR are corrected prior to the arrival of the Authorised Witness. It is not the function of the Authorised Witness to investigate untraced discrepancies at the time of destruction, though it would be prudent to make a simple check if running balance and stock levels do not balance. Any discrepancies traced and corrected at the time of the destruction must be recorded in the CDR and on the CD Destruction Witness record.


Where a discrepancy cannot be easily traced, the Authorised Witness must make a detailed note of the discrepancy on the CD Destruction Witness Record and make sure the Controlled Drugs Lead at the CCG is made aware. The premises must be advised to undertake a full investigation and inform The NHS England Yorkshire and Humber Accountable Officer, or their deputy of their findings via a Prescribed Medication/Controlled Drugs Patient Safety Reporting Form within one week of the visit.


It is the responsibility of the local Controlled Drug lead at the CCG Medicines Management team to ensure that a full investigation has been undertaken into the discrepancy.

5. Validation 


Training 


The CCG will agree and ensure appropriate training for all Authorised Witnesses that operate within their area. Once training is completed the Authorised Witness will complete an Authorised Witness Declaration (Appendix A), which will be valid for 24 months once signed by the CDAO.


Training will include:


· Reading this SOP


· Witnessing a visit (not necessary for previously authorised witnesses)

· Completing a supervised visit (not necessary for previously authorised witnesses)

The CCG will provide updates and where necessary additional training for all Authorised Witnesses that operate throughout their area as and when the need arises.

Development


Based upon Rotherham CCG Standard Operating Procedures for Destruction of Controlled Drugs, April 2013, with modification following comments received from other SYB medicines management teams.

Reviewed by: 

Ratified by: 


Review Date: 31 March 2017

6. Declarations


All named NHS Authorised Witnesses, The NHS England Yorkshire and Humber Accountable Officer and relevant members of the Medicines Management teams must sign the declaration below to confirm that they have read, understood and will abide by the Destruction of Controlled Drugs Standard Operating Procedures. A copy should be kept by the Medicines Management team and a copy forwarded to the CDAO.

		Name

		Title

		Signature




		Date






		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		





Appendix A

Authorised Witness Declaration 


Authorised Witnesses should not 

· witness destruction of CDs for a GP Practice to whom they are providing Medicines Management Support or where they work at the time of destruction.


· act in that capacity within any Community Pharmacy premises in which they are currently also providing services as a Locum Pharmacist.

After undertaking training and reading this SOP complete and sign the declaration below.


Name

……………………………………………………………………….


Designation
………………………………………………………………………..

Training:



SOP and related information    
Date:
………………………..


Shadowing authorised witness
Date:
………………………..


Shadowed by authorised witness
Date:…………………………...




I have read, understood and will abide by the 


Destruction of Controlled Drugs by Authorised Witnesses 


Standard Operating Procedure


Signed: …………………………………………………… 

Registration Number…………………


Date:…………………


Approved By: ……………………………………………  Date…………………..



   Gillian Laurence



   Accountable Officer NHS England – Yorkshire & Humber

EXPIRY: 24 months after the date of CDAO signature

Completed forms should be sent to gillian.laurence@nhs.net for authorisation and signed copy returned to witness

Appendix B

Controlled Drugs Destruction Pre-Visit Checklist


All of the below may be confirmed before the Authorised Witness can attend the destruction of stock Controlled Drugs (CDs).

		Name and address of premises requiring CD destruction (or pharmacy stamp if pharmacy)




		



		Named contact at the premises:


Direct Telephone number if available:

		



		Location of destruction e.g. dispensary:

		



		

		Completed by

		Date



		Confirm drugs have been segregated from normal stock and are clearly labelled “Stock CDs awaiting destruction”

		

		



		Confirm that running balances have been reconciled with stock quantities and that there are no discrepancies

		

		



		Confirm premises have sufficient CD Denaturing kits for the amount of stock to be destroyed.

		

		



		Confirm that pharmacy is registered for Waste Exemption: T28 sort and denature controlled drugs for disposal. For more details see: https://www.gov.uk/guidance/waste-exemption-t28-sort-and-denature-controlled-drugs-for-disposal )

		

		



		Confirm that the premises has a robust CD destruction SOP and that suitable gloves are available

		

		



		Agreed Date and time of visit

		



		Name and Contact details of proposed Witness:




		





 Appendix C

Controlled Drug Destruction Witness Record


This document must be retained by the NHS Medicines Management team on behalf of The NHS England Yorkshire and Humber Accountable Officer for a minimum of 7 years

		Date :

		Location :



		Quantity Destroyed

		Drug description, (including Brand)

