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Pharmacy Provider Expression of Interest Form 
Somerset County Council (SCC) is inviting pharmacy providers in Somerset to express an interest in delivering Public Health Services from 1st April 2018 to 31st March 2019 (with an option to extend for two further 12 month periods). Providers are able to state, using the tick boxes below, which Public Health Services they are interested in providing.

The specifications for each of the Public Health Services are contained within the embedded contract at Appendix 2. Potential providers should read both the terms and conditions of the contract and the services specifications carefully to ensure they are able to provide the services in accordance with the contract. 

Submission of expression of interest

In order to express an interest, providers are required to return the following to publichealth@somerset.gov.uk or Public Health, B3 South, County Hall, Taunton, TA1 4DY by 26th March 2018:

1. A completed copy of this Expression of Interest form;
2. Signed copy of the Declaration at Appendix 1 
[bookmark: _GoBack]
Once these two conditions have been met, the provider will be deemed to have expressed an interest in providing Public Health Services on behalf of SCC.

Entering into the public health contract with SCC

Following receipt of the completed documents, SCC will issue a contract on the terms and conditions contained in Appendix 2.

The provider must arrange for two copies of the contract to be signed by its authorised signatories and returned to SCC. SCC will then sign and date the contract, and return one copy to the provider for its records.

Where the provider operates more than one pharmacy, it is important that each individual pharmacy has familiarised itself with the contract, including the services specifications relating to the public health services which the individual pharmacy has agreed to provide.

Providers are not permitted to undertake business on behalf of SCC before the contract has been signed and returned to SCC. SCC will not be able to pay for services until it has received a signed contract from the provider.  



	Pharmacy Information

	Name of provider submitting information 
	

	
	

	Address
	

	Postcode
	

	Telephone number
	

	Email address
	

	Website
	

	Trading status 
a)	public limited company
b)	limited company 
c)	limited liability partnership 
d)	other partnership 
e)	sole trader 
f)	third sector
g)	other (please specify your trading status)
	

	Company Registered number (if applicable)
	

	Charity registration number (if applicable)
	

	Registered VAT number 
	

	Name of partners (if applicable)
	

	Contact name
	

	Role in organisation
	

	Telephone number
	

	Email address
	

	

	Provide details of your company structure (if applicable)
	


	Are you Expressing and Interest on behalf of multiple individual branches?
(if ‘Yes’ please list branch addresses ( you will also need to state the services which you wish to provide at each branch))
	



	Public Health Services
	Please tick each service for which you are expressing an interest (if you operate more than one pharmacy, please list each pharmacy wishing to provide the services using a separate sheet if required)

	Supervised administration of medication (substance misuse)
	

	Emergency Hormonal Contraception
	

	Supply of Champix
	

	Influenza Vaccination for frontline Somerset County Council Staff Service*
	


*n.b. This Service is subject to change; Service operates from Oct – Feb. SCC will notify those who express an interest in delivering Influenza Vaccination in due course if it is to go ahead in 2018-19


Appendix 1 - Declaration
Provision of public health services
 
To	Somerset County Council

I/We       										
Carrying on business at 			    		            

Having examined the Contract, we offer to provide the public health services listed in the completed Expression of Interest Form in conformity with the terms and conditions of the Contract.

Unless and until a formal Contract is prepared and executed, this Declaration, together with SCC’s acceptance thereof in writing, shall constitute a binding Contract between the two parties.


I/We certify that this is a bona fide offer.

	Signed*
	

	Print Name
	

	Position
	

	Date
	

	Company
	

	Telephone Number
	

	Address & Postcode
	



*Please print and sign and return either via post or scan and send (do not use an electronic signature).

Appendix 2 – Contract
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SECTION A: THE PARTICULARS





This Contract is made on  					2018



PARTIES



(1) SOMERSET COUNTY COUNCIL of County Hall, Taunton, TA1 4DY (the Authority); and



(2) [insert name of Provider] of [insert address] (the Provider).



BACKGROUND



A. The Authority must exercise a number of health service functions set out in section 2B of the NHS Act 2006 and the Local Authorities (Public Health Functions and Entry to Premises by Local Healthwatch Representatives) Regulations. 



B. In order to satisfy these obligations the Authority wishes to secure the provision of the Services at the pharmacies listed in Appendix 1.



C. The Parties have agreed for the Provider to provide the Services in accordance with the terms and conditions of this Contract.





IT IS AGREED

A. [bookmark: _Ref329245985]

A1. [bookmark: _Ref375160742][bookmark: _Ref375160972][bookmark: _Toc508283693]CONTRACT



A1.1. [bookmark: _Ref374296111]This Contract is comprised of:

a) these Particulars (Section A);

b) the General Terms and Conditions (the ‘General Conditions’) in (Section B);

c) the Schedules and Appendices 

as completed and agreed by the Parties and as varied from time to time in accordance with clause B22 (Variations) of the General Conditions.



A2. [bookmark: _Toc508283694][bookmark: _Toc329003771]INTERPRETATION 



A2.1. This Contract shall be interpreted in accordance with Appendix 4 unless the context requires otherwise.



A2.2. If there is any conflict or inconsistency between the provisions of this Contract, such conflict or inconsistency must be resolved according to the following order of priority:



a) Section B; 

b) Section A;

c) the Schedules;

d) the Appendices



A3. [bookmark: _Toc508283695]COMMENCEMENT AND DURATION



A3.1. [bookmark: _Ref374295871]This Contract shall take effect on the date it is executed by or on behalf of the Parties (the ‘Commencement Date’) and shall continue for the Term.



A3.2. [bookmark: _Ref374295783]The Provider shall provide the Services from the Service Commencement Date.



A3.3. [bookmark: _Ref507663400]The Authority may, in its absolute discretion, extend this Contract beyond the Initial Term by two (2) further twelve (12) month periods. If the Authority wishes to extend this Contract, it shall give the Provider at least three (3) months' written notice of such intention before the expiry of the Initial Term (or, in respect of an extension period, three (3) months before expiry of that extension period).





A3.4. If the Authority gives such notice then the Term shall be extended by the period set out in the notice.



A4. [bookmark: _Toc508283696]REPRESENTATIVES



A4.1. The Provider Representatives and the Authority Representatives are set out in APPENDIX 3: CONTACT POINTS



A4.2. The Provider may replace the Provider Representatives and the Authority may replace the Authority Representatives at any time by giving written notice to the other Party.  



A5. [bookmark: _Ref329696275][bookmark: _Toc508283697]NOTICES



A5.1. Any notices given under this Contract shall be in writing and shall be served by hand or post by sending the same to the address for the relevant Party set out in clause A5.3.



A5.2. [bookmark: _Ref330471614]Notices:



a) by post and correctly addressed shall be effective upon the earlier of actual receipt, or five (5) Business Days after mailing; or



b) by hand shall be effective upon delivery.



A5.3. [bookmark: _Ref330471600]For the purposes of clause A5.2, the address for service of notices on each Party shall be as set out in APPENDIX 3: CONTACT POINTS.



[bookmark: _Toc329003772]A5.4.	Either Party may change its address for service by serving a notice in accordance with this clause A5.



[bookmark: _Toc508283698]A6.	ENTIRE CONTRACT



This Contract constitutes the entire agreement and understanding of the Parties and supersedes any previous agreement between the Parties relating to the subject matter of this Contract, except for any contract entered into between the Authority and the Provider which relates to the same or similar services to the Services and is designed to remain effective until the Services are provided under this Contract. 



[bookmark: _Toc508283699]A7.	COUNTERPARTS

This Contract may be executed in counterparts each of which when executed and delivered shall constitute an original but all counterparts together shall constitute one and the same instrument. No counterpart shall be effective until each Party has executed at least one counterpart.



IN WITNESS WHEREOF the Parties have signed this Contract on the date shown below



SIGNED by [Insert Authorised 

Signatory’s Name] 

for and on behalf of

the AUTHORITY

					…………………………………………………………..

				Signature



					…………………………………………………………..

				Title



					…………………………………………………………..

				Date



SIGNED by [Insert Authorised 

Signatory’s Name] 

for and on behalf of

the AUTHORITY

					…………………………………………………………..

				Signature



					…………………………………………………………..

				Title



					…………………………………………………………..

				Date


SECTION B: GENERAL TERMS AND CONDITIONS



B1. [bookmark: _Toc220920197][bookmark: _Toc285443006][bookmark: _Toc508283700][bookmark: _Toc220920186][bookmark: _Toc285442996][bookmark: _Toc220903945][bookmark: _Toc220920190][bookmark: _Toc285442999]SERVICES



B1.1. The Provider shall provide the Services in accordance with the Service Specifications at the pharmacies listed in APPENDIX 1: LIST OF PHARMACIES.



B2. [bookmark: _Ref507663648][bookmark: _Ref507663663][bookmark: _Toc508283701]NOT USED 



B3. [bookmark: _Toc508283702]SERVICE STANDARDS	



B3.1. The Provider must carry out the Services in accordance with the Law and Good Clinical Practice and must, unless otherwise agreed (subject to the Law) with the Authority in writing: 



a) comply, where applicable, with the registration and regulatory compliance guidance of CQC and any other Regulatory Body; 



b) respond, where applicable, to all requirements and enforcement actions issued from time to time by CQC or any other Regulatory Body;



c) consider and respond, where applicable, to the recommendations arising from any audit, death, Serious Incident report or Patient Safety Incident report;



d) comply, where applicable, with the recommendations issued from time to time by a Competent Body;



e) comply, where applicable, with the recommendations from time to time contained in guidance and appraisals issued by NICE; and



f) where applicable respond to any reports and recommendations made by Local HealthWatch;



g) comply with any applicable Quality Assurance Frameworks;





B4. [bookmark: _Toc508283703][bookmark: _Toc220903947][bookmark: _Toc220920199][bookmark: _Toc285443008]SERVICE USER INVOLVEMENT



B4.1. The Provider shall engage, liaise and communicate with Service Users, their Carers and Legal Guardians in an open and clear manner in accordance with the Law, Good Clinical Practice and their human rights.



B4.2. NOT USED



B4.3. NOT USED



B4.4. NOT USED  



B5. [bookmark: _Toc508283704]EQUITY OF ACCESS AND EQUALITY



B5.1. The Parties must not discriminate between or against Service Users, on the grounds of age, disability, gender reassignment, marriage or civil partnership, pregnancy or maternity, race, religion or belief, sex, sexual orientation or any other non-medical characteristics except as permitted by the Law.



B5.2. The Provider must provide appropriate assistance and make reasonable adjustments for Service Users, who do not speak, read or write English or who have communication difficulties (including without limitation hearing, oral or learning impairments).



B5.3. [bookmark: _Ref374301580][bookmark: _Ref306796468]In performing this Contract the Provider must comply with the Equality Act 2010 and have due regard to the obligations contemplated by section 149 of the Equality Act 2010 to:



a) eliminate discrimination, harassment, victimisation and any other conduct that is prohibited by the Equality Act 2010;



b) advance equality of opportunity between persons who share a relevant protected characteristic (as defined in the Equality Act 2010) and persons who do not share it; and



c) foster good relations between persons who share a relevant protected characteristic (as defined in the Equality Act 2010) and persons who do not share it,



and for the avoidance of doubt this obligation shall apply whether or not the Provider is a public authority for the purposes of section 149 of the Equality Act 2010.



B5.4. NOT USED.



B5.5. The Provider must provide to the Authority as soon as reasonably practicable, any information that the Authority reasonably requires to:



a) monitor the equity of access to the Services; and



b) fulfil their obligations under the Law.



B6. [bookmark: _Toc508283705]NOT USED



B7. [bookmark: _Ref375158929][bookmark: _Toc508283706]STAFF



B7.1. At all times, the Provider must ensure that:



a) each of the Staff is suitably qualified and experienced, adequately trained and capable of providing the applicable Services in respect of which they are engaged;



b) there is an adequate number of Staff to provide the Services properly in accordance with the provisions of the applicable Service Specification;



c) where applicable, Staff are registered with the appropriate professional regulatory body; and



d) Staff are aware of and respect equality and human rights of colleagues and Service Users.



e) NOT USED.



B7.2. NOT USED.



B7.3. NOT USED.



B7.4. NOT USED.

B7.5. NOT USED.



B7.6. NOT USED.



B7.7. [bookmark: _Ref306805356]NOT USED.



B7.8. NOT USED.



B7.9. NOT USED.



B7.10. The Provider shall indemnify and keep indemnified the Authority and any Successor Provider against any Losses incurred by the Authority and/or the Successor Provider in connection with any claim or demand by any transferring employee under TUPE.



B8. [bookmark: _Ref374302323][bookmark: _Ref375157675][bookmark: _Ref375157878][bookmark: _Ref375158947][bookmark: _Toc508283707]CHARGES AND PAYMENT



B8.1. In consideration for the provision of the Services, the Authority shall pay the Provider the Charges in accordance with the Payment Schedules.



B8.2. If there is a dispute between the Parties as to the amount invoiced, the Authority shall pay the undisputed amount. The Provider shall not suspend the supply of the Services unless the Provider is entitled to terminate the Contract in accordance with clause B32.4.  Any disputed amounts shall be resolved through the dispute resolution procedure detailed in clause B30.



