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Turning Point Supervised Consumption of Opioid Substitution Treatments and other medication Pharmacy Specification


1. Introduction 

This document sets out a Service Specification for a Contractor ‘supervised consumption’ service to be provided by the Contractor[footnoteRef:1] to service users who are prescribed Opioid Substitution Treatments (OST) and other medication where defined in the specification[footnoteRef:2] and will encompass supervised support and advice to service users in a safe environment. The practice is designed to support service users to stop or stabilise their opiate use thus enabling them to develop their personal goals. [1:  The term “Contractor” is used throughout this Agreement to represent Community Pharmacies ]  [2:  Predominantly methadone oral solution 1mg/1ml (SF and standard) prescribed as a generic or brand and buprenorphine (all strengths) prescribed as a generic or brand.  Other OST medications may be agreed locally in addition to other medication e.g. naltrexone, diazepam.  ] 


Pharmacists and Contractor employees play a key role in supporting drug users in complying with their prescribed regime, therefore reducing the incidents of accidental deaths through overdose.

For the purpose of the Agreement ‘supervised consumption’ is defined as the observed consumption, by the pharmacist or a suitably trained pharmacy technician, of prescribed OST and/or other medication where defined in the specification where supervision has been requested by the prescriber.  

The Service is available and limited to service users prescribed OST for the treatment of opioid dependence and other medication where defined in the specification from Turning Point Somerset Drug and Alcohol Service (SDAS) or an accredited GP participating in the SDAS Shared Care Scheme.

This Service is for service users of 18 years and above. 


2. Aims 

It is expected that dispensing and supervised consumption of OST will ensure compliance with the agreed treatment plan by:
· Dispensing prescribed medication in specified instalments.
· Ensuring each supervised dose is correctly administered for the service user for whom it was intended (doses may be dispensed for the service user to take away to cover the days the Contractor is closed) in accordance with the prescription and Royal Pharmaceutical Society/Home Office guidance 
· Ensure each supervised dose is correctly consumed by the service user for whom it was intended
· Providing service users with regular contact with a healthcare professional (pharmacist)
· Monitoring the service user’s response to prescribed treatment for example if there are signs of overdose, especially at times when doses are changed.
· Liaising with the prescriber or named Company[footnoteRef:3] Recovery Worker as appropriate, if the service user appears intoxicated or when the service user has missed doses[footnoteRef:4], and, if necessary withholding treatment if this is in the interest of service user safety. [3:  The term “Company” is used throughout this Agreement to represent Turning Point]  [4:  Please see missed dose section (4e) and appendix 2 for further details] 

· Improving retention in drug treatment and opportunities for recovery.
· Improving drug treatment delivery and successful exit from treatment.
· Help service users’ access treatment by offering referral to specialist drug and alcohol treatment centres and health and social care professionals where appropriate. 
· Reduce the risk to local communities of diversion of prescribed medicines onto the illicit drugs market and contribute to a reduction in drug related deaths in the community through accidental exposure to prescribed OST medication.

3. Service Outline 

There is a multidisciplinary approach to prescribing (including GP shared care prescribing) which is carried out in line with recommendations of Drug misuse and dependence guidelines on clinical management (DH 2017[footnoteRef:5]) and other central guidance and includes the service user’s pharmacist.  Pharmacist’s activities should be governed by the relevant legislation and professional guidance e.g. the latest edition of the Medicines, Ethics and Practice guidelines from the Royal Pharmaceutical Society.  [5: https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/673978/clinical_guidelines_2017.pdf ] 


a) For the purposes of this specification, medicines for the management of opioid dependence which may have consumption supervised include:
· Methadone 1mg/1ml oral solution SF and standard (trade name Physeptone®)
· Buprenorphine 2mg and 8mg Oral Lyophilisates (trade name Espranor®)
· Buprenorphine 400microgram, 2mg and 8mg sublingual tablets (trade name Subutex®)
· Buprenorphine/Naloxone 2mg/0.5mg and 8mg/2mg tablets (trade name Suboxone®)
Other medication may be included within a local specification but the Opioid Substitution Treatment (OST) medications outlined above will form the core of most supervised consumption services.

b) The trained pharmacist or a suitably trained member of the Contractor team[footnoteRef:6] are required to supervise the consumption (when prescribed or required) of the prescribed oral OST medication at the point of dispensing in the pharmacy, ensuring that the dose has been consumed by the service user.  [6:  Completion of the CPPE Substance Use and Misuse programme and/or completed a locally accredited training programme organised by the local Turning Point Treatment Service] 

· For methadone: It is expected that the service user should be asked to drink some water and speak after the dose to demonstrate the dose has been swallowed. 

· For buprenorphine oral lyophilisates: The oral lyophilisate should be observed being place on the tongue. Each oral lyophilisate should dissolve within 15 seconds and the service user should not swallow for 2 minutes after taking the dose. 
· For buprenorphine sublingual tablets: A minimum of 3 minutes should be spent supervising the service user as dissolution of the sublingual tablets may take several minutes.  Buprenorphine may also be crushed to aid absorption.  However, the Company does not encourage this off-licence process and, if used, the service user should be aware this is off-licence use and a Contractor Standard Operating Procedure (SOP) should be in place.  Pharmacists and/or Contractor owners are also advised to check this is covered within their Professional Indemnity Insurance.

c) Contractor staff providing supervised consumption Services will provide a user friendly, non-judgmental, service user-centred and confidential service.

d) The Contractor staff ensures that supervised consumption takes place in a private or quiet area of the pharmacy identified as safe to staff and agreeable to the service user.

e) Contractor staff should make available to service users information about their medicines[footnoteRef:7] and appropriate health promotion materials.  [7:  Service user leaflets can be downloaded from the website www.patient.co.uk for individual OST medication.] 


f) The Contractor staff will promote safer practice to the service user.  As deemed appropriate this can include advice on sexual health and STIs, BBV transmission, Hepatitis B immunisation. Harm reduction advice to reduce the risk of Drug Related Deaths (DRDs) will also be provided and service users and their friends, families and carers will be encouraged to liaise with drug services for supply of naloxone and further training and support in how to reduce the risk of overdose and DRDs.