		Strength

		Form


(e.g. tablet)

		Expiration date

		Reason for Destruction    (e.g. OOD)

		Destroyed

		Register updated



		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		



		Contractor Specific SOP in place:

		



		Authorised Witness: (Name, Designation & registration number – if applicable)










Date:

		Comments (if required): (please continue overleaf or separate sheet if necessary)



		Nominated Premises Person: (Name, Designation & registration number – if applicable)









Date:

		



		Responsible Pharmacist authorisation of nominated Person: 

(Name and registration number if nominated person not a registered professional)









Date:

		



		Please return to: Medicines Management Office to be filed





Appendix D

General Information


CD Registers (CDRs)


The format and requirements for CD registers are specified in Regulations 19, 20 and Schedule 6 of the Misuse of Drugs Regulations 2001 as amended. Schedule 6 of the regulations was deleted on 1st February 2008.


From the 1st February 2008 it is no longer a legal requirement to maintain a CDR in a prescribed format. The regulations will specify only the headings/field to be used in the CDR.

The CDR may set out “entries to be made in the case of obtaining” and “entries to be made in cases of supply” on the same or separate pages. Two separate pages will no longer be required. This supports the increased use of electronic registers and maintenance of running balances.


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


· Separate pages (in paper) or sections for each strength and form of an individual drug will be required

· Separate sections for different brands of the same drug and strength


· Each page must specify the strength and form of the drug at the top of each page, together with the name of drug to which the entries on the page of the CDR relate

· In the case of electronic registers, they must be capable of printing or displaying the name, form and strength of the drug in such a way that the details appear at the top of each display or printout.


· Have the entries in chronological order and made on the day of the transaction or the next day


· Have the entries made on consecutive lines (no blank lines).


· 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


· 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

· Be kept at the premises to which it relates and be available for inspection at any time. A separate register must be kept for each set of premises (for example, not just the main surgery)


· Be kept for a minimum of two years after the date of the last entry, once completed (Current recommendations are for registers containing destruction records to be kept for a minimum of seven years.  It is possible that this may be extended in the future)


· Not be used for any other purpose

The Regulations require that entries in computerised registers must be attributable and capable of being audited.


Community Pharmacies should use specially designed, pre-printed CDRs obtained from approved suppliers. Some GP and Dental surgeries will do likewise, particularly Dispensing Practices. It is not however a legal requirement to use such registers and you may find that some surgeries will have drawn up their own registers using a bound book and this is fine provided that they comply with legislation.


When CDs are obtained:


From 1st February 2008, the following details must be recorded in the CD register


· The date on which the CD was obtained


· The name and address of the supplier, e.g. wholesaler, pharmacy


· The quantity obtained

When CDs are supplied:


From 1st February 2008, for CDs supplied to patients (via prescriptions), or to practitioners (via requisitions), the following details must be recorded in the CD register:


· The date supplied


· The name and address of the person or firm supplied


· Details of the authority of person who prescribed or ordered to possess the CD (prescriber or licence holder’s details)


· The quantity and form in which supplied


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


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 any person required to keep a CD register from including additional related information that will help maintain the integrity and accuracy of the audit trail.


The following are Good Practice and should (not must) be recorded in the CDR:


· Running balances (good practice- professional guidance on maintaining a running balance in the CDR issued by the Royal Pharmaceutical Society of Great Britain in May 2005)


· Prescriber identification number (6 digit private doctor code or NHS prescriber code) or name and professional registration number of the prescriber where known and also the name and professional registration number of the healthcare professional supplying the CD

· Since CDs supplied by pharmacies can involve several pharmacists, it should be the name of the pharmacist who makes or supervises the supply of the CD to the patient or his/her representative, whose name and professional registration number are entered into the CDR


Patient Returns


Patient returned CDs must not be re-used and should be destroyed as soon as possible in order to avoid storage problems and an increased security risk.


Whilst there is currently no legal requirement to witness and keep any records of patient returns, it is good practice and strongly recommended that records are kept and that when resource allows destruction is witnessed.


A dedicated Patient Returns Record Book should be used and a controlled drug denaturing kit. There is no legally required format for the record, however it is recommended that such a book should be bound (not loose leafed), entries should be indelible, errors should not be erased but marked and a correcting entry and explanation made. They should contain the following details:


· Date of return


· Patient’s name (if known)


· Address of the dispensing Pharmacy/Practice (if known)


· Drug details and quantity returned


· Signature of staff accepting the return and making the entry


· A second signature to witness the destruction of patient return

Spoilt Controlled Drugs

Occasionally controlled drugs are accidently destroyed or made unviable though dropping, knocking over or are damaged during the dispensing or administration process.