B8.3. The Authority is entitled to reclaim any overpayment made for whatever reason. This will be carried out in accordance with the Payment Schedules by a reduction in payments or, if the Services have ceased and/or the Contract has expired or been terminated, the Authority will issue an invoice to the Provider and the invoiced sum will be recoverable by the Authority as a debt.

 

B8.4. If a payment of an undisputed amount is not made by the Authority by the due date, then the Authority shall pay the Provider interest at the interest rate specified in the Late Payment of Commercial Debts (Interest) Act 1998.  



B8.5. All amounts stated are exclusive of VAT which shall be charged at the prevailing rate.  The Authority shall, following the receipt of a valid VAT invoice, pay to the Authority a sum equal to the VAT chargeable in respect of the Services. 



B8.6. The Provider shall maintain complete and accurate records of, and supporting documentation for, all amounts which may be chargeable to the Authority pursuant to this Contract. Such records shall be retained for inspection by the Authority for six (6) years.



B8.7. If any sum of money is recoverable from or payable by the Provider under the Contract (including any sum which the Provider is liable to pay to the Authority in respect of any breach of the Contract), that sum may be deducted unilaterally by the Authority from any sum then due, or which may come due, to the Provider under the Contract or under any other agreement or contract with the Authority.  The Provider shall not be entitled to assert any credit, set-off or counterclaim against the Authority in order to justify withholding payment of any such amount in whole or in part. 



B8.8. Any proposed variation to the Charges by either Party shall be notified to the other Party in accordance with clause B22. The Payment Schedules shall be updated where any variation to the Charges is agreed by the Parties.



B9. [bookmark: _Toc508283708]NOT USED



B10. [bookmark: _Ref507669715][bookmark: _Toc508283709]SAFEGUARDING CHILDREN AND VULNERABLE ADULTS, PREVENT AND MODERN SLAVERY



B10.1. In delivering the Services the Provider shall ensure that safeguarding the welfare of children and vulnerable adults is paramount.



B10.2. The Provider shall comply with the Safeguarding Vulnerable Groups Act 2006 and, in the case of Regulated Activity, the Provider will be a Regulated Activity Provider with ultimate responsibility for the management and control of the Regulated Activity provided under this Contract and for the purposes of the Safeguarding Vulnerable Groups Act 2006



B10.3. The Provider shall comply with the Safeguarding Policies.  



B10.4. [bookmark: _Ref507669634]The Provider shall:



a) ensure that all individuals engaged in Regulated Activity are subject to a valid enhanced disclosure check for Regulated Activity undertaken through the Disclosure and Barring Service (DBS); and 



b) monitor the level and validity of the checks under this clause B10.4 for each member of staff;



c) not employ or use the services of any person who is barred from, or whose previous conduct or records indicate that he or she would not be suitable to carry out Regulated Activity or who may otherwise present a risk to Service Users.



B10.5. The Provider warrants that at all times for the purposes of this Contract it has no reason to believe that any person who is or will be employed or engaged by the Provider in the provision of the Services is barred from the activity in accordance with the provisions of the Safeguarding Vulnerable Groups Act 2006 and any regulations made thereunder, as amended from time to time. 



B10.6. The Provider shall immediately notify the Authority of any information that it reasonably requests to enable it to be satisfied that the obligations of this clause B10 have been met.



B10.7. The Provider shall refer information about any person carrying out the Services to the DBS where it removes permission for such person to carry out the Services (or would have, if such person had not otherwise ceased to carry out the Services) because, in its opinion, such person has harmed or poses a risk of harm to the Service Users. 



B10.8. The Provider shall at all times have due regard to the Authority's statutory obligations in relation to the Prevent Duty and provide the Authority with such information and assistance as it may reasonably require to satisfy those obligations and, but only where so requested by the Authority:



a) nominate or appoint a Prevent Lead; 

b) procure timely and sufficient training for the Prevent Lead and the Provider's Personnel on the Prevent Duty;

c) submit to the Authority for approval and thereafter implement a policy on the Prevent Duty, including but not limited to a procedure for raising concerns, sanctions and the maintenance of records;  and

d) disclose to the Authority on request copies of such records and any other information the Authority may reasonably require from the Provider in the discharge of the Prevent Duty. 



B10.9. The Authority has a statutory duty under Section 17 of the Crime and Disorder Act 1998 and the Police and Justice Act 2006 to prevent crime, disorder and the misuse of drugs, alcohol and other substances in the County of Somerset. The Provider will take reasonable and appropriate action to inhibit the causes and consequences of criminal, abusive, intimidating and antisocial behaviour in the course of performing the Services and the Authority may require the Provider to include reporting on such matters to the Authority.

 

B10.10. The Provider shall at all times during the Term comply with its obligations under the Modern Slavery Act 2015 and shall provide the Authority with evidence of such compliance as the Authority may reasonably require within fourteen (14) days (or such longer period as the parties may agree) of receiving a request in writing.

B11. [bookmark: _Ref375158967][bookmark: _Ref375160097][bookmark: _Toc508283710]INCIDENTS REQUIRING REPORTING 



B11.1. The Provider must be open and honest with a Service User where there is an Incident and the Provider shall:



a) advise the Service User of the Incident;

b) apologise to the Service User;

c) offer an appropriate remedy or support to rectify, if possible, the matter; and

d) explain fully to the Service User the short-term and long-term effects of the Incident.



B11.2. In relation to any Incident, the Provider must act openly and honestly with its Staff and any regulator, raise concerns where appropriate and participate in any review or investigation. 



B11.3. The Provider must promote a culture that encourages candour, openness and honesty at all levels and should be an integral part of a culture of safety that supports organisational and personal learning.  The Provider is required to commit to being open and transparent at board or its equivalent level, such as a governing body.



B11.4. [bookmark: _Ref507670895]The Provider shall comply with the requirements and arrangements for notification of deaths and other incidents to CQC in accordance with CQC Regulations.



B11.5. If the Provider gives a notification to the CQC under clause B11.4 which directly or indirectly concerns any Service User, the Provider must send a copy of the notification to the Authority within 5 Working Days or within the timescale set out in APPENDIX 2: SERIOUS INCIDENTS REQUIRING REPORTING PROCEDURE.



B11.6. The Parties must comply with the arrangements for reporting, investigating, implementing and sharing the Lessons Learned from Serious Incidents, Incidents and non-Service User safety incidents that are agreed between the Provider and the Authority and set out in APPENDIX 2: SERIOUS INCIDENTS REQUIRING REPORTING PROCEDURE.



B11.7. Subject to the Law the Authority shall have complete discretion to use the information provided by the Provider under this clause B11 and APPENDIX 2: SERIOUS INCIDENTS REQUIRING REPORTING PROCEDURE.



B12. [bookmark: _Toc508283711]CONSENT 



B12.1. The Provider must publish, maintain and operate a Service User consent policy which complies with Good Clinical Practice and the Law.



B13. [bookmark: _Ref375158987][bookmark: _Toc508283712]SERVICE USER HEALTH RECORDS



B13.1. The Provider must create, maintain, store and retain Service User health records for all Service Users. The Provider must retain Service User health records for the periods of time required by Law and securely destroy them thereafter in accordance with any applicable Guidance.



B13.2. The Provider must:



a) use Service User health records solely for the execution of the Provider’s obligations under this Contract; and



b) give each Service User full and accurate information regarding his/her treatment and Services received.



B13.3. The Provider must at all times during the term of this Contract have a Caldicott Guardian and shall notify the Authority of their identity and contact details prior to the Service Commencement Date. If the Provider replaces its Caldicott Guardian at any time during the term of this Contract, it shall promptly notify the Authority of the identity and contact details of such replacements.



B13.4. Subject to Guidance and where appropriate, the Service User health records should include the Service User’s verified NHS number.



B14. [bookmark: _Ref374303103][bookmark: _Ref375159005][bookmark: _Toc508283713]INFORMATION



B14.1. NOT USED.



B14.2. NOT USED.



B14.3. NOT USED.



B14.4. The Authority may request from the Provider any information it reasonably requires in relation to this Contract and the Provider must deliver such requested information in a timely manner.



B15. [bookmark: _Toc508283714]EQUIPMENT



B15.1. The Provider must provide and maintain at its own cost (unless otherwise agreed in writing) all Equipment necessary for the supply of the Services in accordance with any required Consents and must ensure that all Equipment is fit for the purpose of providing the applicable Services.



B16. [bookmark: _Toc508283715]NOT USED



B17. [bookmark: _Toc508283716]COMPLAINTS 



B17.1. The Provider must at all times comply with the relevant regulations for complaints relating to the provision of the Services.



B17.2. If a complaint is received about the standard of the provision of the Services or about the manner in which any of the Services have been supplied or work has been performed or about the materials or procedures used or about any other matter connected with the performance of the Provider’s obligations under this Contract, then the Authority may take any steps it considers reasonable in relation to that complaint, including investigating the complaint and discussing the complaint with the Provider, CQC or/and any Regulatory Body. Without prejudice to any other rights the Authority may have under this Contract, the Authority may, in its sole discretion, uphold the complaint and take any action specified in clause B28 (Default and Failure to Supply).



B18. [bookmark: _Toc508283717]SERVICE REVIEW AND MONITORING



B18.1. The Provider shall provide such data in relation to the Services as is set out in the Service Specifications.



B18.2. If either the Authority or the Provider reasonably considers a circumstance constitutes an emergency or otherwise requires immediate resolution, that Party may by notice require that a review meeting be held as soon as practicable and in any event within five (5) Business Days following that notice.



B19. [bookmark: _Toc508283718]NOT USED



B20. [bookmark: _Toc508283719]CO-OPERATION 



B20.1. The Parties must at all times act in good faith towards each other.



B20.2. The Provider must co-operate fully and liaise appropriately with:



a) the Authority;



b) any third party provider who the Service User may be transferred to or from the Provider;



c) any third party provider which may be providing care to the Service User at the same time as the Provider’s provision of the relevant Services to the Service User; and



d) primary, secondary and social care services,



in order to:

 

e) ensure that a consistently high standard of care for the Service User is at all times maintained;



f) ensure a co-ordinated approach is taken to promoting the quality of Service User care across all pathways spanning more than one provider;



g) achieve a continuation of the Services that avoids inconvenience to, or risk to the health and safety of, Service Users, employees of the Authority’s or members of the public.



B21. [bookmark: _Ref374303936][bookmark: _Toc508283720]WARRANTIES AND REPRESENTATIONS



B21.1. The Provider warrants and represents that:



a) It has full capacity and authority to enter into this Contract and all necessary Consents have been obtained and are in full force and effect;



b) its execution of this Contract does not and will not contravene or conflict with its constitution, any Law, or any agreement to which it is a party or which is binding on it or any of its assets; 



c) in entering this Contract it has not committed any Fraud;



d) all reasonably material information supplied by it to the Authority during the process leading to the execution of this Contract is, to its reasonable knowledge and belief, true and accurate and it is not aware of any material facts or circumstances which have not been disclosed to the Authority which would, if disclosed, be likely to have an adverse effect on a reasonable public sector entity’s decision whether or not to contract with the Provider substantially on the terms of this Contract;



e) to the best of its knowledge, nothing will have, or is likely to have, a material adverse effect on its ability to perform its obligations under this Contract;



f) it has the right to permit disclosure and use of Confidential Information for the purpose of this Contract;



g) in the 3 years prior to the Commencement Date:



(i) It has conducted all financial accounting and reporting activities in compliance in all material respects with the generally accepted accounting principles that apply to it in any country where it files accounts;



(ii) It has been in full compliance with all applicable securities and tax laws and regulations in the jurisdiction in which it is established; and



(iii) It has not done or omitted to do anything which could have a material adverse effect on its assets, financial condition or position as an on going business concern or its ability to fulfil its obligations under this Contract; and



h) No proceedings or other steps have been taken and not discharged (nor, to the best of its knowledge are threatened) for the winding up of the Provider or for its dissolution or for the appointment of a receiver, administrative receiver, liquidator, manager, administrator or similar officer in relation to any of the Provider’s assets or revenue.



B21.2. The Authority warrants and represents that:



a) it has full power and authority to enter into this Contract and all necessary approvals and consents have been obtained and are in full force and effect;



b) its execution of this Contract does not and will not contravene or conflict with its constitution, any Law, or any agreement to which it is a party or which is binding on it;



c) it has the right to permit disclosure and use of Confidential Information for the purpose of this Contract; and



d) to the best of its knowledge, nothing will have, or is likely to have, a material adverse effect on its ability to perform its obligations under this Contract.



B21.3. The warranties set out in this clause B21 are given on the Commencement Date and repeated on every day during the term of this Contract.



B22. [bookmark: _Ref374287346][bookmark: _Toc508283721]VARIATIONS 



B22.1. This Contract may not be amended or varied other than in accordance with this clause B22.



B22.2. [bookmark: _Ref329077219][bookmark: _Ref374304018][bookmark: _Ref329167936]Either Party may from time to time during the term of this Contract, by written notice to the other Party, request a Variation. A Variation Notice must set out in as much detail as is reasonably practicable the proposed Variation(s). 



B22.3. If a Variation Notice is issued, the Authority and the Provider must enter into good faith negotiations for a period of not more than thirty (30) Business Days from the date of that notice (unless such period is extended by the Parties in writing) with a view to reaching agreement on the proposed Variation, including on any adjustment to the Charges that, in all the circumstances, properly and fairly reflects the nature and extent of the proposed Variation. If the Parties are unable to agree a proposed Variation within such time period (or extended time period), the proposed Variation shall be deemed withdrawn and the Parties shall continue to perform their obligations under this Contract. 