g) Contractor staff providing dispensing supervised consumption services for drug users will have SOPs in place for their individual premises.  An example SOP is included within this document for illustration only but pharmacies are free to adapt for use within their premises.

h) Records should be made in the CD register in line with the appropriate legislation for CD schedule 2 drugs i.e. methadone

i) Contractor staff should abide by local arrangements for clinical governance.  Any incident involving Controlled Drugs (CDs) within the scope of this agreement should be reported to a Company prescriber and the Local Controlled Drugs Accountable Officer (CDAO) for NHS England.

j) Contractors will receive prompt payment for the Services provided.  Please refer to Part A of this Specification for payment details.

k) Contractors will not be paid by the Company for supervised consumption from outside the commissioned area.  Contractors are advised to contact the service issuing the prescription to confirm payment arrangements.

l) Safeguarding (adult and children): Contractors are already required to provide assurances concerning safeguarding vulnerable groups as part of their essential services clinical governance requirements for community Contractor[footnoteRef:8].  The requirement is that they have “(vii) appropriate child protection procedures (and) (viia) appropriate vulnerable adult (as construed in accordance with section 59 of the Safeguarding Vulnerable Groups Act 2006(..) (vulnerable adults)) Protection procedures”.  Relevant staff that provide pharmaceutical services to children and vulnerable adults should be aware of safeguarding guidance and the local safeguarding arrangements.  The College of Contractor Postgraduate Education (CPPE) also provide a range of Level 1 and Level 2 training materials to support registered pharmacists and pharmacy technicians to deliver this requirement[footnoteRef:9].   [8:  PSNC & NHS Employers (2012) Clinical governance requirements for community pharmacy.  Available at http://psnc.org.uk/wp-content/uploads/2013/07/Clinical_Governance_guidance_updated_final.pdf (Accessed 02/03/2017)]  [9:  CPPE (2017) Safeguarding. Available at https://www.cppe.ac.uk/services/safeguarding (accessed 02/03/2017)] 

 
With the current requirements the Company will not be offering specific safeguarding training for this service (unless agreed locally between the local commissioner and the Company) but will be monitoring Contractor compliance against the essential service and quality payment standards.

4. Service Description - summary[footnoteRef:10]  [10:  Refer to appendix 1: Roles and Responsibilities for full details] 


Please refer to Appendix 1 - Roles and Responsibilities for full details of the Roles and Responsibilities of the Contractor and other individuals and organisations providing this service.  

a) The part of the pharmacy used for provision of the Service provides a sufficient level of privacy and safety and meets other locally agreed criteria. 

b) The Contractor will present the medicine to the service user in a suitable receptacle and will provide the service user with water to facilitate administration and/or reduce the risk of doses being held in the mouth. 

c) Terms of agreement i.e. 4-way agreements may be set up between the prescriber, pharmacist, service user and specialist service to agree how the Service will operate, what constitutes acceptable behaviour by the service user, and what action will be taken by the GP and pharmacist if the user does not comply with the agreement. This will be agreed locally prior to the Service being commissioned.  Pharmacies can use their own agreement but this must be approved through the local clinical governance arrangements or, as a minimum, between the Contractor and the local Clinical Lead prior to their use.  A Company 4-Way Agreement is available in Appendix 4 which can be used or adapted for local use.  On certain occasions it may be decided that certain service users need a 4-Way Agreement in place due to previous behaviour concerns.  Individualised 4-Way Agreements can be implemented in these circumstances in areas where 4-Way Agreements are not used if agreed between the Contractor and prescriber/Recovery Worker.

d) Service users are prepared for the provision of OST medications by the specialist drug services and this should be reinforced by the Contractor staff.  This includes (but is not exclusive to) providing advice and written information about:
i. Methadone, buprenorphine or other pharmacotherapies and safe storage of medication to reduce harms to others especially children 
ii. Alcohol use and its impact on health and risks when combined with other medication
iii. Risk of overdose especially linked to poly-drug use and IV drug use (this includes the supply of naloxone to service users starting an OST prescription)
iv. Loss of tolerance following missed or uncollected doses
v. Drug interactions
vi. An explanation of supervised consumption and where and how this will occur and
vii. Opening and closing times of the Contractor. 

e) Pharmacies must offer the Service throughout their opening times.  Contractor staff can discuss the best times for service users to attend but at no times should a dose be refused to a service user if they attend during the opening times of the Contractor

f) Missed doses: 
Contractors should contact the Company’s Treatment Service when a service user has:
· Missed a single dose during titration and/or in the first two weeks of treatment:  Please do not dispense the service user’s next dose until you have contacted the Company’s Treatment Service and sought the advice of a prescriber.  At the start of treatment the risk of overdose is high and increases of greater than 10mg of methadone are not recommended.  For this reason even a single day missed (of either methadone or buprenorphine) should be reported.
· Missed 3 consecutive days: Please do not dispense the service user’s next dose until you have contacted the Company’s treatment service.  The Company’s Treatment Service will then advise you of the appropriate action which may include continuing the prescription or stopping the prescription.  The requirement to contact the drug services after 3 consecutive days have been missed is highlighted in the Royal Pharmaceutical Society’s Medicines, Ethics and Practice[footnoteRef:11] and should be adhered to.  If a Company’s Treatment Service prescriber confirms the prescription can continue then the current prescription where the 3 consecutive days has been missed can be used.  The Company has confirmed this with both the RPS[footnoteRef:12] and the Home Office[footnoteRef:13]. [11:  RPS (2016) Medicines, Ethics and Practice. The professional guide for pharmacists. Edition 40. July 2016 p. 114]  [12:  Verbal confirmation by Turning Point Lead Pharmacist]  [13:  Email confirmation by Turning Point Lead Pharmacist] 

· Missed 4 doses or more on any instalment prescription or
· Has a certain pattern of missed doses e.g. every Monday. 
Please see Appendix 2 - Missed Dose Reporting Flowchart for further details and rationale for the missed dose procedures. 