In these cases the controlled drugs must be destroyed in a timely manner to minimise risks to patients and staff. Any record made of a spoil medication will need to contain addition information so that any trends and possible causes can be identified.


An Authorised Witness will not visit the premises to supervise the disposal of a spoilt CD

The premises MUST contact the Medicines Management Team Office by telephone on the day the CD is spoilt, or the next working day if the incident occurs when the Medicines Management team is closed.

The following must be undertaken by the premises in which the stock is held for all formations:


· Ensure the medication is witnessed by a second party before any attempt to destroy/ clean- up the CD is made


· Quantify the amount of CD spoilt with as much accuracy as possible. For example number of tablets, vials effected or the volume of any liquids (as much of the liquid as possible must be measured)


· Extreme care is to be taken where broken glass is involved. Staff must wear gloves. No attempt to separate small pieces of glass from the CD are to be made

· An entry is to be added to the CDR that includes


· Name, strength and form of the product (If drug details are on the top of the page in the register then only the quantity needs to be filled in for the entry).


· Date and quantity disposed of (if this is an approximation for a liquid this also is to be noted)

· Reason for disposal without an Authorised Witness, e.g. damaged stock

· Signature, name (printed) and professional registration no (if applicable) of both the person undertaking the disposal and the second witness


· The running balance is to be amended to show the amount that has been disposed of


· The CD including any small pieces of glass is to be placed in a denaturing kit


· Replace the lid on denaturing kit and shake powder around to ensure that the powder has encased the contents.


· Open container, fill to line with water, replace lid securely and shake vigorously in accordance with the kit manufacturer’s directions


· The kits should be marked to show when it was used, so that it can be completely disposed of after the denaturing process is complete


· The kit shall be locked away in the CD cabinet for 24 hours to ensure that the full denaturing process occurs, after this the kit is then safe to dispose of in normal pharmaceutical waste bin. If pharmaceutical waste disposal is not available on the premises (e.g. CD disposal has taken place at a GP surgery), the denatured controlled drug in the kit  is to be kept in a secure medical cupboard for 24 hours and  then taken to the nearest Community Pharmacy requesting it be added to their pharmaceutical waste

An Incident Alert Form (Appendix E) MUST be completed on the day of the incident and sent to the Medicines Management Team Office with-in 3 working days unless Medicines Management Team have requested that the form needs to be sent directly to the CDAO.

The form will need to include


· The circumstances surrounding the spoilt controlled drug


· Confirmation that the process outlined in this guidance have been followed


· The product name (inc brand and manufacturer)


· Batch number and expiry date


Environment Agency regulations and permissions on waste


The destruction and disposal of controlled drugs is also subject to Waste Management Licensing Regulations. The sorting and denaturing of controlled drugs at a pharmacy returned from households or individuals were listed by the Environment Agency as a low risk activity in July 2005 and are regulated through exemptions from licensing.


For further information on waste management regulation visit the following web site


www.environment-agency.gov.uk

Appendix E

Prescribed Medication/Controlled Drugs Patient Safety Reporting Form
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Yorkshire and The Humber

Controlled Drug Incident Reporting Form


		Name of Pharmacy 




		



		Address




		



		Telephone No

		



		Email Address

		



		Name of person completing form

		



		Date of Incident 

		





		Detailed description of Incident please include what happened, who was involved, why it happened and also if it is a patient safety incident. 




		



		Immediate action taken to rectify the incident




		



		Actions taken to prevent reoccurrence of a similar event

Please include that if any new steps or additional precautions are taken that these are incorporated into SOPs.



		



		Lessons learnt



		



		How will this incident be shared with the wider team



		





Incidents Reports should be completed and emailed to


england.yhcdao@nhs.net

Controlled Drugs Support Team Yorkshire & the Humber November 2015
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Yorkshire and The Humber

Controlled Drug Incident Reporting Form


		Name of Pharmacy 




		



		Address




		



		Telephone No

		



		Email Address

		



		Name of person completing form

		



		Date of Incident 

		





		Detailed description of Incident please include what happened, who was involved, why it happened and also if it is a patient safety incident. 




		



		Immediate action taken to rectify the incident




		



		Actions taken to prevent reoccurrence of a similar event

Please include that if any new steps or additional precautions are taken that these are incorporated into SOPs.



		



		Lessons learnt



		



		How will this incident be shared with the wider team



		





Incidents Reports should be completed and emailed to


england.yhcdao@nhs.net

Controlled Drugs Support Team Yorkshire & the Humber November 2015
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