B22.4. No Variation to this Contract will be valid or of any effect unless agreed in writing by the Authority Representative (or his nominee) and the Provider Representative (or his nominee) in accordance with clause A5 (Notices). 



B23. [bookmark: _Ref375158766][bookmark: _Ref375159035][bookmark: _Ref375161012][bookmark: _Toc508283722]ASSIGNMENT AND SUB-CONTRACTING



B23.1. [bookmark: _Ref374304086]The Provider must not assign, delegate, transfer, sub-contract, charge or otherwise dispose of all or any of its rights or obligations under this Contract without the Authority in writing:



a) consenting to the appointment of the Sub-contractor (such consent not to be unreasonably withheld or delayed); and



b) approving the Sub-contract arrangements (such approval not to be unreasonably withheld or delayed) which shall include the addition of any of the clauses in this Contract to the Sub-contract as the Authority may reasonably require



B23.2. The Authority’s consent to sub-contracting under clause B23.1 will not relieve the Provider of its liability to the Authority for the proper performance of any of its obligations under this Contract and the Provider shall be responsible for the acts, defaults or neglect of any Sub-contractor, or its employees or agents in all respects as if they were the acts, defaults or neglect of the Provider.



B23.3. Any sub-contract submitted by the Provider to the Authority for approval of its terms, must impose obligations on the proposed sub-contractor in the same terms as those imposed on it pursuant to this Contract to the extent practicable.



B23.4. The Authority may assign, transfer, novate or otherwise dispose of any or all of its rights and obligations under this Contract without the consent of the Provider.



B24. [bookmark: _Ref375159060][bookmark: _Toc508283723]AUDIT AND INSPECTION



B24.1. [bookmark: _Ref374304171]The Provider must comply with all reasonable written requests made by, CQC, the National Audit Office, the General Pharmaceutical Authority, any Authorised Person and the authorised representative of the Local HealthWatch for entry to the Provider’s Premises and/or the premises of any Sub-contractor for the purposes of auditing, viewing, observing or inspecting such premises and/or the provision of the Services, and for information relating to the provision of the Services. The Provider may refuse such request to enter the Provider’s Premises and/or the premises of any Sub-contractor where it would adversely affect the provision of the Services or, the privacy or dignity of a Service User.  



B24.2. [bookmark: _Ref374304246]Subject to Law and notwithstanding clause B24.1, an Authorised Person may enter the Provider’s Premises and/or the premises of any Sub-contractor without notice for the purposes of auditing, viewing, observing or inspecting such premises and/or the provision of the Services. During such visits, subject to Law and Good Clinical Practice (also taking into consideration the nature of the Services and the effect of the visit on Service Users), the Provider must not restrict access and must give all reasonable assistance and provide all reasonable facilities to the Authorised Person.



B24.3. Within ten (10) Business Days of the Authority’s reasonable request, the Provider must send the Authority a verified copy of the results of any audit, evaluation, inspection, investigation or research in relation to the Services, or services of a similar nature to the Services delivered by the Provider, to which the Provider has access and which it can disclose in accordance with the Law.



B24.4. The Authority shall use its reasonable endeavours to ensure that the conduct of any audit does not unreasonably disrupt the Provider or delay the provision of the Services.



B24.5. During any audit undertaken under clause B24.1 or B24.2, the Provider must provide the Authority with all reasonable co-operation and assistance in relation to that audit,  including:



a) all reasonable information requested within the scope of the audit;



b) reasonable access to the Provider’s Premises and/or the premises of any Sub-contractor; and



c) access to the Staff.



B25. [bookmark: _Toc508283724]INDEMNITIES



B25.1. The Provider shall indemnify and keep indemnified the Authority against all actions, proceedings, costs, claims, demands, liabilities, losses and expenses whatsoever, whether arising in tort (including negligence), default or breach of this Contract, or breach of its statutory duty or breach of an obligation under the Data Protection Legislation, save to the extent that the same is directly caused by or directly arises from the negligence, breach of this Contract or breach of statutory duty or breach of an obligation under the Data Protection Legislation by the Authority.



B26. [bookmark: _Toc508283725]LIMITATION OF LIABILITY



B26.1. Each Party must at all times take all reasonable steps to minimise and mitigate any Losses for which it is entitled to be indemnified by or bring a claim against the other Party pursuant to this Contract



B26.2. [bookmark: a120903]Neither Party shall be liable to the other Party (as far as permitted by Law) for Indirect Losses in connection with this Contract.



B26.3. Nothing in this Contract will exclude or limit the liability of either Party for:

a) death or personal injury caused by its negligence; or



b) fraud or fraudulent misrepresentation.



B27. [bookmark: _Toc508283726]INSURANCE



B27.1. The Provider shall at its own cost effect and maintain with a reputable insurance company a policy or policies of insurance providing as a minimum the following levels of cover:



(i) public liability insurance with a limit of indemnity of not less than £5,000,000 in relation to any one claim or series of claims;

(ii) employer's liability insurance with a limit of indemnity of not less than £10,000,000;

(iii) professional indemnity insurance where relevant to the Services with a limit of indemnity of not less than £2,000,000 in relation to any one claim or series of claims and shall ensure that all professional consultants or Sub-Providers involved in the provision of the Services hold and maintain appropriate cover; and

(iv) business interruption insurance at a level appropriate to the size and turnover of the Provider's business



(the “Required Insurances”) in respect of all risks which may be incurred by the Provider, arising out of the Provider's performance of the Contract, including death or personal injury, loss of or damage to property or any other loss. 



B27.2. The Provider must give the Authority, on request, a copy of or a broker's placement verification of the Required Insurances, together with receipts or other evidence of payment of the latest premiums due under those policies. 



B27.3. The provision of any insurance or the amount or limit of cover will not relieve or limit the Provider’s liabilities under this Contract.



B28. [bookmark: _Ref336856533][bookmark: _Toc508283727]DEFAULTS AND FAILURE TO SUPPLY



B28.1. [bookmark: _Ref329081108]In the event that the Authority is of the reasonable opinion that there has been a Default which is a material breach of this Contract by the Provider, then the Authority may, without prejudice to any other rights or remedies it may have under this Contract, consult with the Provider and then do any of the following:



a) require the Provider to submit a performance improvement plan detailing why the material breach has occurred and how it will be remedied within ten (10) Business Days or such other period of time as the Authority may direct;



b) without terminating this Contract, suspend the affected Service in accordance with the process set out in clause B31;



c) without terminating the whole of this Contract, terminate this Contract in respect of the affected part of the Services only in accordance with clause B32 (whereupon a corresponding reduction in the Charges shall be made) and thereafter the Authority may supply or procure a third party to supply such part of the Services.



B28.2. If the Authority exercises any of its rights under clause B28.1, the Provider must indemnify the Authority for any costs reasonably incurred (including reasonable professional costs and any reasonable administration costs) in respect of the supply of any part of the Services by the Authority or a third party to the extent that such costs exceed the payment which would otherwise have been payable to the Provider for such part of the Services and provided that the Authority uses its reasonable endeavours to mitigate any additional expenditure in obtaining replacement Services. 



B29. [bookmark: _Toc508283728]NOT USED



B30. [bookmark: _Ref374302403][bookmark: _Ref375158626][bookmark: _Ref375159231][bookmark: _Ref375159992][bookmark: _Toc508283729]DISPUTE RESOLUTION



B30.1. If a dispute arises out of or in connection with this Contract or the performance, validity or enforceability of it ("Dispute") then except as expressly provided in this Contract, the parties shall follow the procedure set out in this clause:   



(i) either party shall give to the other written notice of the Dispute, setting out its nature and full particulars ("Dispute Notice"), together with relevant supporting documents. On service of the Dispute Notice, the Authority Representative and the Provider Representative shall attempt in good faith to resolve the Dispute; 



(ii) if the Authority Representative and the Provider Representative are for any reason unable to resolve the Dispute within thirty (30) days of service of the Dispute Notice, the Dispute shall be referred to the Authority's Director of Public Health  and the Provider's [SENIOR OFFICER TITLE] who shall attempt in good faith to resolve it; and  



(iii) if the Authority's Director of Public Health and the Provider's [SENIOR OFFICER TITLE] are for any reason unable to resolve the Dispute within 30 days of it being referred to them, the parties will attempt to settle it by mediation in accordance with the CEDR Model Mediation Procedure. Unless otherwise agreed between the parties, the mediator shall be nominated by CEDR Solve. To initiate the mediation, a party must serve notice in writing (ADR notice) to the other party to the Dispute, requesting mediation. A copy of the ADR notice should be sent to CEDR Solve. The mediation will start not later than 28 days after the date of the ADR notice.



B30.2. The commencement of mediation shall not prevent the parties commencing or continuing court or arbitration proceedings in relation to the Dispute under clause 28 which clause shall apply at all times.



B31. [bookmark: _Ref336608314][bookmark: _Ref374304545][bookmark: _Toc508283730]SUSPENSION AND CONSEQUENCES OF SUSPENSION



B31.1. [bookmark: _Ref375158354]A suspension event shall have occurred if:



a) [bookmark: _Ref336608794]the Authority reasonably considers that a breach by the Provider of any obligation under this Contract:



(i) may create an immediate and serious threat to the health or safety of any Service User; or



(ii) may result in a material interruption in the provision of any one or more of the Services; or



b) clause B31.1 does not apply, but the Authority, acting reasonably, considers that the circumstances constitute an emergency, (which may include an event of Force Majeure) affecting provision of a Service or Services; or



c) the Provider is prevented, or will be prevented, from providing a Service due to the termination, suspension, restriction or variation of any Consent,



(each a Suspension Event).



B31.2. [bookmark: _Ref336609107]Where a Suspension Event occurs the Authority:



a) [bookmark: _Ref336609076]may by written notice to the Provider and with immediate effect suspend any affected Service, or the provision of any affected Service, until the Provider demonstrates to the reasonable satisfaction of the Authority that it is able to and will perform the suspended Service, to the required standard; and



b) must where applicable promptly notify CQC and/or any relevant Regulatory Body of the suspension.



B31.3. [bookmark: _Ref336611966]During the suspension of any Service under clause B31.2, the Provider must comply with any steps the Authority reasonably specifies in order to remedy the Suspension Event, including where the Authority’s decision to suspend pursuant to clause B31.2 has been referred to dispute resolution under clause B30 (Dispute Resolution).



B31.4. During the suspension of any Service under clause B31.2, the Provider will not be entitled to claim or receive any payment for the suspended Service except in respect of:



a) all or part of the suspended Service the delivery of which took place before the date on which the relevant suspension took effect in accordance with clause B31.2; and/or



b) all or part of the suspended Service which the Provider continues to deliver during the period of suspension in accordance with clause B31.5.



B31.5. [bookmark: _Ref375158565]The Parties must use all reasonable endeavours to minimise any inconvenience caused or likely to be caused to Service Users as a result of the suspension of the Service.



B31.6. Except where suspension occurs by reason of an event of Force Majeure, the Provider must indemnify the Authority in respect of any Losses directly and reasonably incurred by the Authority in respect of that suspension (including for the avoidance of doubt Losses incurred in commissioning the suspended Service).



B31.7. [bookmark: _Ref375158602]Following suspension of a Service the Provider must at the reasonable request of the Authority and for a reasonable period:



a) co-operate fully with the Authority and any Successor Provider of the suspended Service in order to ensure continuity and a smooth transfer of the suspended Service and to avoid any inconvenience to or risk to the health and safety of Service Users, employees of the Authority or members of the public; and 



b) at the cost of the Provider:



(i) promptly provide all reasonable assistance and all information necessary to effect an orderly assumption of the suspended Service by an alternative Successor Provider; and



(ii) deliver to the Authority all materials, papers, documents and operating manuals owned by the Authority and used by the Provider in the provision of the suspended Service.



B31.8. As part of its compliance with clause B31.7 the Provider may be required by the Authority to agree a transition plan with the Authority and/or any alternative Successor Provider.



B31.9. If it is determined, pursuant to clause B30 (Dispute Resolution), that the Authority acted unreasonably in suspending a Service, the Authority must indemnify the Provider in respect of any Loss directly and reasonably incurred by the Provider in respect of that suspension.



B31.10. NOT USED.



B32. [bookmark: _Ref374304574][bookmark: _Toc508283731]TERMINATION



B32.1. [bookmark: _Ref507685123]Either Party may voluntarily terminate this Contract or any Service by giving the other Party not less than three (3) months' written notice at any time after the Service Commencement Date.



B32.2. [bookmark: _Ref375159675]The Authority may terminate this Contract in whole or part with immediate effect by written notice to the Provider if:



a) NOT USED



b) the Provider is in persistent breach of its obligations under this Contract;



c) the Provider:



(i) fails to obtain any Consent;



(ii) loses any Consent; or



(iii) has any Consent varied or restricted,



the effect of which might reasonably be considered by the Authority to have a material adverse effect on the provision of the Services;



d) the Provider has breached the terms of clause B39 (Prohibited Acts);



e) any of the Provider’s necessary registrations are cancelled by the CQC or other Regulatory Body as applicable;



f) the Provider materially breaches its obligations in clause B37 (Data Protection);



g) NOT USED;



h) the Provider breaches the terms of clause B23 (Assignment and Sub-contracting);



i) a resolution is passed or an order is made for the winding up of the Provider (otherwise than for the purpose of solvent amalgamation or reconstruction) or the Provider becomes subject to an administration order or a receiver or administrative receiver is appointed over or an encumbrancer takes possession of any of the Provider's property or equipment; 



j) the Provider ceases or threatens to cease to carry on business in the United Kingdom; or



k) the Provider has breached any of its obligations under this Contract and that breach materially and adversely affects the provision of the Services in accordance with this Contract, and the Provider has not remedied that breach within 30 Business Days following receipt of notice from the Authority identifying the breach.