g) Information sharing – screening, risk assessment and referral.  Contractor staff should:
· Feedback appropriate information to the Company’s Treatment Service with the agreement of the service user, in accordance with their professional code of practise and local shared care agreements. This includes any concerns around the welfare of a child or adult.
· Make a clinical judgement as to when it may be appropriate to withhold a dose, e.g. during dose titration, if the service user is intoxicated with drugs and alcohol, if there are signs of overdose or if the pharmacist has concerns about the service users’ safety.
· Signpost and/or refer to appropriate services in accordance with the essential service standard 5 (signposting)[footnoteRef:14] for community pharmacies and any local agreements. [14:  PSNC (2017) Services and Commissioning: Signposting. Available at http://psnc.org.uk/services-commissioning/essential-services/signposting/# (accessed 02/03/2017)] 


h) Pharmacist legal and professional responsibilities.  Pharmacies should:
· Ensure the legality of the prescription prior to dispensing and in a timely manner to ensure service users are not inconvenienced if the prescription is not written correctly or there are missing details
· Register the service user onto the standard Patient Medication Record (PMR) system.
· Dispense the medicine in accordance with the prescription system.
· Explain that missed doses cannot be collected the next day.
· Follow local agreed arrangements allowing the dispensing and supervised consumption of doses not collected on specified days – in accordance with Home Office guidance on instalment prescribing.
· Informing the local Company Treatment Service if a service user misses three consecutive days; a single day during titration; four non-consecutive daily doses over a 14-day period or missing in a regular pattern (see appendix 2 for further details)
· Co-operate with local Police Controlled Drug (CD) liaison officers, the General Pharmaceutical Council (GPhC), local Public Health Directorate, NHS England CD Accountable Officer (CDAO) and any other statutory or regulatory body (local or national) that are involved with any aspect of the delivery or monitoring of this specification.
· Comply with current legislation, including the Medicines Act 1968, Misuse of Drugs Act 1971, Misuse of Drugs Regulations 2001 as amended, Misuse of Drugs (safe custody) regulations 1973, National Health Services (pharmaceutical services) regulations 2005.

5. Accreditation 

a. Pharmacists and Contractor staff involved in the provision of this service should have relevant knowledge and be appropriately trained in the operation of the service to a standard agreed with the Company.  Training in the operation of the Service is provided by the Company in the form of guidance, protocols and local workshops (at least annually).  Delivery of these support services and training will be determined locally between the Company, Local Pharmaceutical Committee (LPC), local commissioners and any other organisation or group that are considered to be a valid stakeholder in the service delivery e.g. service user group.

b. [bookmark: _GoBack]At least one full-time Pharmacist at the accredited Contractor (but all pharmacists should be encouraged to complete) must complete a Declaration of Competence (DoC) for “Supervised Consumption of Prescribed Medicines Service”[footnoteRef:15] and complete the CPPE Substance use and misuse e-learning programme to provide this service.  If the Contractor does not have a full-time pharmacist, then at least 2 pharmacists who cover a minimum of 80% of the opening hours should complete the DoC and CPPE programme.  The DoC needs to be reviewed every three years by the pharmacist.  The PharmOutcomes platform will be used to monitor compliance against this standard.  [15: https://www.cppe.ac.uk/services/docs/supervised%20consumption%20of%20prescribed%20medicines.pdf (accessed 24th November 2016)] 


c. Pharmacists and staff involved in the provision of the service are aware of and operate within local protocols agreed with the Company’s Treatment Service.  The Pharmacy SOP must be based on the local protocols of this service and must be regularly reviewed (see section 7b for further details)

d. Pharmacists who are new to the Somerset area providing supervised self-administration services in a community pharmacy will be allowed three months to complete the CPPE training and meet the requirements of the DoC

e. Contractors will be invited to attend at least one (1) meeting per year with the local Company’s Treatment Service to promote Service development and update the knowledge of Contractor staff. This includes an awareness raising session about the drug and alcohol treatment and support services available locally and an opportunity to raise questions and/or concerns about practice. Although attendance is not mandatory, the Company would encourage engagement from Contractors to support both service development and as a CPD update for Contractor employees.

6. Support 

To ensure the effective management and development of supervised consumption (including appropriate support for Contractor staff) the following Company staffing structure will be in place: 
· Company Pharmacy Lead to oversee the Agreement sign up and performance monitoring and quality assurance 
· Service administrator to validate claims and support process of payments 
· Locally based Harm Reduction Leads and (Senior) Recovery Workers to ensure training, support and develop provision to meet the needs of the local pharmacies  and to act as a single point of contact for Contractor referrals and guidance 

Any queries can also be directed to the Service Pharmacy Lead at SDAS.  The lead will be communicated to pharmacies through the LPC.

Support will also be provided through our Contractor IT partner (PharmOutcomes).  Contact details will be provided to services to access this support.
7. Performance and Quality Monitoring

a) The Contractor must maintain appropriate records on PharmOutcomes to ensure effective on-going Service delivery, audit and payment. 

b) The Contractor must review its SOPs and the referral pathways for the service on a two-year cycle or when a significant change to services or significant incident dictates a need to review the SOP earlier. 

c) The Company reserves the right to request evidence or information that the Contractor is providing the Service in a way that is safe, convenient and in accord with the requirements of this specification.  The Contractor is required to comply with all reasonable requests for evidence or information. This includes a closer review of data, ordering process, storage, safe storage and service user feedback.

d) The Contractor participates in an organised audit of service provision and co-operates with any locally agreed Company or Public Health led assessment of service user experience. 

e) Periodic Ad hoc mystery shoppers will sample quality of advice and inform training needs and service development.  Results of mystery shopping will be presented to individual pharmacies, LPCs and local Substance Misuse/Public Health Clinical Governance forums when appropriate.

f) The Company will undertake an annual audit to review quality of provision which will include the following performance and quality measures:

· Service activity: Volume of Service provision (supervised consumption) as measured by data in the local Contractor recording system and a review against a local needs assessment and financial viability for the Service.
· Quality and governance: Training attendance and compliance with local procedures.  This will include 
a. Missed dose reporting compliance
b. DATIX review of significant incidents (DATIX is the incident reporting system used by the Company)
c. Review of SOPs and referral pathways on an annual basis
d. Maintaining a list of staff attending local training events and pharmacist CPD relevant to the delivery of the supervised consumption service e.g. CPPE Substance Use and Misuse completions 
e. Review of safeguarding training for staff under the essential service arrangements and quality payments – safeguarding standards. 
f. A review of the health promotion material available for the user group and how the Contractor has promoted health promotion relevant to the service group
· Service User experience: Service user views on their experiences and satisfaction levels measured through Company service user involvement mechanisms. 