B32.3. [bookmark: _Ref375158897]Either Party may terminate this Contract or any Service by written notice, with immediate effect, if and to the extent that the Authority or the Provider suffers an event of Force Majeure and such event of Force Majeure persists for more than thirty (30) Business Days without the Parties agreeing alternative arrangements.



B32.4. [bookmark: _Ref375158813]The Provider may terminate this Contract or any Service with immediate effect by written notice to the Authority if the Authority is in material breach of any obligation under this Contract provided that if the breach is capable of remedy, the Provider may only terminate this Contract under this clause B32.4 if the Authority has failed to remedy such breach within thirty (30) Business Days of receipt of notice from the Provider to do so.



B33. [bookmark: _Ref375159084][bookmark: _Toc508283732]CONSEQUENCE OF EXPIRY OR TERMINATION



B33.1. Expiry or termination of this Contract, or termination of any Service, will not affect any rights or liabilities of the Parties that have accrued before the date of that expiry or termination or which later accrue.



B33.2. NOT USED.



B33.3. On the expiry or termination of this Contract or termination of any Service the Provider must co-operate fully with the Authority to migrate the Services in an orderly manner to the successor provider.



B33.4. In the event of termination or expiry of this Contract, the Provider must cease to use the Authority’s Confidential Information and on the earlier of the receipt of the Authority’s written instructions or 12 months after the date of expiry or termination, return all copies of the Confidential Information to the Authority.



B33.5. If, as a result of termination of this Contract or of any Service in accordance with this Contract (except any termination under clauses B32.4, B32.3 or if the Authority terminates under clause B32.1), the Authority procures any terminated Service from an alternative provider, and the cost of doing so (to the extent reasonable) exceeds the amount that would have been payable to the Provider for providing the same Service, then the Authority, acting reasonably, will be entitled to recover from the Provider (in addition to any other sums payable by the Provider to the Authority in respect of that termination) the excess cost and all reasonable related professional and administration costs it incurs (in each case) for a period of 6 months following termination.



B33.6. The provisions of clauses B7 (Staff), B8 (Charges and Payment), B11 (Incidents Requiring Reporting), B13 (Service User Health Records), B14 (Information), B23 (Assignment and Sub-contracting), B24 (Audit and Inspection), B33 (Consequence of Expiry or Termination), B36 (Confidentiality) and B38 (Freedom of Information and Transparency) will survive termination or expiry of this Contract.



B33.7. The Authority shall not be responsible for any redundancy costs in respect of the Staff on expiry or termination of the Contract.



B34. [bookmark: _Toc508283733]NOT USED



B35. [bookmark: _Toc508283734]COUNTER-FRAUD AND SECURITY MANAGEMENT 



B35.1. The Provider must put in place and maintain appropriate counter fraud and security management arrangements.



B35.2. The Provider must take all reasonable steps, in accordance with good industry practice, to prevent Fraud by Staff and the Provider in connection with the receipt of monies from the Authority.



B35.3. The Provider must notify the Authority immediately if it has reason to suspect that any Fraud has occurred or is occurring or is likely to occur.  



B35.4. If the Provider or its Staff commits Fraud in relation to this or any other contract with the Authority, the Authority may terminate this Contract by written notice to the Provider with immediate effect (and terminate any other contract the Provider has with the Authority) and recover from the Provider the amount of any Loss suffered by the Authority resulting from the termination, including the cost reasonably incurred by the Authority of making other arrangements for the supply of the Services for the remainder of the term of this Contract had it not been terminated.



B36. [bookmark: _Ref375159112][bookmark: _Ref375159343][bookmark: _Ref375160197][bookmark: _Toc508283735]CONFIDENTIALITY



B36.1. [bookmark: _Ref306615157]Other than as allowed in this Contract, Confidential Information is owned by the Party that discloses it (the “Disclosing Party”) and the Party that receives it (the “Receiving Party”) has no right to use it.



B36.2. [bookmark: _Ref306615118]Subject to Clauses B36.3 and B36.4, the Receiving Party agrees:

a) to use the Disclosing Party’s Confidential Information only in connection with the Receiving Party’s performance under this Contract;

b) not to disclose the Disclosing Party’s Confidential Information to any third party or to use it to the detriment of the Disclosing Party; and

c) to maintain the confidentiality of the Disclosing Party’s Confidential Information and to return it immediately on receipt of written demand from the Disclosing Party. 



B36.3. [bookmark: _Ref306615056]The Receiving Party may disclose the Disclosing Party’s Confidential Information:

a) in connection with any dispute resolution under clause B30 (Dispute Resolution);

b) in connection with any litigation between the Parties;

c) to comply with the Law;

d) to its staff, consultants and sub-contractors, who shall in respect of such Confidential Information be under a duty no less onerous than the Receiving Party’s duty set out in clause B36.2;

e) to comply with a regulatory bodies request.



B36.4. [bookmark: _Ref306615069]The obligations in clause B36.1 and clause B36.2 will not apply to any Confidential Information which:

a) is in or comes into the public domain other than by breach of this Contract;

b) the Receiving Party can show by its records was in its possession before it received it from the Disclosing Party; or

c) the Receiving Party can prove that it obtained or was able to obtain from a source other than the Disclosing Party without breaching any obligation of confidence.



B36.5. The Receiving Party shall indemnify the Disclosing Party and shall keep the Disclosing Party indemnified against Losses and Indirect Losses suffered or incurred by the Disclosing Party as a result of any breach of this clause B36.



B36.6. The Parties acknowledge that damages would not be an adequate remedy for any breach of this clause B36 by the Receiving Party, and in addition to any right to damages the Disclosing Party shall be entitled to the remedies of injunction, specific performance and other equitable relief for any threatened or actual breach of this clause B36.



B36.7. This clause B36 shall not limit the Public Interest Disclosure Act 1998 in any way whatsoever.



B36.8. The obligations in clause B36.1 and clause B36.2B shall not apply where the Confidential Information is related to an item of business at a board meeting of the Authority or of any committee, sub-committee or joint committee of the Authority or is related to an executive decision of the Authority and it is not reasonably practicable for that item of business to be transacted or that executive decision to be made without reference to the Confidential Information, provided that the Confidential Information is exempt information within the meaning of Section 101 of the Local Government Act 1972 (as amended), the Authority shall consider properly whether or not to exercise its powers under Part V of that Act or (in the case of executive decisions) under the Local Authorities (Executive Arrangements) (Meetings and Access to Information) (England) Regulations 2012 to prevent the disclosure of that Confidential Information and in doing so shall give due weight to the interests of the Provider and where reasonably practicable shall consider any representations made by the Provider.



B37. [bookmark: _Ref375158704][bookmark: _Ref375159581][bookmark: _Toc508283736]DATA PROTECTION



B37.1. The Parties acknowledge their respective duties under the Data Protection Legislation and shall give all reasonable assistance to each other where appropriate or necessary to comply with such duties.



B37.2. The Provider shall provide all reasonable assistance to the Authority in the preparation of any Data Protection Impact Assessment prior to commencing any processing. Such assistance may, at the discretion of the Authority, include:



a) a systematic description of the envisaged processing operations and the purpose of the processing;

b) an assessment of the necessity and proportionality of the processing operations in relation to the Services;

c) an assessment of the risks to the rights and freedoms of Data Subjects; and

d) the measures envisaged to address the risks, including safeguards, security measures and mechanisms to ensure the protection of Personal Data.



B37.3. To the extent that the Provider is acting as a Processor on behalf of the Authority, the Provider shall, in particular, but without limitation:

 

a) only process such Personal Data as is necessary to perform its obligations under this Contract, and only in accordance with any instruction given by the Authority under this Contract;

b) ensure that it has in place Protective Measures, which have been reviewed and approved by the Authority as appropriate to protect against a Data Loss Event having taken account of the:



(i) nature of the data to be protected;

(ii) harm that might result from a Data Loss Event;

(iii) state of technological development; and

(iv) cost of implementing any measures;



c) ensure that:



(i) the Staff do not process Personal Data except in accordance with this Contract;

(ii) it takes all reasonable steps to ensure the reliability and integrity of any Staff who have access to the Personal Data and ensure that they:

(A) are aware of and comply with the Provider’s duties under this

clause;

(B) are subject to appropriate confidentiality undertakings with the

Provider or any Sub-processor;

(C) are informed of the confidential nature of the Personal Data and

do not publish, disclose or divulge any of the Personal Data to any

third Party unless directed in writing to do so by the Authority or

as otherwise permitted by this Contract; and

(D) have undergone adequate training in the use, care, protection and handling of Personal Data; 



d) not transfer Personal Data outside of the EU unless the prior written consent of the Authority has been obtained and the following conditions are fulfilled:



(i) the Authority or the Provider has provided appropriate safeguards in relation to the transfer (whether in accordance with GDPR Article 46 or LED Article 37) as determined by the Authority;

(ii) the Data Subject has enforceable rights and effective legal remedies;

(iii) the Provider complies with its obligations under the Data Protection Legislation by providing an adequate level of protection to any Personal Data that is transferred (or, if it is not so bound, uses its best endeavours to assist the Authority in meeting its obligations); and

(iv) the Provider complies with any reasonable instructions notified to it in advance by the Authority with respect to the processing of the Personal Data;



e) at the written direction of the Authority, delete or return Personal Data (and any copies of it) to the Authority on termination of the Contract unless the Provider is required by Law to retain the Personal Data.



B37.4. [bookmark: _Ref507682530]Subject to clause B37.5, the Provider shall notify the Authority immediately if it:



a) receives a Data Subject Access Request (or purported Data Subject Access Request);

b) receives a request to rectify, block or erase any Personal Data;

c) receives any other request, complaint or communication relating to either Party's obligations under the Data Protection Legislation;

d) receives any communication from the Information Commissioner or any other regulatory authority in connection with Personal Data processed under this Contract;

e) receives a request from any third Party for disclosure of Personal Data where compliance with such request is required or purported to be required by Law;

f) becomes aware of a Data Loss Event.



B37.5. [bookmark: _Ref507682555]The Provider’s obligation to notify under clause B37.4 shall include the provision of further information to the Authority in phases, as details become available.



B37.6. Taking into account the nature of the processing, the Provider shall provide the Authority with full assistance in relation to either Party's obligations under Data Protection Legislation and any complaint, communication or request made under clause B37.4 (and insofar as possible within the timescales reasonably required by the Authority) including by promptly providing:



a) the Authority with full details and copies of the complaint, communication or request;

b) such assistance as is reasonably requested by the Authority to enable the Authority to comply with a Data Subject Access Request within the relevant timescales set out in the Data Protection Legislation;

c) the Authority, at its request, with any Personal Data it holds in relation to a Data Subject;

d) assistance as requested by the Authority following any Data Loss Event;

e) assistance as requested by the Authority with respect to any request from the Information Commissioner’s Office, or any consultation by the Authority with the Information Commissioner's Office.



B37.7. The Provider shall maintain complete and accurate records and information to demonstrate its compliance with this clause. This requirement does not apply where the Provider employs fewer than 250 staff, unless:



a) the Authority determines that the processing is not occasional;

b) the Authority determines the processing includes special categories of data as referred to in Article 9(1) of the GDPR or Personal Data relating to criminal convictions and offences referred to in Article 10 of the GDPR; and

c) the Authority determines that the processing is likely to result in a risk to the rights and freedoms of Data Subjects.



B37.8. The Provider shall allow for audits of its Data Processing activity by the Authority or the Authority’s designated auditor.



B37.9. The Provider shall designate a data protection officer if required by the Data Protection Legislation.



B37.10. Before allowing any Sub-processor to process any Personal Data related to this Contract, the Provider must:



a) notify the Authority in writing of the intended Sub-processor and processing;

b) obtain the written consent of the Authority;

c) enter into a written agreement with the Sub-processor which give effect to the terms set out in this clause B37 such that they apply to the Sub-processor; and

d) provide the Authority with such information regarding the Sub-processor as the Authority may reasonably require.



B37.11. The Provider shall remain fully liable for all acts or omissions of any Sub-processor.



B37.12. The Authority may, at any time on not less than thirty (30) Business Days’ notice, revise this clause by replacing it with any applicable controller to processor standard clauses or similar terms forming part of an applicable certification scheme (which shall apply when incorporated by attachment to this Contract).



B37.13. The Parties agree to take account of any guidance issued by the Information Commissioner’s Office. The Authority may on not less than thirty (30) Business Days’ notice to the Provider amend this agreement to ensure that it complies with any guidance issued by the Information Commissioner’s Office.



B38. [bookmark: _Ref375159135][bookmark: _Ref375159943][bookmark: _Toc508283737]FREEDOM OF INFORMATION AND TRANSPARENCY



B38.1. The Parties acknowledge their respective duties under the FOIA and must give all reasonable assistance to each other where appropriate or necessary to comply with such duties.



B38.2. If the Provider is not a Public Authority, the Provider acknowledges that the Authority is subject to the requirements of the FOIA and will assist and co-operate with the Authority to enable the Authority to comply with its disclosure obligations under the FOIA. Accordingly the Provider agrees:



a) that this Contract and any other recorded information held by the Provider on the Authority’s behalf for the purposes of this Contract are subject to the obligations and commitments of the Authority under the FOIA;



b) that the decision on whether any exemption to the general obligations of public access to information applies to any request for information received under the FOIA is a decision solely for the Authority;



c) that if the Provider receives a request for information under the FOIA, it will not respond to such request (unless directed to do so by the Authority) and will promptly (and in any event within two (2) Business Days) transfer the request to the Authority;



d) that the Authority, acting in accordance with the codes of practice issued and revised from time to time under both section 45 of the FOIA, and regulation 16 of the Environmental Information Regulations 2004, may disclose information concerning the Provider and this Contract either without consulting with the Provider, or following consultation with the Provider and having taken its views into account; and



e) to assist the Authority in responding to a request for information, by processing information or environmental information (as the same are defined in the FOIA) in accordance with a records management system that complies with all applicable records management recommendations and codes of conduct issued under section 46 of the FOIA, and providing copies of all information requested by a Authority within five (5) Business Days of such request and without charge.



B38.3. The Parties acknowledge that, except for any information which is exempt from disclosure in accordance with the provisions of the FOIA, the content of this Contract is not Confidential Information.



B38.4. [bookmark: _Ref306615662]Notwithstanding any other provision of this Contract, the Provider hereby consents to the publication of this Contract in its entirety including from time to time agreed changes to this Contract subject to the redaction of information that is exempt from disclosure in accordance with the provisions of the FOIA.



B38.5. In preparing a copy of this Contract for publication pursuant to clause B38.4 the Authority may consult with the Provider to inform its decision making regarding any redactions but the final decision in relation to the redaction of information shall be at the Authority’s absolute discretion.



B38.6. The Provider must assist and co-operate with the Authority to enable the Authority to publish this Contract.



B38.7. In order to comply with the Government’s policy on transparency in the areas of contracts and procurement the Authority will be disclosing information on its website in relation to monthly expenditure over £500 (five hundred pounds) in relation to this Contract. The information will include the Provider’s name and the monthly Charges paid. The Parties acknowledge that this information is not Confidential Information or commercially sensitive information.



B39. [bookmark: _Ref375159698][bookmark: _Toc508283738]PROHIBITED ACTS



B39.1. [bookmark: _Ref375160908]Neither Party shall do any of the following:



a) offer, give, or agree to give the other Party (or any of its officers, employees or agents) any gift or consideration of any kind as an inducement or reward for doing or not doing or for having done or not having done any act in relation to the obtaining of performance of this Contract or any other contract with the other Party, or for showing or not showing favour or disfavour to any person in relation to this Contract or any other contract with the other Party; and



b) in connection with this Contract, pay or agree to pay any commission, other than a payment, particulars of which (including the terms and conditions of the agreement for its payment) have been disclosed in writing to the other Party,



(together “Prohibited Acts”).



B39.2. If either Party or its employees or agents (or anyone acting on its or their behalf) commits any Prohibited Act or commits any offence under the Bribery Act 2010 with or without the knowledge of the other Party in relation to this Contract, the non-defaulting Party shall be entitled:



a) to exercise its right to terminate under clause B32.2 (Termination) and to recover from the defaulting Party the amount of any loss resulting from the termination; and



b) to recover from the defaulting Party the amount or value of any gift, consideration or commission concerned; and



c) to recover from the defaulting Party any loss or expense sustained in consequence of the carrying out of the Prohibited Act or the commission of the offence.



B39.3. Each Party must provide the other Party upon written request with all reasonable assistance to enable that Party to perform any activity required for the purposes of complying with the Bribery Act 2010. Should either Party request such assistance the Party requesting assistance must pay the reasonable expenses of the other Party arising as a result of such request.



B39.4. The Provider must have in place an anti-bribery policy for the purposes of preventing any of its Staff from committing a prohibited act under the Bribery Act 2010. Such policy must be disclosed to the Authority within 5 Business Days of the Authority requesting it and enforced by the Provider where applicable.



B39.5. Should the Provider become aware of or suspect any breach of this clause B39, it will notify the Authority immediately. Following such notification, the Provider must respond promptly and fully to any enquiries of the Authority, co-operate with any investigation undertaken by the Authority and allow the Authority to audit any books, records and other relevant documentation. 



B40. [bookmark: _Toc508283739]FORCE MAJEURE



B40.1. [bookmark: _Ref306621935]Where a Party is (or claims to be) affected by an event of Force Majeure, it must take all reasonable steps to mitigate the consequences of it, resume performance of its obligations under this Contract as soon as practicable and use its reasonable efforts to remedy its failure to perform its obligations under this Contract.



B40.2. [bookmark: _Ref306699424]Subject to clause B40.1, the Party claiming relief as a result of an event of Force Majeure will be relieved from liability under this Contract to the extent that because of the event of Force Majeure it is not able to perform its obligations under this Contract.



B40.3. The Party claiming relief as a result of an event of Force Majeure must serve an initial written notice on the other Party immediately it becomes aware of the event of Force Majeure. This initial notice shall give sufficient details to identify the particular event. The Party claiming relief must then serve a detailed written notice within a further fifteen (15) Business Days. This detailed notice shall contain all relevant available information relating to the failure to perform the relevant obligations under this Contract as is available, including the effect of the event of Force Majeure, the mitigating action being taken and an estimate of the period of time required to overcome it and resume full delivery of Services.



B40.4. A Party cannot claim relief as a result of an event of Force Majeure, if the event of Force Majeure is attributable to that Party's wilful act, neglect or failure to take reasonable precautions against the relevant event of Force Majeure.



B40.5. The Authority shall not be entitled to exercise its rights to withholdings and/or deduction of payments under this Contract, to the extent that the circumstances giving rise to such rights arise as a result of an event of Force Majeure. 



B41. [bookmark: _Toc508283740]THIRD PARTY RIGHTS



B41.1. No term of this Contract is intended to confer a benefit on, or to be enforceable by, any person who is not a party to this Contract.



B42. [bookmark: _Toc508283741]CAPACITY



B42.1. Without prejudice to the contractual rights and/or remedies of the Provider expressly set out in this Contract, the obligations of the Authority under this Contract are obligations of the Authority in its capacity as a contracting counterparty and nothing in this Contract shall operate as an obligation upon the Authority or in any way fetter or constrain the Authority in any other capacity, nor shall the exercise by the Authority of its duties and powers in any other capacity lead to any liability on the part of the Authority under this Contract (howsoever arising) in any capacity other than as contracting counterparty.



B43. [bookmark: _Toc508283742]SEVERABILITY 



B43.1. If any provision or part of any provision of this Contract is declared invalid or otherwise unenforceable, the provision or part of the provision as applicable will be severed from this Contract and this will not affect the validity and/or enforceability of the remaining part of that provision or other provisions of this Contract.



B44. [bookmark: _Toc508283743]WAIVER



B44.1. Any relaxation or delay by either Party in exercising any right under this Contract will not be taken as a waiver of that right and will not affect the ability of that Party subsequently to exercise that right.



B45. [bookmark: _Toc508283744]PUBLICITY



B45.1. [bookmark: _Ref375159970]Without prejudice to clause B38 (Freedom of Information and Transparency), except with the written consent of the Authority, (such consent not to be unreasonably withheld or delayed), the Provider must not make any press announcements in relation to this Contract in any way.



B45.2. The Provider must take all reasonable steps to ensure the observance of the provisions of clause B45.1 by all its staff, servants, agents, consultants and sub-contractors. 



B46. [bookmark: _Toc508283745]EXCLUSION OF PARTNERSHIP, JOINT VENTURE OR AGENCY



B46.1. Nothing in this Contract creates a partnership or joint venture or relationship of employer and employee or principal and agent between the Authority and the Provider.

[bookmark: _Toc220920189][bookmark: _Toc285442998]

B47. [bookmark: _Toc220920259][bookmark: _Toc285443066][bookmark: _Ref329083429][bookmark: _Ref329353249][bookmark: _Ref337471157][bookmark: _Ref507679328][bookmark: _Toc508283746]GOVERNING LAW AND JURISDICTION

B47.1. This Contract will be governed by and interpreted in accordance with English Law and will be subject to the exclusive jurisdiction of the Courts of England and Wales.



B47.2. Subject to the provisions of clause B30 (Dispute Resolution), the Parties agree that the courts of England have exclusive jurisdiction to hear and settle any action, suit, proceeding or dispute in connection with this Contract.

[bookmark: _Ref507601940][bookmark: _Ref507602309][bookmark: _Toc508283747]
SCHEDULE A1: Service Specification – Supervised administration of medication (for opiate substitution)














[bookmark: _Ref507601941][bookmark: _Ref507602313][bookmark: _Toc508283748]SCHEDULE A2: Service Specification – Emergency Hormonal Contraception


















[bookmark: _Ref507601942][bookmark: _Ref507602314][bookmark: _Toc508283749]SCHEDULE A3: Service Specification – Supply of Champix












[bookmark: _Ref507601943][bookmark: _Ref507602316][bookmark: _Toc508283750]SCHEDULE A4: Service Specification – Influenza Vaccination for frontline Somerset County Council Staff












[bookmark: _Ref507602786][bookmark: _Toc508283751]SCHEDULE B1: Payment schedule – Supervised administration of medication (for opiate substitution)





Payments will be made as per the Service Specification, Section 16.


[bookmark: _Ref507602788][bookmark: _Toc508283752]SCHEDULE B2: Payment Schedule – Emergency Hormonal Contraception





Payments will be made as per the Service Specification, Section 8.


[bookmark: _Ref507602791][bookmark: _Toc508283753]SCHEDULE B3: Payment Schedule – Supply of Champix





Payments will be made as per the Service Level Agreement.


[bookmark: _Ref507602793][bookmark: _Toc508283754]SCHEDULE B4: Payment Schedule – Influenza Vaccination for frontline Somerset County Council Staff





[bookmark: _Ref507603512][bookmark: _Toc508283755][bookmark: _Ref507602608]Payments will be made as per the Service Specification, Section 9.
APPENDIX 1: LIST OF PHARMACIES 

[bookmark: _Ref507671318][bookmark: _Ref507671319][bookmark: _Ref507671321][bookmark: _Toc508283756][bookmark: _Toc499641728]
APPENDIX 2: SERIOUS INCIDENTS REQUIRING REPORTING PROCEDURE 



1 AIM



1.1 	The aim of this protocol is to ensure timely notification of Serious Incidents (SI) occurring within Public Health commissioned services and a co-ordinated response to both the investigation and sharing of learning, when incidents occur within Public Health or NHS services. 



2 DEFINITION OF SERIOUS INCIDENT



2.1 	There is no definitive list of events/incidents that constitute an SI and the NHS England Serious Incident Framework states that lists should not be created locally, as this can lead to inconsistent or inappropriate management of incidents.   Instead, the Framework sets out the circumstances in which an SI must be declared.  For clarity, Public Health will adopt this.

 

2.2 These include the following: 



· [bookmark: _Ref451763405]acts and/or omissions occurring as part of NHS-funded[footnoteRef:2] healthcare (including in the community) that result in:  [2:  Include Public Health funded services ] 




· unexpected or avoidable death of one or more people. This includes:

· suicide/self-inflicted death

· homicide by a person in receipt of mental health care within the recent past (6 months)



· unexpected or avoidable injury to one or more people that has resulted in serious harm



· unexpected or avoidable injury to one or more people that requires further treatment by a healthcare professional in order to prevent:

· the death of the service user; or 

· serious harm 



· actual or alleged abuse; sexual abuse, physical or psychological ill-treatment, or acts of omission which constitute neglect, exploitation, financial or material abuse, discriminative and organisational abuse, self-neglect, domestic abuse, human trafficking and modern day slavery where: 

· [bookmark: _Ref451763387]healthcare[footnoteRef:3] did not take appropriate action/intervention to safeguard against such abuse occurring; or where abuse occurred during the provision of NHS-funded1 care [3:  For Public Health purposes read this as ‘the service’ …..] 