Services will be reviewed against these quality indicators and assessed on financial viability and effective service delivery. This will link to quarterly monitoring and annual review.  Any Contractor not meeting the quality standards will be asked to work with the Company on an improvement programme and monitored accordingly.  If the Contractor continues not to meet the quality indicators and standards or is not financially viable they may be given notice of termination (see Schedule A Part 4: Termination).



Schedule 1
Payments

Payment process
PharmOutcomes has been commissioned by the Company to act as an agent for processing supervised consumption claims.  Under this Agreement 
· PharmOutcomes  is funded to provide access to Contractors commissioned to provide the supervision consumption services and process service payments on behalf of the Company 
· Monthly claims are completed via PharmOutcomes
Claims will be paid in line with the Payment Terms outlined in section 7 of the Company “Services Agreement” document
Paper-based claims will not be processed for payment.
For queries relating to the use of PharmOutcomes please contact PharmOutcomes directly

Payment rates 

Supervision eligible for payments will be made to the Contractor at the following rates:
 
· £1.27 per administration of methadone (or branded Physeptone®)

· £1.50 per administration of Espranor® oral lyophilisates 

· £2.00 per admission of Buprenorphine and Buprenorphine/Naloxone (or branded Subutex® or Suboxone®)


Schedule 2
Guidelines for the Pharmacist

National guidelines

· Drug Misuse and Dependence: UK Guidelines on Clinical Management 2017:  https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/673978/clinical_guidelines_2017.pdf 
· NICE Drug Misuse guidance & guidelines page: 
https://www.nice.org.uk/guidance/health-protection/drug-misuse
· NICE Drug misuse in over 16s: opioid detoxification: https://www.nice.org.uk/guidance/cg52/chapter/1-guidance 
· NICE (2007) Drug Misuse – Opioid detoxification clinical guidance: https://www.nice.org.uk/guidance/cg52
· NICE (2010) Pregnancy and complex social factors: a model for service provision for pregnant women with complex social factors: 
https://www.nice.org.uk/guidance/cg110
· For Contractor Teams: CPPE Substance Use learning resources: https://www.cppe.ac.uk/gateway/substance 

Local Guidelines and contacts

Company Treatment Services local contact

A list of relevant local contacts for SDAS will be sent to Contractors through the LPC

For the purposes of this specification for further details please refer to: 

· Appendix 1 (Roles & Responsibilities)
· Appendix 2 (Missed Dose Reporting Flowchart & Contact Numbers)
· Appendix 3 (Example Pharmacy SOP)
· Appendix 4 (Pharmacy 4-Way Agreements)
· Appendix 5 (Pharmacy Introduction Letter)

Your local Company Pharmacy Lead will also be able to provide you with on-going access to updated best practice guidance, training and support as service provision is developed. All up to date guidance documents will be available on the LPC website.
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Appendix 1: Roles and Responsibilities
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The Company[footnoteRef:1] Treatment Service will: [1:  The term “Company” is used throughout this Agreement to represent Turning Point] 




1. Take responsibility for establishing and monitoring Contractor[footnoteRef:2] accreditation and performance against the performance and quality markers outlined in the Service Specification. [2:  The term “Contractor” is used throughout this Agreement to represent Community Pharmacies] 




2. Liaise closely with the Contractor staff and the service users.



3. Ask the service user which of the participating Contractors they wish to attend and will not direct the service user to a particular Contractor.



4. Advise Pharmacists when a new service user is to have supervised medication, ensuring the Contractor is contacted immediately prior to the service user accessing the Contractor and providing a 4-Way Agreement (if agreed locally – appendix 4) or introduction letter (appendix 5) before commencing treatment under supervision.



5. Inform service users that doses must be taken under the direct supervision of the Pharmacist or trained Contractor staff member working under their supervision.



6. Report appropriate incidents via the Company clinical governance framework.



7. Provide details of relevant referral points which Contractor staff can use to signpost service users who require further assistance and will provide health promotion material relevant to the service users to pharmacies.



The Contractor will:



1. Take responsibility for meeting the standards for accreditation and delivering a quality service through achieving the performance and quality markers outlined in the Service Specification.



2. Liaise closely with the Company Treatment Service.



3. Ensure a GPhC registered pharmacist or locum is present each day the Contractor is open. 



4. Notify the relevant Company Treatment Service of:

a. Any service users not attending for three consecutive days for any medication

b. Any service users not collecting a dose during a titration

c. Any service user missing four days from a  14-day prescription

d. Any service user missing doses in a regular pattern e.g. every Monday

e. All errors that relate to prescriptions provided by the treatment provider or that affect the service user

f. All incidents that relate to prescriptions provided by the treatment provider or that affect the service User

g. All dispensing errors relating to service users in this service and inform the local CD Accountable Officer



5. Inform the Company Treatment Service of any changes of Contractor ownership or regular Contractor manager.



6. Treat service users with a supportive, understanding and professional attitude.  The Service should be as discrete as possible and service users treated with respect and courtesy.



7. May reasonably refuse to accept service users e.g. where someone has previously created difficulties.  However, a valid reason must be supplied and reported to the treatment provider immediately.  Contractors may not refuse to take service users base d on the drug or formulation prescribed.



8. Contact the relevant service and/or the police where fraud is suspected (the conditions specified in the Terms of Service of Pharmacists [NHS Regulations – Schedule 1, Part 2, Part 9] relating to refusal to supply drugs also apply).



9. Report service user behavioural incidents to the Company Treatment Service.  If this is out of hours a message should be left and followed up on the next working day. E-mails must not be used for reasons of confidentiality.



10. Check prescriptions and inform the relevant Company Treatment Service of any missing prescriptions or queries that may arise.  This must be done on the day the Contractor receives the prescriptions.



11. Must store prescriptions securely in line with regulatory standards and the Contractor SOP in an allocated place that all relevant Contractor employees are aware of.



12. Should ensure that the service user is fully aware of what is expected while in the Contractor and that the service user is aware of the Contractor opening and closing times.