· an incident (or series of incidents) that prevents, or threatens to prevent, an organisation’s ability to continue to deliver an acceptable quality of healthcare services, including (but not limited to) the following: 



· failures in the security, integrity, accuracy or availability of information often described as data loss and/or information governance related issues 

· property damage 

· security breach/concern

· incidents in population-wide healthcare activities like screening and immunisation programmes where the potential for harm may extend to a large population

· inappropriate enforcement/care under the Mental Health Act (1983) and the Mental Capacity Act (2005) including Mental Capacity Act Deprivation of Liberty Safeguards (MCA DOLS)

· systematic failure to provide an acceptable standard of safe care (this may include incidents, or series of incidents, which necessitate ward/unit closure or suspension of services)

· activation of Major Incident Plan (by provider, commissioner or relevant agency) 



· major loss of confidence in the service, including prolonged adverse media coverage or public concern about the quality of healthcare or an organisation 



· a “Never Event” – all Never Events are defined as serious incidents although not all Never Events necessarily result in serious harm or death (see NHS England Revised Never Events Policy and Framework, published 27 March 2015 https://www.england.nhs.uk/patientsafety/wp-content/uploads/sites/32/2015/04/never-evnts-pol-framwrk-apr2.pdf)



1





3 PROCESS FOR NOTIFICATION



3.1 The process for notification is outlined in Figure 1 below.



Figure 1



	

*Incidents may be notified via CCG, service provider, or via PH inbox PublicHealth@somerset.gov.uk – please advise all public health service providers that this is the preferred route for notification – duty admin and consultant checks this inbox frequently

ˠ Public Health commissioning lead for that service

Ω - this can be deputised to public health commissioning lead for that service, if consultant delegates 






4 NOTE KEEPING



4.1 Please log incidents at: T:\SOMERSET COUNTY COUNCIL - POST 2013\Commissioning\clinical governance 2014\somerset system\Log of serious incidents\2016 SI log.xlsx

 

4.2 Once the investigation is scoped and signed off by consultant lead for service and Clinical Governance lead, the Public Health service lead will ensure investigation is completed, if necessary using external investigator (to be negotiated with provider on a case by case basis). Draft report to be shared with consultant lead and CG lead before being shared with partners.



4.3 All action plans should be stored at T:\SOMERSET COUNTY COUNCIL - POST 2013\Commissioning\clinical governance 2014\somerset system\2016 action plans based on recommendations from investigation and managed as part of contract management.



5 PROCESS FOR RESPONSE TO SERIOUS INCIDENT

 

5.1 See Figure 2 for reporting process.

 

5.2 If trigger for Domestic Homicide Review initiated by the police, the domestic abuse commissioner needs to inform public health service commissioning leads if their services are or are not involved.



5.3 If there is a child death notified, all services that are involved with the family are notified and asked to contribute to the multiagency review. Do public health service commissioning leads want to be informed?

[bookmark: _Ref507679124][bookmark: _Toc508283757][bookmark: _Ref507664273][bookmark: _Ref507664277][bookmark: _Ref507664281]
APPENDIX 3: CONTACT POINTS









		Contact Points – Service Purchaser





		Name

		Email address and phone number



		Amanda Payne

Supervised Administration of Medication (for Opiate Substitution)



		apayne@somerset.gov.uk

01823 357641



		Andrew Wilson

Emergency Hormonal Contraception

		anwilson@somerset.gov.uk

01823 357239





		Sharon Ashton

Supply of Champix 



		sxashton@somerset.gov.uk 

01823 357203



		Jessica Bishop

Influenza Vaccination For Frontline Somerset County Council Staff



		jfbishop@somerset.gov.uk 

01823 359663



		

Postal address: County Hall, Taunton, Somerset, TA1 4DY









Please complete below for your organisation and return with signed copy of the Contract:



		Contact Points – Service Provider





		

		Name

		Email address and phone number



		Contract 

owner

		







		



		Contract 

manager

		

		



		Finance 

manager

		

		



		Postal address :










[bookmark: _Toc508283758]APPENDIX 4: DEFINITIONS AND INTERPRETATION



1.	The headings in this Contract shall not affect its interpretation.

2.	References to any statute or statutory provision include a reference to that statute or statutory provision as from time to time amended, extended or re-enacted.

3.	References to a statutory provision shall include any subordinate legislation made from time to time under that provision.

4.	References to Sections, clauses and Appendices are to the Sections, clauses and Appendices of this Contract, unless expressly stated otherwise.

5.	References to anybody, organisation or office shall include reference to its applicable 	successor from time to time.

6.	Any references to this Contract or any other documents includes reference to this Contract or such other documents as varied, amended, supplemented, extended, restated and/or replaced from time to time.

7.	Use of the singular includes the plural and vice versa.

8.	The following terms shall have the following meanings:



Activity means any levels of clinical services and/or Service User flows set out in a Service Specification



Authorised Person means the Authority and anybody or person concerned with the provision of the Service or care of a Service User



Authority Representative means the person identified in APPENDIX 3: CONTACT POINTS or their replacement



Best Value Duty means the duty imposed by section 3 of the Local Government Act 1999 (the LGA 1999) as amended, and under which the Authority is under a statutory duty to continuously improve the way its functions are exercised, having regard to a combination of economy, efficiency and effectiveness and to any applicable guidance issued from time to time 



Board of Directors means the executive board or committee of the relevant organisation 



Business Day means a day (other than a Saturday or a Sunday) on which commercial banks are open for general business in London



Caldicott Guardian means the senior health professional responsible for safeguarding the confidentiality of patient information



Care Quality Commission or CQC means the care quality commission established under the Health and Social Care Act 2008



Carer means a family member or friend of the Service User who provides day-to-day support to the Service User without which the Service User could not manage



CEDR means the Centre for Effective Dispute Resolution



Charges means the charges which shall become due and payable by the Authority to the Provider in respect of the provision of the Services in accordance with the provisions of this Contract, as such charges are set out in:



i. SCHEDULE B1: Payment schedule – Supervised administration of medication (for opiate substitution)

ii. SCHEDULE B2: Payment Schedule – Emergency Hormonal Contraception

iii. SCHEDULE B3: Payment Schedule – Supply of Champix

iv. SCHEDULE B4: Payment Schedule – Influenza Vaccination for frontline Somerset County Council Staff



Commencement Date means the date identified in clause A3.1.



Competent Body means anybody that has authority to issue standards or recommendations with which either Party must comply



Confidential Information means any information or data in whatever form disclosed, which by its nature is confidential or which the Disclosing Party acting reasonably states in writing to the Receiving Party is to be regarded as confidential, or which the Disclosing Party acting reasonably has marked ‘confidential’ (including, without limitation, financial information, or marketing or development or work force plans and information, and information relating to services or products) but which is not Service User Health Records or information relating to a particular Service User, or Personal Data, pursuant to an FOIA request, or information which is published as a result of government policy in relation to transparency



Consents means:  



(i)	any permission, consent, approval, certificate, permit, licence, statutory agreement, authorisation, exception or declaration required by Law for or in connection with the performance of Services; and/or



(ii)	any necessary consent or agreement from any third party needed either for the performance of the Provider’s obligations under this Contract or for the provision by the Provider of the Services in accordance with this Contract



Contract has the meaning given to it in clause A1.1



Controller take the meaning given in the GDPR



CQC means the Care Quality Commission



CQC Regulations means the Care Quality Commission (Registration) Regulation 2009



Data Loss Event means any event that results, or may result, in unauthorised access to Personal

Data held by the Provider under this Contract, and/or actual or potential loss and/or

destruction of Personal Data in breach of this Contract, including any Personal Data

Breach.



Data Protection Officer has the meaning in the GDPR



Data Protection Legislation means (i) the GDPR, the LED and any applicable national

implementing Laws as amended from time to time (ii) the DPA 2018 subject to Royal Assent to the extent that it relates to processing of personal data and privacy; (iiii) all applicable Law

about the processing of personal data and privacy



Data Protection Impact Assessment means an assessment by the Controller of the impact of the

envisaged processing on the protection of Personal Data.



Data Subject has the meaning given in the GDPR



Data Subject Access Request means a request made by, or on behalf of, a Data Subject in

accordance with rights granted pursuant to the Data Protection Legislation to access their

Personal Data.



DBS means the Disclosure and Barring Service established under the Protection of Freedoms Act 2012



Default means any breach of the obligations of the Provider (including but not limited to fundamental breach or breach of a fundamental term) or any other default, act, omission, negligence or statement of the Provider or the Staff in connection with or in relation to the subject-matter of this Contract and in respect of which the Provider is liable to the Authority



Disclosing Party means the Party disclosing Confidential Information



Dispute means a dispute, conflict or other disagreement between the Parties arising out of or in connection with this Contract



DPA 2018 means the Data Protection Act 2018



Equipment means the Provider’s equipment, plant, materials and such other items supplied and used by the Provider in the performance of its obligations under this Contract



FOIA means the Freedom of Information Act 2000 and any subordinate legislation made under this Act from time to time together with any guidance and/or codes of practice issued by the Information Authority or relevant government department in relation to such legislation and the Environmental Information Regulations 2004



Force Majeure means any event or occurrence which is outside the reasonable control of the Party concerned and which is not attributable to any act or failure to take preventative action by that Party, including fire; flood; violent storm; pestilence; explosion; malicious damage; armed conflict; acts of terrorism; nuclear, biological or chemical warfare; or any other disaster, natural or man-made, but excluding:

(i)	any industrial action occurring within the Provider’s or any Sub-contractor’s organisation; or

(ii)	the failure by any Sub-contractor to perform its obligations under any Sub-contract



Fraud means any offence under the laws of the United Kingdom creating offences in respect of fraudulent acts or at common law in respect of fraudulent acts or defrauding or attempting to defraud or conspiring to defraud the Authority



GDPR means the General Data Protection Regulation (Regulation (EU) 2016/679)



General Conditions has the meaning given to it in clause A1



Good Clinical Practice means using standards, practices, methods and procedures conforming to the Law and using that degree of skill and care, diligence, prudence and foresight which would reasonably and ordinarily be expected from a skilled, efficient and experienced clinical services provider, or a person providing services the same as or similar to the Services, at the time the Services are provided, as applicable



Guidance means any applicable local authority, health or social care guidance, direction or determination which the Authority and/or the Provider have a duty to have regard to including any document published under section 73B of the NHS Act 2006



Incident  means an incident relating to the treatment and/or care of a Service User which causes, or has the potential to cause, harm or distress.



Indirect Losses means loss of profits (other than profits directly and solely attributable to the provision of the Services), loss of use, loss of production, increased operating costs, loss of business, loss of business opportunity, loss of reputation or goodwill or any other consequential or indirect loss of any nature, whether arising in tort or on any other basis



Initial Term the period commencing on the Commencement Date and ending on the first anniversary of the Service Commencement Date.



Law means:

(i) any applicable statute or proclamation or any delegated or subordinate legislation or regulation;

(ii) any enforceable EU right within the meaning of Section 2(1) of the European Communities Act 1972; 

(iii) any applicable judgment of a relevant court of law which is a binding precedent in England and Wales;

(iv) National Standards;

(v) Guidance; and

(vi) any applicable industry code

in each case in force in England and Wales



LED Law Enforcement Directive (Directive (EU) 2016/680)



Legal Guardian means an individual who, by legal appointment or by the effect of a written law, is given custody of both the property and the person of one who is unable to manage their own affairs



Lessons Learned means experience derived from provision of the Services, the sharing and implementation of which would be reasonably likely to lead to an improvement in the quality of the Provider’s provision of the Services



Local Healthwatch means the local independent consumer champion for health and social care in England        



Losses means all damage, loss, liabilities, claims, actions, costs, expenses (including the cost of legal and/or professional services) proceedings, demands and charges whether arising under statute, contract or at common law but, excluding Indirect Losses



NICE means National Institute for Health and Clinical Excellence being the special health authority responsible for providing national guidance on the promotion of good health and the prevention and treatment of ill health (or any successor body)



National Standards means those standards applicable to the Provider under the Law and/or

Guidance as amended from time to time



NHS Act 2006 means the National Health Service Act 2006



Parties means the Authority and the Provider and “Party” means either one of them



Patient Safety Incident means any unintended or unexpected incident that occurs in respect of a Service User that could have led or did lead to, harm to that Service User



Payment Schedules means the payment schedules as follows:



i. SCHEDULE B1: Payment schedule – Supervised administration of medication (for opiate substitution)

ii. SCHEDULE B2: Payment Schedule – Emergency Hormonal Contraception

iii. SCHEDULE B3: Payment Schedule – Supply of Champix

iv. SCHEDULE B4: Payment Schedule – Influenza Vaccination for frontline Somerset County Council Staff 



Personal Data has the meaning in the GDPR



Personal Data Breach has the meaning in the GDPR



Prevent Duty means the Authority’s duty under the Counter-Terrorism and Security Act 2015 to have due regard to the need to prevent people from being drawn into terrorism.



Prevent Lead means a named individual from amongst the Staff who has authority and responsibility for providing or procuring advice, support and training to the Provider and the Staff on the Prevent Duty and who acts as the Provider’s main point of contact with the Authority in relation to the Prevent Duty on any matter arising from the supply of the Services (for the purposes of the Contract, the Prevent Lead shall be the same individual as is the lead for the Supplier’s obligations in respect of safeguarding, as set out in clause B10).



Processor has the meaning given in the GDPR



Prohibited Acts has the meaning given to it in clause B39.1 (Prohibited Acts)



Protective Measures means appropriate technical and organisational measures which may

include: pseudonymising and encrypting Personal Data, ensuring confidentiality, integrity,

availability and resilience of systems and services, ensuring that availability of and access to

Personal Data can be restored in a timely manner after an incident, and regularly assessing

and evaluating the effectiveness of the such measures adopted by it.



Provider Representative means the person identified in APPENDIX 3: CONTACT POINTS or their replacement



Provider’s Premises means premises controlled or used by the Provider for any purposes connected with the provision of the Services which may be set out or identified in a Service Specification



Public Authority means as defined in section 3 of the FOIA 



Quality Assurance Frameworks means any quality assurance frameworks contained or referred to in the Service Specifications



Receiving Party means the Party which has received a Contract Query Notice or Confidential Information as applicable



Regulatory Body means anybody other than CQC carrying out regulatory functions in relation to the Provider and/or the Services



Replacement Provider means any third party provider of Replacement Services



Replacement Services means any services that are identical or substantially similar to any of the Services and which the Authority receives in substitution for any of the Services following the termination or expiry of this Contract, whether those Services are provided by the Authority internally or by a Replacement Provider



Safeguarding Policies means the following:



i. The Safeguarding Adults Multi-Agency Policy issued by the Somerset Safeguarding Adults Board, as amended or replaced from time to time and available from the Authority’s website (http://www.somerset.gov.uk); and 



ii. The policies and procedures of the Somerset Safeguarding Children Board as amended or replaced from time to time and available from the Authority’s website http://sscb.safeguardingsomerset.org.uk; and



iii. The South West Safeguarding and Child Protection Procedures as amended and replaced from time to time and available from the Authority’s website (http://www.somerset.gov.uk).



Serious Incident means an incident or accident or near-miss where a Service User, Staff or member of the public suffers serious injury, major permanent harm or unexpected death on the Provider’s premises or where the actions of the Provider, the Staff or the Authority are likely to be of significant public concern.



Service Commencement Date means 1 April 2018.



Service Specification means each of the service specifications as follows:



i. SCHEDULE A1: Service Specification – Supervised administration of medication (for opiate substitution)

ii. SCHEDULE A2: Service Specification – Emergency Hormonal Contraception

iii. SCHEDULE A3: Service Specification – Supply of Champix

iv. SCHEDULE A4: Service Specification – Influenza Vaccination for frontline Somerset County Council Staff



Service User means the person directly receiving the Services provided by the Provider as specified in the Service Specifications and includes their Carer and Legal Guardian where appropriate



Services means the services (and any part or parts of those services) described in each of, or, as the context admits, all of the Service Specifications, and/or as otherwise provided or to be provided by the Provider under and in accordance with this Contract



Staff means all persons employed by the Provider to perform its obligations under this Contract together with the Provider’s servants, agents, suppliers and Sub-contractors used in the performance of its obligations under this Contract



Sub-contract means a contract approved by the Authority between the Provider and a third party for the provision of part of the Services



Sub-contractor means any third party appointed by the Provider and approved by the Authority under clause B23 (Assignment and Sub-contracting) to deliver or assist with the delivery of part of the Services as defined in a Service Specification



Sub-processor means any third Party appointed to process Personal Data on behalf of the

Provider related to this Contract



Term means the period of the Initial Term as may be varied by: 



(a)	any extension to this Contract which is agreed pursuant to clause A3.3; or

(b)	the earlier termination of this Contract in accordance with its terms.



TUPE means the Transfer of Undertakings (Protection of Employment) Regulations 2006



VAT means value added tax in accordance with the provisions of the Value Added Tax Act 1994



Variation means a variation to a provision or part of a provision of this Contract



Variation Notice means a notice to vary a provision or part of a provision of this Contract issued under clause B22.2 (Variations).

PUBLIC HEALTH SERVICES CONTRACT version 2014-15

GATEWAY REFERENCE: 18533
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Service Specification for Somerset
Pharmacies Delivering
Supervised Administration of Medication
for Opiate Substitution

2018-19

Version date;: 01.03.18

This replaces any previous specification / guidance
iIssued for the delivery of this service under contract from
Somerset County Council, Public Health







1. INTRODUCTION

This Service Specification relates to Somerset pharmacies participating in the
Supervised Administration of Medication for Opiate Substitution for clients of
Somerset Drug and Alcohol Service (SDAS).

The services covered by this specification are for the supervised consumption of oral
medicines specified by these prescribing services in relation to opiate substitution.

The specification should be read in conjunction with the main Contract Terms and
Conditions.

1.1 Communication Regarding Service Users

Communications regarding the treatment, care and support of individuals receiving
supervised administration should be between the pharmacy and the treatment
provider or prescriber.

The contact list for each SDAS Hub and service and clinical leads are in Appendix 1.

Outside normal working hours, SDAS has a 24-hour, 7 day a week staffed telephone
line 0300 303 87 88.

Communication regarding the administration of this contract should be with
Somerset County Council, Public Health Team on 01823 357 111 or email
sdap@somerset.gov.uk

1.2 Glossary of terms
e Supervised Administration

In the context of this specification supervised administration describes the process
whereby an individual being prescribed medication, as part of a drug treatment
programme, is expected to take them under the supervision of trained staff within a
pharmacy.

e Shared Care

Shared Care refers to the joint participation in the treatment of a drug user by a
Somerset GP, SDAS recovery worker, the pharmacist and the service user. The
Shared Care scheme is managed by SDAS: Recovery (Turning Point) on behalf of
Somerset County Council Public Health.

e Service User

The term used in this document to describe individuals who receive supervised
administration is ‘service user’. In order to receive supervised administration service
users must be receiving drug treatment from SDAS or a GP working within SDAS.
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2. AIMS & OBJECTIVES

The aims of the service are:

e to assist in reducing the number of drug related deaths

e to contribute to the provision of an integrated treatment and care package

e to provide accurate, up-to-date, friendly and non-judgemental client centred
service

e to support drug users in stabilising their use by receiving the correct dose

e to protect vulnerable service users from being pressurised into supplying their
medication to others

e to ensure the safe and appropriate use of drugs of misuse supplied by instalment

e to ensure that the patient for whom the drug is prescribed, is the patient who
receives it and takes it, thus preventing ‘leakage’ of prescribed medication

e to ensure the adequate blood and tissue levels of methadone are maintained,
therefore reducing the need for additional opiates

e to provide an opportunity for the pharmacist to make a daily assessment of
patient compliance with the programme and of the general health and well-being
of the patient

e to co-operate in the provision of a more accessible service for patients

e to provide an opportunity for the pharmacist to enhance the quality of patient care
to build a rapport with the patient that is beneficial for the assimilation of advice
(re diet, oral hygiene), health promotion material, including if considered
appropriate, a supply of condoms

The purpose of this specification is to describe the process and quality standards
required for Supervised Administration of Medication in Somerset.

3. CUSTOMER GROUP COVERED

Service users must be 18 years or over except in special circumstances described
below. Pharmacy staff should expect to provide this service to men and women
across all adult age groups.

A small number of young people aged 17 years and under may also receive this
service as part of their treatment provided by SDAS Recovery Young People’s
Team. In this case the guidelines below apply to them unless otherwise stated.
Close liaison with the young person’s prescriber and/or key worker is essential and
pharmacies should contact the treatment provider prior to commencing supervised
administration.

Page 3 of 16

Specification - Pharmacies Delivering Supervised Administration of Medication for Opiate Substitution
2018-19
Version date: 01.03.18







4. DRUGS COVERED IN THIS SPECIFICATION

Supervised administration in Somerset is currently available for the following drugs:
e Methadone

e Buprenorphine (Subutex)/ Suboxone

e Dexamfetamine (see note on missed dose policy for this medicine in section
11).

e Diazepam

e In exceptional circumstances the supervised administration of other medication,
at the request of the prescriber, will be funded if there are significant safety
concerns.

5. NATIONAL CONTEXT

Public Health England (PHE), the authority responsible for the overall management
of drug treatment in England, expects supervised administration to be available in all
areas of England.

Supervised Administration is also detailed in the Department of Health guidance
2007 and 2009.”

6. PARTRICIPATION IN DELIVERING SUPERVISED ADMINISTRATION

Only pharmacies with a signed contracted with Somerset County Council to be part
of the scheme can provide and claim for supervised administration from SCC. An up
to date list of pharmacies in the scheme can be obtained from the SCC Public Health
team by emailing sdap@somerset.gov.uk.

7. TRAINING & COMPETENCY

The minimum requirement is that each pharmacy registered with the scheme must
have at least one member of the team who has completed one of the following
accredited training courses:

Either - CPPE Open Learning Programme ‘Supervised consumption of prescribed
medicines’ within 3 months of starting to provide Supervised Administration Services.

! Department of Health (England) and the devolved administrations (2007). Drug Misuse and
Dependence: UK Guidelines on Clinical Management. London: Department of Health (England), the
Scottish Government, Welsh Assembly Government and Northern Ireland Executive

Z Department of Health (2009) Guidance on the pharmacological management of substance misuse
among young people
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This course is linked to the pharmacy declaration of competence system; please see
https://www.cppe.ac.uk/services/declaration-of-competence for further information.

OR RCGP Certificate in the Management of Drug Misuse — Part One (see
Substance Misuse Management in General Practice (http://www.smmgp.org.uk)

And

Safeguarding Children and Vulnerable Adults

Consultation Skills

PRINCIPLES UNDERPINNING THE SERVICE

Information about service users receiving supervised administration must be kept
confidential between the pharmacy and the prescriber except in the
circumstances shown under ‘Breaking Confidentiality’. This applies to all
pharmacy team staff and all prescribing clinics, GPs and staff.

Supervised Administration will be conducted in a friendly and non-judgmental
manner.

Supervised Administration will take place within a level of privacy as agreed
between pharmacy and the service user.

Supervised administration will be made available to service users irrespective of
their: gender, age, race, cultural background, religion or belief , sexual
orientation, occupation or any other personal choice, quality or attribute.

Somerset County Council has a zero tolerance to abusive and violent behaviour.
Pharmacies have a right to refuse this service in these situations.

SDAS and shared care providers have a duty of care to notify the pharmacy of
adverse risks.

Pharmacy staff are expected to use their judgement and should not dispense to
service users who are believed to be intoxicated (see section 10).

The health and safety of everyone involved in the scheme is paramount.
Assessment responsibilities will lie with the service provider to provide
information.

QUALITY INDICATORS
The pharmacy has appropriate health promotion resources available for the user

group and promotes its uptake.
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e The pharmacy reviews its standard operating procedures and the referral
pathways for the service on an annual basis.

e The pharmacy can demonstrate that pharmacists and staff involved in the
provision of the service have undertaken CPD relevant to this service.

e The pharmacy participates in an annual or periodic ‘snap shot’ SCC organised
audit of service provision

e The pharmacy co-operates with any locally agreed SCC led assessment of
service user experience.

10.CONFIDENTIALITY AND INFORMATION SHARING
10.1 Keeping Confidentiality

The Somerset Supervised Administration Service will operate within the
confidentiality statements set out in the main Terms and Conditions of this contract
and the Royal Pharmaceutical Society’s ‘Code of Ethics and Standards’. This
means that staff involved in this scheme will respect and protect confidential
information about a person receiving supervised administration by:

e Not disclosing confidential information (information which could identify an
individual) except in circumstance shown in ‘Breaking Confidentiality’.

e Ensuring computer and manual systems that hold service user specific
information are accessible only to appropriate staff

e Ensuring records are stored securely

e Service users using needle exchange provision and supervised administration
should be encouraged to discuss this with prescribers to enhance dose
optimisation & effectiveness.

e Pharmacy staff are required to destroy all labels on bottles or containers to
ensure confidential information is not disclosed.

10.2 Sharing information with the drug treatment provider

The pharmacy staff will be expected to communicate with the treatment provider
where the information to be shared is in the interest of the service user or the
ongoing provision of the service by the pharmacy.

This includes but is not restricted to:
e failure to attend regularly,

e concerns about the wellbeing and welfare of the service user
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e unacceptable behaviour,

e improper use of medication,

e missed dose and safety issues

o feedback about improvements or progress

The treatment provider SDAS may also contact the pharmacy to aid the review of the
service user’s treatment needs.

10.3 Breaking confidentiality

If a decision is taken to break confidentiality it is paramount that the reason for this
breach is recorded and kept. Please see Royal Pharmaceutical Society of Great
Britain Medicines, Ethics and Practice policy for more information at
http://www.rpharms.com/support/mep.asp

Staff involved in providing supervised administration can break confidentiality where
in their judgement:

e itis necessary to prevent serious injury or damage to the health of the service
user, a third party or to public health

e the service user, another person, or a child is suspected of being at risk of
harm

e When a worker is summoned by a court to give evidence

e If a service user discloses information about criminal offences, including being
in possession of offensive weapons or potentially pending criminal activity

e |If a service user is found discussing the sale or purchase of illegal drugs, or in
possession of these while on service premises

e Where information may be related to an act of terrorism

Staff could be required by law to break confidentiality where disclosure is directed by
a coroner, judge or other presiding officer of a court, Crown Prosecution Office in
England and Wales and Procurator Fiscal in Scotland, or to a police officer or NHS
Fraud Investigation Officer who provides in writing confirmation that disclosure is
necessary to assist in the prevention, detection or prosecution of serious crime.

11.EXPECTATIONS OF PHARMACY

The dispensing process should follow Standard Operating Procedures and legal,
ethical & professional requirements. A good practice model is detailed at the end of
this specification in section 17.

Pharmacists should not dispense supervised medications and must contact the drug
treatment provider in the following circumstances:
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e |f a service user appears intoxicated with drugs and/or alcohol. Inform the service
user that you are not permitted to dispense their medication if they appear
intoxicated. You can suggest they return later that day if sober.

e To any service user who has missed 3 or more consecutive doses - see missed
dose guidance in section 11. Note this policy does not apply to Dexamfetamine
prescribing.

12.MISSED DOSES

12.1 Should a service user fail to attend for their supervised administration of
medication the pharmacist must:

¢ indicate on the prescription “not dispensed” next to the relevant date and on
PharmOutcomes.

e notify the prescriber of failure to attend the same day or next available
working day

If the service user misses a pick-up and they should return the next day as usual for
their next dose, the prescriber must be notified as soon as possible.