13. Take all reasonable steps to aid identification of service users and minimise potential error. Service users should be asked for their name, date of birth and current dosage when necessary to confirm the identity of the service user.  In practice, it is anticipated that permanent Contractor staff will also be able to identify regular service users to assist locums.



14. Establish a Standard Operating Procedure (SOP) for supervising administration, the minimum components of which are attached (Appendix 3).  A copy of the SOP will be made available to the Company on request where appropriate.



15. Ensure the Contractor meets the accreditation standards to provide the Service.  In order to become accredited, the Contractor must have suitable structural facilities, including a consultation room or private area for supervision, which must be used whenever possible for supervised consumption. 



16.  Ensure the pharmacist(s) meets the accreditation standards to provide the service (see section 5b of the Contractor specification document for full details).  For pharmacists to gain accreditation they must have successfully completed the Declaration of Competence (DoC) for the “Supervised Consumption of Prescribed Medicines Service” and the CPPE “Substance Use and Misuse” programme.



17. Ensure service users are always primarily offered the use of a private consultation room or private area for consumption of their medication.  Only at the instigation of the service user and with the Contractor staff agreement should consumption occur elsewhere in the Contractor.  It is appreciated that, due to time issues, service users requiring supervised sublingual buprenorphine may be supervised in another area of the pharmacy once they have the tablets in place under their tongue.



18. Ensure the Service is available from accredited pharmacies for at least part of the six days per week, but five days per week may be considered at the discretion of the Company Treatment Service.  



19. Have an up to date SOP for supervised administration in place that all relevant staff have been trained on.
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b.



 



Any service users not collecting a dose during a titration



 



c.



 



Any service user missing four days from a  14



-



day prescri



ption



 



d.



 



Any service



 



user



 



missing doses in a regular pattern e.g. every Monday



 



e.



 



All errors that relate to prescriptions provided by the treatme



nt provider or that affect 



the s



ervice user



 



f.



 



All incidents that relate to prescriptions provided by the treatme



nt 



provider or that 



affect the s



ervice User



 



g.



 



All dispensing errors relating to service users in this service and inform the local CD 



Accountable Officer



 



 



                                        



        



 



1



 



The term “Co



mpany



” is used throughout this Agreement to represent 



Turning Point



 



2



 



The term “Contractor” is used throughout this Agreement to represent Community Pharmacies



 






Appendix 1 : Roles and Responsibilities     Turning Point Supervised Consumption of Opioid Substitution Treatments  and other medication  Pharmacy   Specification       The Company


1


  Tr eatment Service will:     1.   T ake responsibility for esta blishing and monitoring Contractor


2


  accreditation   and performance  against the performance and q uality markers outlined in the Service S pecification.     2.   L iaise closely with the  Contractor   staff   and the service users.     3.   A sk the service user which   of the partici pating Contractors   they wish to attend and will not  direct the service user   to a particular  Contractor .     4.   A dvise Pharmacists when a new service user is to have supervised m edication, ensuring the  Contractor   is contacted immediately prior to the service user   accessing the  Contractor   and  providing a 4 - Way Agreement (if agreed locally  –   appendix 4) or introduction letter (appendix 5)  before commencing treatment under supervision .     5.   I nform service users that doses must be taken under the direct supervision of the   Pharmacist or  trained  Contractor   staff member   working under their supervision.     6.   R eport appropriate   incidents via the Company   clinical governance  framework.     7.   P rovide details of relevant referral points which  Contractor   staff can use to signpost service  users who require further assistance and will provide health promotion material relevant to the  service users to pharmacies .     The  Contractor will:     1.   Take responsibility for meeting the standards for accreditation and deliv ering a quality service  through achieving the performance and q uality markers outlined in the Service S pecification.     2.   Li aise closely with the  Company   Treatment Service.     3.   Ensure a GPhC registered pharmacist or l ocum is   present each day   the  Contractor   is open .      4.   N otify the relev ant Company   Treatment S ervice of :   a.   Any service users   not attending for three  consecutive  days for any medication   b.   Any service users not collecting a dose during a titration   c.   Any service user missing four days from a  14 - day prescri ption   d.   Any service   user   missing doses in a regular pattern e.g. every Monday   e.   All errors that relate to prescriptions provided by the treatme nt provider or that affect  the s ervice user   f.   All incidents that relate to prescriptions provided by the treatme nt  provider or that  affect the s ervice User   g.   All dispensing errors relating to service users in this service and inform the local CD  Accountable Officer    


                                                


 


1


  The term “Co mpany ” is used throughout this Agreement to represent  Turning Point  


2


  The term “Contractor” is used throughout this Agreement to represent Community Pharmacies  
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Flowchart to illustrate action to be taken by pharmacies following non-collection of instalment doses of OST



[image: ]Dispense Rx

“Friendly” enquiry on reason for missed dose.  Any regular patterns should be reported to Turning Point Treatment Provider



Do not dispense Rx

AND

Contact the local Turning Point Treatment Provider for further advice



Service User presents at Pharmacy

Missed One Day

Missed One Day



	             

	(Following titration and/or maintenance or reduction Rx)

(During Titration)







     	

                                                      	

					Service User misses FOUR non-consecutive days in two week FP10MDA prescription period

Service User misses THREE consecutive days



                                         

					         



	 

                                      	

        Dispense Rx 

BUT 

Contact the local Turning Point Treatment Provider 

(FOR INFORMATION ONLY)

Do not dispense Rx

AND 

Contact the local Turning Point Treatment Provider for further advice





	





		

  			 

Please add your contacts for your local Turning Point service (and other relevant contacts) below:



·  



·  



·     



· 

Missed Doses



· Should a service user fail to attend for their Opioid Substitution Treatment[footnoteRef:1] (OST) then the pharmacist must indicate on the prescription “not dispensed” next to the relevant date and on the relevant data collection forms on the Pharmacy Remuneration IT platform. [1:  Methadone (Physeptone®), buprenorphine (Subutex®), buprenorphine (Espranor®) or buprenorphine/naloxone (Suboxone®)] 


· If the service user misses a pick-up they should return the next day as usual for their next dose.  

· If a dose is missed for THREE consecutive days then the treatment should be suspended and the Turning Point (TP) Treatment Service contacted.  The prescription should not be re-initiated until a specific instruction to endorse this has been given by a prescriber from the Turning Point Treatment Service.  If an instruction to continue the prescription is given the current prescription can be used[footnoteRef:2].  A note of this decision should be made on the service users PMR.  If a service user fails to collect four or more pick-ups in a 14-day FP10MDA prescription then the TP treatment service should also be contacted.  Please note this requirement is also outlined in the Medicines, Ethics and Practice guidelines[footnoteRef:3] and should be adhered to. [2:  Verbal confirmation from RPS and Home Office by Lead Pharmacist (Turning Point)]  [3:  RPS (2016) Medicines, Ethics and Practice. Edition 40. July 2016, p. 114] 


· The risk of death during methadone induction has been calculated at nearly seven-fold greater than the patient’s risk of death prior to entering methadone maintenance treatment and deaths usually occur during the first three to ten days of treatment[footnoteRef:4].  Therefore, extra caution should be exercised during the first two weeks of treatment and ANY OST doses missed (including buprenorphine) should be reported to the Turning Point Treatment Service. [4:  Royal College of General Practitioners (RCGP).  Guide to the Management of Substance Misuse in Primary Care (2005), pages 118-119.] 


· If a service user misses a dose during the titration phase of treatment i.e. increase in dose during the induction onto an OST prescription, the Turning Point Treatment Service must be contacted before the next dose is given.  Titration phases should not fall upon a weekend due to observation arrangements with Turning Point treatment services.

· All emerging patterns of regular failures to attend the pharmacy should be brought to the attention of the Turning Point Treatment Service for further investigation.	

Appendix 2: Turning Point Missed dose flow-chart April 2019
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Please add your contacts for your local Turning Point service (and other relevant contacts) below:
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AND
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Treatment Provider for further advice
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dose



.  Any regular 



patterns should be 
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Treatment



 



Provider
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AND



 



Contact the local 
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Treatment Provider



 



for further advice



 



Dispense Rx 



 



BUT 



 



Contact the local Turning Point 



Treatment Provider 



 



(



FOR INFORMATION ONLY



)



 



Service User 
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THREE consecutive 



days



 



Service User 



misses 



FOUR



 



non
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consecutive days in 



two week 



FP10MDA 



prescription 



period
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During 



Titration)
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Following titration 
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or reduction



 



Rx)
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Appendix 3 – EXAMPLE Standard Operating Procedure (SOP)

 (For illustration purposes only)

Minimum Standards for Adaptation by Individual Pharmacies

This SOP will need to be re-drafted for each individual pharmacy.



SOP FOR THE SUPERVISED CONSUMPTION OF OPIOID SUBSTITUTION THERAPY (OST) MEDICATION TO SERVICE USERS in [XXXXXXXXXXXX] Pharmacy

1.	General

1.1	Service users should be treated in a professional manner with dignity and respect at all times.  Normal standards for dispensing and service user confidentiality apply.

1.2	Arrangements to ensure that appropriate measures to maintain good hygienic practices must be in place and monitoring should occur to ensure that these are being followed. This may be part of an existing pharmacy SOP.

1.3	The need for Hepatitis B vaccination for employees should be considered on an individual basis taking account of the local circumstances under which the supervision of medication will be taking place.

1.4	The pharmacist holding the contract must ensure that ALL relevant employees are fully conversant with the SOP and the part that each on them play.  This is especially so in the case of locums who must be prepared to undertake the services as described in the SOP.

2.	Accepting a Service User at the Pharmacy

2.1	Prior to starting a prescription the pharmacy will be contacted by the Turning Point service to confirm that they have capacity to offer a supervised consumption service

2.2	The service user should be asked for ID when they arrive at the pharmacy in line with regulatory practice for schedule 2 and 3 CDs.  The Turning Point service will also provide the service user with an introductory letter which can be used, with the pharmacist’s discretion, for ID if they do not possess any formal ID which can be common in this cohort of patients

2.3	 The pharmacy staff should inform the service user of opening times to ensure they do not attend when the pharmacy is closed.

2.4 	If a local agreement is in place, either through the Turning Point service or pharmacy, this should be discussed and signed by the pharmacy and service user

3.	Preparing Medication

2.1	Daily doses should be prepared in advance (and stored in the controlled drugs cabinet) where possible to avoid undue delay when the service user presents in the pharmacy.

2.2	Medication should be measured, double-checked and dispensed in a suitable container.

2.3	The usual labelling requirements apply which should include service user name, directions, quantity and date of dispensing etc. to the container.

2.4	‘Take home’ doses must be fitted with child-resistant closures in accordance with Royal Pharmaceutical Society (RPS) guidelines.  In the interest of safety, the use of other closures should be discouraged wherever possible.  Comments about leakage (if containers are not maintained upright) should not normally be taken as sufficient reason not to use a child-resistant closure.  Where, exceptionally, a service user specifically requests that a child-resistant closure is not used and this is considered appropriate, they should sign a suitable record to confirm the request.  In such situations it is important that advice is given to keep the medication in a secure place and out of the reach of children.

2.5	Each labelled container may be sealed in a dispensing bag in which case this should be clearly marked with the service user’s name/address and the day and date when the dose is due to be dispensed.

2.6	The instalment section on the prescription form should be completed at the time of supervision.

3.	Supervising Medication

3.1	When the service user presents in the pharmacy, they should make themselves known to a member of staff and wait quietly to be seen.  The service user should state their name, date of birth, address and current dosage when necessary to confirm their identity.

3.2	If the Pharmacist has concerns that it would not be appropriate or possibly dangerous for the service user to take their medication (e.g. under the effect of alcohol/inebriated or it is suspected that the service user has been taking opiates illegally or where missed doses may have affected tolerance) they may wish to decline to supply.  Before doing so, pharmacists are advised to make every effort to contact the prescriber or a prescriber at the Turning Point Service and also to assess the relative harm which may result from the refusal.  They should then use their professional judgement to decide what course of action would be in the best interest of the service user.  Pharmacists may also refuse to supply if ‘subjected to or threatened with violence’ or if the service user or ‘person accompanying that person, commits or threatens to commit a criminal offence’ in keeping with Paragraph 9 of the Terms of Service of Pharmacists contained in Part 2 of Schedule 1 to the NHS Pharmaceutical Services Regulations 2005.

3.3	The medication must be consumed on the pharmacy premises under the supervision of the Pharmacist or other appropriately trained person working under their supervision.  Supervision of the dose should take place in a private consultation room or a private area for this purpose at the pharmacy.  

3.4	Dispensing from bulk supply straight into cups and presenting this to the service user contravenes the 1968 Medicines Act in regard to requirements for labelling of dispensed medicines.  It is important to distinguish the two steps of dispensing the medication and supervising the service user self-administration.  

3.5	When supervising the administration of methadone, the service user should be provided with the labelled bottle so that they can check their dose before they drink it. They may choose to take their dose straight from the labelled bottle but, if preferred, they should be provided with a disposable cup so they can pour the methadone from the bottle into the cup for consumption. The Pharmacist or other appropriately trained person working under their supervision should observe the service user drink their dose and should offer the service user a drink of water afterwards. Initially, many service users dislike the taste of the methadone and a drink of water not only helps but also ensures that they swallow their dose.  If the service user doesn’t wish to have a drink, then swallowing can be confirmed by ensuring that conversation also occurs at this time.  The water should be provided fresh from a supply suitable for drinking. The Pharmacist must be satisfied that the dose has actually been swallowed.  

3.6	Sublingual Buprenorphine tablets should be prepared in advance and packaged as outlined above. The supervising pharmacist or appropriately trained assistant should dispense the dose from the container (or blister) onto the service user’s palm.  The service user should place under the tongue; the service user should be observed at all times until the supervisor is satisfied that consumption is complete.  A minimum time period of 3 minutes should elapse for this process.

3.7	Buprenorphine Oral Lyophilisates (Espranor®) should be prepared in advance and packaged as outlined above. The supervising pharmacist or appropriately trained assistant should open the blister and the service should take this with dry hands and place on the tongue. The service user should be observed at all times until the supervisor is satisfied that the oral lyophilisate has dissolved. The service user should not swallow for 2 minutes.  A minimum time period of 2 minutes should elapse for this process.

3.8 	All containers should be discarded after self-administration in a way which avoids illicit reuse. Labels should also be removed or defaced to ensure service user confidentiality.

4.	Recording

4.1	The supply of daily dispensing must be entered in the CD register in line with controlled drugs legislation.  

4.2 	Pharmacists should consider the need for a record form to be completed at the time of supervision to show the service user’s name and the date /time of day that a supervised administration has taken place.  This may be important to ensure that doses are not inadvertently repeated later in the day, particularly when another pharmacist might be involved.  Service users may need to be asked to countersign the record if there is any possibility that they may contest that they have not been given their due medication.  NB: For reasons of confidentiality and scrutiny, one service user must not be able to see records relating to another service user, so it may be necessary to use individual pages on a record book.

4.3	A diary or other similar record should be maintained to record any unacceptable behaviour on the part of any service user.  Any such behaviour must be reported to the Turning Point service.



5.	Premises

5.1	A suitable, quiet area of adequate size and which affords reasonable privacy in audible and visible terms must be provided and maintained.  The area should be capable of being used for purposes other than simply the supervision of medication (e.g. confidential discussions with other patients about their medication).  This will avoid stigmatising service users who use it and is also in the interests of cost-effective use of space.

5.2	The confidential area should be maintained in a good state of decoration and have suitable lighting.  A supply of drinking water should be available with facilities for the storage of disposable cups e.g. automatic dispenser fixed to a wall.

5.3	A chair should be available so the service user has the option of being seated.  On the basis that the area will be used for other activities, it will be appropriate to make provision for additional seating for at least a second person and wheelchair access, if possible.  A table should be provided unless a similar facility is available such as a low-level counter, if possible.  

5.4	Attention must be given to the need for security combined with the level of pharmacist/service user contact necessary.



Signed by the Pharmacist and ALL staff who may be involved in any aspect of the operation of the SOP.



………………………………………………………………                  …………………………………………………..……. Signature                                                                                        Print Name



………………………………………………………………                  …………………………………………………..……. Signature                                                                                        Print Name



………………………………………………………………                  …………………………………………………..……. Signature                                                                                        Print Name



………………………………………………………………                  …………………………………………………..……. Signature                                                                                        Print Name



………………………………………………………………                  …………………………………………………..……. Signature                                                                                        Print Name





Precise arrangements will be dependent on local circumstances and, if appropriate, may be agreed through consultation with the Treatment Agency.
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HERAPY 



(OST)



 



MEDICATION TO SERVICE USERS in 



[



XXXXXXXXXXXX



]



 



Pharmacy



 



1.



 



General



 



1.1



 



Service users should be treated in a professional manner with dignity and respect 



at 



all times.  Normal stan



dards for dispensing and service user



 



confidentiality apply.



 



1.2



 



Arrangements to ensure that appropriate measures to maintain good hygienic 



practices must be in place and monitoring should occur to ensure that these are 



being f
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owed. This may be part of an



 



existing pharmacy SOP.
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The need for Hepatitis 



B 



vaccination



 



for employees



 



should be considered on an 



individual basis taking account of the local circumstances under which the 



supervision of medication will be taking place.
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The pharmacist holding the contract must ensure that ALL 
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employees



 



are 



fully conversant with the SOP and the part that each on them play.  This is especially 



so in the case of locums who must be prepared to undertake the services as 



described



 



in the SOP.



 



2.



 



Accepting a Service User at the Pharmacy



 



2.1



 



Prior to starting a prescription the pharmacy will be contacted by the Turning Point 



service to confirm that they have capacity to offer a supervised consumption service



 



2.2



 



The service user 



should be asked for ID when they arrive at the pharmacy in line 



with regulatory practice for schedule 2 and 3 CDs.  The Turning Point service will also 



provide the service user with an introductory letter which can be used, with the 



pharmacist’s discretion



, for ID if they do not possess any formal ID which can be 



common in this cohort of patients



 



2.3



 



 



The pharmacy staff should inform the service user of opening times to ensure they 



do not attend when the pharmacy is closed.
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lace, either through the Turning Point service or 



pharmacy, this should be discussed and signed by the pharmacy and service user
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Preparing Medication



 



2.1



 



Daily doses should be prepared in advance (and stored in the controlled drugs 



cabinet) 



where possib



le 



to avoid undue delay when the service user presents in the 



pharmacy.
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		4-Way Pharmacy Agreement

		4 – Pharmacy Details
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7 - Rights, Responsibilities and Expectations



		The purpose of this agreement is to clarify for you as the Service User the rights &responsibilities, essential points of contact and main issues about your prescribed medication. Each party should complete and sign the relevant section. Once completed, the pharmacy will give you a copy, keep one at the pharmacy and return the other copies to Turning Point and the prescriber.

		Pharmacy name:          

Pharmacy Address:

Pharmacy Telephone:

Is a private area for supervised consumption available at this pharmacy?

Yes



No




If available, does the service user wish to use this private area?

Yes    




No






		My rights and responsibilities 

· Pharmacy staff will not treat me differently from other customers.

· I am entitled to a regular and reliable service.


· I am expected to attend for supervised consumption regularly, alone and within the times specified, except by prior arrangement.

· There is no out of hours service, so if I do arrive to collect my medication outside the times agreed, I will not be able to collect my prescription for that day.


· If I am receiving Buprenorphine or Subutex/Suboxone on supervised dispensing, I am expected to remain in the pharmacy until it has fully dissolved (5-10 minutes).

· I agree to pay the prescription charges (if applicable) at my first visit to the pharmacy.

· I will bring photo ID as proof of my identity when I first attend the pharmacy.

  What I can expect from the pharmacy

· The pharmacy will agree with me where supervision will take place.


· Pharmacy staff are not permitted to dispense prescriptions for supervised consumption to me, if I appear to be under the influence of drugs or alcohol.

· Pharmacy staff are not permitted to dispense prescriptions to me if I have missed three consecutive daily doses. The pharmacy staff will then inform my recovery worker or person providing my prescription.


· Pharmacy staff are entitled to refuse to serve me if any behaviour is deemed inappropriate, just as they would any other member of the public.

· If incidents occur, pharmacy staff will contact my recovery worker or person providing my prescription.

· Pharmacy staff will offer me a private area in the pharmacy to take my medication, if it exists. It is my choice as to whether I use this facility or not.


· I accept that pharmacy staff are expected to check my identity before dispensing each day. To do this they may ask my name, date of birth or personal question written on this agreement. 

· The pharmacy staff may contact Turning Point to pass on any information which relates to my treatment and care.






		1 - My Details

		

		



		My name: 

My date of birth:

My address:



		

		



		

		5 - Availability

		



		

		Day


am


pm


Monday


Tuesday


Wednesday


Thursday


Friday


Saturday


Sunday


Supervised consumption is available from this pharmacy during the following times:

		



		2 – Person Providing Prescription

		

		



		Name of GP / Prescriber:


Recovery worker’s name:


Recovery worker’s telephone no.:

Telephone no. for prescriber (if different):

Agreement start date:




		

		



		

		

		8 – Signing the Agreement



		

		

		   Service User


Signature:


Date:


I understand my rights, responsibilities and the expectations as described above.

The pharmacy agrees to provide a service in line with this agreement.


Name:


Signature:


Date:






		3 – Signing by Recovery Worker & Prescriber

		

		



		I have agreed with the service user a suitable pharmacy. I have given him/her a copy of the prescribing agreement and information about confidentiality.


Name:


Recovery Worker


Prescriber


Signature:


Date:




		

		



		

		6 – Private Question

		



		

		To help new pharmacy staff to identify you please provide a private question and answer such as your Mother’s maiden name or pet name.


Question:


Answer:
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Somerset Drug and Alcohol Service (SDAS)

Address of service

Xxxxxxxxxx

Xxxxxxxxxx

Xxxxxxxxxx

Xxxxxxxxxx





Date: 



Re:…………………………………………………				DOB…………………………………………	



Dear Pharmacist



Pharmacy Address………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………..



Thank-you for agreeing to dispense to this service user.



They will be starting their prescription with you on ………………… and are prescribed …………………………………………………………………… daily supervised/unsupervised consumption.



If you have any queries, concerns or if the service user misses three consecutive days, please contact the service on the details above.



Yours sincerely











Prescriber Name				……………………………………………….

Non-Medical Prescriber / Doctor







Service User signature			…………………………………………………
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Somerset Drug and Alcohol Service (SDAS)



 



Address of service



 



Xxxxxxxxxx



 



Xxxxxxxxxx



 



Xxxxxxxxxx



 



Xxxxxxxxxx



 



 



 



Date: 



 



 



Re:…………………………………………………



 



 



 



 



DOB…………………………………………



 



 



 



Dear Pharmacist



 



 



Pharmacy Address………………………………………………………………………………………………………



 



…………………………………………………………………………………………………………………………………..



 



 



Thank



-



you



 



for agr



eeing to dispense to this service user



.



 



 



They will be 



starting



 



their prescription 



w



ith you 



on …………………



 



and are prescribed 



…………………………………………………………………… daily 



supervised/unsupervised



 



consumption.



 



 



If you have any qu



eries, concerns or if the service user



 



misses three consecutive days, please contact the 



service on the details above.



 



 



Yours sincerely



 



 



 



 



 



 



Prescriber 



Name



 



 



 



 



……………………………………………….



 



Non



-



Medical Prescriber



 



/ Doctor



 



 



 



 



Service User



 



signature



 



 



 



……



……………………………………………



 



 



 



 



 



 



 



 



 



 



 



 



 



 



 



 



 



 






                                                                   Somerset Drug and Alcohol Service (SDAS)   Address of service   Xxxxxxxxxx   Xxxxxxxxxx   Xxxxxxxxxx   Xxxxxxxxxx       Date:      Re:…………………………………………………         DOB…………………………………………       Dear Pharmacist     Pharmacy Address………………………………………………………………………………………………………   …………………………………………………………………………………………………………………………………..     Thank - you   for agr eeing to dispense to this service user .     They will be  starting   their prescription  w ith you  on …………………   and are prescribed  …………………………………………………………………… daily  supervised/unsupervised   consumption.     If you have any qu eries, concerns or if the service user   misses three consecutive days, please contact the  service on the details above.     Yours sincerely             Prescriber  Name         ……………………………………………….   Non - Medical Prescriber   / Doctor         Service User   signature       …… ……………………………………………                          
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