12.2 If a Methadone dose is missed for THREE consecutive days then the
treatment should be suspended and the prescriber or keyworker contacted. The
prescription should not be re-initiated until a specific instruction to endorse this has
been given by the prescriber. A note of this decision should be made on the service
user’s record.

12.3 If a Buprenorphine dose has been missed for more than THREE consecutive
days then treatment may not necessarily need to be suspended. Dose may be given
if contact has been made to the prescriber and the service user understands that if
heroin has been used within 12 hours paradoxical withdrawal may occur. The
service user must be warned not to use further heroin during re-initiation as possible
overdose may occur.

12.4 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®. Therefore, extra caution should be exercised during the first two weeks
of treatment and ANY doses missed should be reported to the prescriber or SDAS
keyworker immediately.

12.5 If a service user misses a dose during the titration phase of treatment i.e.
increase in dose during the first few days of induction onto a prescription, the key
worker or prescriber MUST be contacted before the next dose is given. Titration

¥ RCGP guide to management of substance misuse in Primary Care pages 118-119
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phases should not fall upon a weekend due to observation arrangements with key
workers.

All emerging patterns of regular failures to attend the pharmacy should be brought to
the attention of the care co-ordinator or prescriber for further investigation.

12.6 For Dexamfetamine prescribing: The 3 Day Rule for patients on opioid
prescribing is a universally accepted strategy to prevent accidental toxicity in the
(unlikely) event of a patient losing tolerance if they have been without opioids for
more than a few days. This does not apply to amfetamine prescribing and so there is
no need for pharmacists to withhold doses if there is a break in pick-ups. However,
because Dexamfetamine prescribing is conditional on very high degrees of
compliance, the prescriber and SDAS worker must be informed immediately of any
failed collections.

13.DEALING WITH CHALLENGING BEHAVIOUR

The majority of drug users, like all patients, behave decently and respectfully whilst
receiving supervised administration in the pharmacies and there have been very few
accounts of inappropriate behaviour. However, where pharmacy staff feel the
behaviour of an individual is inappropriate the pharmacy should ask the person to
leave the premises and decline the service in the same way as dealing with any
other member of the public. In these circumstances pharmacy staff must contact the
drugs service or prescribing GP as a matter of urgency so that alternative
arrangements can be made.

Examples of behaviour that could lead to a pharmacy declining supervised
administration to a service user could include:

e a service users exhibits violent, aggressive or threatening behaviour or language
e pharmacy staff witness a service user stealing from the pharmacy

14. AUDITS OF PHARMACIES

Audit is an essential part of any service and will enable the pharmacy to meet its
clinical governance standards required by the service

Audits will be undertaken at random, but with full discussion so as not to
inconvenience pharmacy staff in the delivery of their work.

15.CUSTOMER FEEDBACK — COMPLIMENTS, COMPLAINTS AND CONCERNS

15.1 All pharmacies involved in providing the scheme embrace compliments,
concerns and complaints as these can help to improve this service.
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Somerset County Council Public Health welcomes feedback from healthcare
professionals on any aspect of the scheme. This often provides useful information
about ways to improve and develop the scheme.

e Feedback about the scheme should be directed to the Service Manager — Drugs
and Alcohol at Somerset County Council, Public Health, PP B3S 2, County Hall,
Taunton TA1 4DY or email sdap@somerset.gov.uk

15.2 There is a common pathway for how all SCC public health commissioned
services are required to manage compliments, complaints and concerns. See
Appendix 2 and 3 for the flow charts.

¢ In the first instance concerns from service users should be raised with the
member of staff or organisation providing the service. This is stage 1 of the
Customer Feedback pathway for. Most concerns at this stage can be resolved
informally with solutions being agreed within a couple of days.

e |If the matter is a serious one or if a solution was not agreed in stagel then more
thorough investigation in stage 2 will establish the facts, what went wrong, and
how the situation can be rectified. This investigation will be carried out by a
Commissioning Manager working with the Council’s Customer Experience Team
and any lessons learnt can be fed back into the service review system to
influence best practise and develop the service moving forwards.

For those complaints/ concerns where the service user does not want to talk
directly to the provider, or if the complaint cannot be resolved in stage 1, or is
serious in nature complaints should be sent to the SCC Customer Experience
Team at:

Email: CFTest@somerset.gov.uk
Phone: 0300 123 2224 (Customer Contact Centre)

This will be investigated and relevant parties and or other professionals brought
together to bring the issue to a satisfactory conclusion.

16.PAYMENT PROCESS

Please note that no payments will be made for the supervised administration until a
service agreement has been agreed with Somerset County Council via the SCC
Commercial and Procurement team.

All claims for payments must be made via the agreed electronic recording and
monitoring system (currently PharmOutcomes). This needs to be on a MONTHLY
basis. See PharmOutcomes for details on the process and the allowed grace period.

Payment to the pharmacies will be at the following rates:
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Item

Rate

Supervised consumption of Buprenorphine (Subutex) /
Suboxone (sublingual tablets)

at £2.58 per supervision

Supervision of Methadone

at £1.27 per supervision

Occasionally other medication including
Dexamfetamine and Diazepam

at £1.27 per supervision

In exceptional circumstances the supervised
administration of other medication, at the request of
the prescriber, will be funded if there are significant
safety concerns. This needs to be notified to Public
Health at sdap@somerset.gov.uk ASAP

at £1.27 per supervision
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17.GOOD PRACTICE MODEL

Greet service user and confirm identity

\ 4

Show the service user the container with dispensing
label. This will enable him or her to check the details for
themselves

\ 4

Offer water every time.

e Essential prior to Buprenorphine administration.
Tablets take 3-7 minutes to dissolve. You will need to
stay with the client to ensure that the tablets are not
spat out. Please advise the client to hold the saliva in
the mouth for as long as possible to aid dose
absorption

e Post methadone administration as provides
confirmation of swallowing

e Aids as a mouth wash out

NB. It is methadone’s effect on saliva reduction that

causes dental problems

Ensure medication is consumed on the premises under
your supervision. Check the dose has been swallowed
by either observing water being swallowed or conversing
with the service user and gaining a verbal response

Patient identifiable information:

e to be removed and destroyed from packaging

e and container to be disposed of in concordance with
controlled drug & waste legislation national guidance

Only dispense that day’s dose

e Unless weekend dose.

¢ Re-advise service user on safe storage of drug in the
home, and not taking the drug in front of any children

If required, record missed doses, intoxication, dose
refusal, and any other relevant information and inform
prescriber (SDAS) ASAP
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SUPERVISED ADMINISTRATION OF MEDICATION MAIN CONTACTS

APPENDIX 1

SERVICE

NAME

POSITION

EMAIL

PHONE

SDAS single point of
contact

24 hour 7 days a
week

somerset.das@cgl.org.uk

0300 303 87 88

SDAS Recovery

Alex Chapman

Senior Operations
Manager

Alex.Chapman@turning-point.co.uk

07971 316 334

01373 475 560

SDAS Recovery Dr Abayomi Adetola Clinical Lead Abayomi.Adetola@turning-point.co.uk 07809 669 111

SDAS Taunton & West Unity House, 10 Canon Team Base 01823 328 463

Somerset Street, Taunton TA1 1LW

SDAS Sedgemoor Bridge House, 30 Team Base 01278 456 561
Taunton Road,
Bridgwater TA6 3LS

SDAS Mendip Arch House, 12 Palmer Team Base 01373 475 560
Street, Frome BA11 1DS

SDAS South Somerset Maltravers House, Team Base 01935 383 360
Petters Way, Yeovil
BA20 1SH

SCC, Public Health — Claire Richter Public Health sdap@somerset.gov.uk 01823 357 111

payment queries

Administrator

SCC, Public Health —
feedback on scheme

Amanda Payne

Service Manager —
Drugs and Alcohol

apayne@somerset.gov.uk

01823 357 641








Somerset County Council Public Health Department - Compliments, Comments and Complaints

STAGE 1

Service user contacts SCC
Customer Experience Team
if they choose not to speak
with Provider.

A4

Customer Experience Team
acts as broker on behalf of
service user and contacts
Provider with information

The Default Position

Primary Route
Service user contacts
Provider (letter, email,
phone, verbally)

v

\ 4

Provider assesses if
information is a complaint,
comment or compliment

Comment/
Compliment

Complaint ‘1’

Provider sends initial
response to service user
within 3 days.

v

Provider and service user
discuss feedback to try and
resolve the issue

\ 4

Is the service user satisfied?

N
7

Yes

Informs SBeamson at
SBeamson@somerset.gov.uk

SCC for icase input as a
compliment or comment.

\ 4

SBeamson informs Public Health

Commissioning Manager

Does service user require a

No

Provider notifies service user
that they will contact SCC
Customer Experience Team
to escalate to a Formal

Complaint.

Provider contacts SCC
Customer Experience Team
immediately and initiates
Stage 2

\ 4

formal response back?

APPENDIX 2

Processes in blue may
vary slightly according
to Providers complaints

policy

Provider reports
NO | incident and outcome

\ 4

Yes

Provider writes to service
user to confirm agreed way
forward within 10 days

\ 4

Provider reports incident and
outcome on Service Review
form

on Service Review
form
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Somerset County Council Public Health Department - Compliments, Comments and Complaints

STAGE 2

Processes in green
are quality assured
by Customer
Experience Team

Provider contacts Customer
Experience and Sandy
Beamson same day

APPENDIX 3

\ 4

Customer Experience
writes to service user
within 3 days

A4

Customer Experience
triage the complaint

\ 4

Has the complaint been
made by a 3" party?

A4

Customer Experience
Team notifies
Commissioning Manager

v

A4

Customer Experience sends

information to SBeamson at

SBeamson@somerset.gov.uk

for icase

\ 4

SBeamson notifies
Commissioning
Manager and
Consultant

|

PH Management considers Risk

Yes

\ 4

investigate.

SCC contact service
user for permission to

A4

v

AN

Commissioning Manager

starts investigation

A\ 4

Commissioning Manager

collates information

\ 4

Yes

Can the matter be

Yes

Customer Experience,
Commissioner and
Provider agree a
response to service user

A 4

Response adjudicated by
Director of Public Health

v

Does the response need

revising?

No

\ 4

Customer Experience
Team responds to
service user with
findings and initial
suggestions with
invitation to meet and
discuss

A4

Customer Experience
Team, Commissioner
and Provider meet with
service user if agreeable

A4

No

AN

resolved?

\ 4

SCC write to
service user
concluding letter
of non-resolution
and supplying
details of how to
progress the
matter further
with LGO
Ombudsman.

Is the service user satisfied with

proposed outcome?

Yes

Y

Customer Experience Team writes final response
to service user within 65 days of Customer
Experience Team being notified at stage 2

v

Yes
<

Is permission given?

Vv

No

Customer Experience
Team writes to
service user to close

\ 4

Inform SBeamson at
SBeamson@somerset.qov.uk

for icase input

Inform SBeamson on SBeamson@somerset.gov.uk for Commissioning Manager, icase,
Lessons Learnt, Service review report & close file.
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PHARMACY DELIVERY OF SUPERVISED ADMINISTRATION OF MEDICATION
FOR OPIATE SUBSTITUTION IN SOMERSET

QUALITY ASSURANCE FRAMEWORK

Audit is an essential part of any service and will enable the pharmacy to meet its clinical
governance standards required by the service. As part of the audit process for the
supervised administration of medication for opiate substitution scheme pharmacies will
keep evidence to prove compliance with the following:

1. Only pharmacies registered with the scheme can provide and claim for supervised
administration.

2. Minimum requirement for each pharmacy is that one member of the pharmacy team
has attended and completed:

» either the CPPE Open Learning Programme ‘Supervised consumption of
prescribed medicines’ within 3 months of starting to provide Supervised
Administration Services;

= or the RCGP Certificate in the Management of Drug Misuse — Part One (see
Substance Misuse Management in General Practice (http://www.smmgp.org.uk);

= And complete the Safeguarding Children and Vulnerable Adults module; and
Consultation Skills module. These courses are linked to the pharmacy
declaration of competence system; please see
https://www.cppe.ac.uk/services/declaration-of-competence for further
information

3. The Supervised Administration of Medication for Opiate Substitution in Somerset is
for clients of Somerset Drug and Alcohol Service (SDAS) who are either prescribed
by SDAS clinician or non-medical prescriber and/or or are subcontracted by SDAS
Recovery (Turning Point) to be part of the shared care scheme.

4. The duration of supervised administration is assessed against the agreed care plan,
and the objectives that have been agreed by client and key worker (SDAS) at the
start of the service are reviewed at least quarterly.

5. The Supervised Administration of Medication for Opiate Substitution in Somerset will
operate within the Royal Pharmaceutical Society’s ‘Code of Ethics and Standards’
and SDAS’s ‘Consent to share’ and ‘Confidentiality’ protocols. This means that staff
involved in this scheme will respect and protect confidential information about a
person receiving supervised administration as laid out in the service specification.

Appendix 2 - Quality Assurance Frameworks
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The pharmacy staff will be expected to communicate with SDAS/prescriber if they

feel the information to be shared is in the interest of the service user or the on-going
provision of the service by the pharmacy. See Service Specification for details
especially 10.2 and 10.3.

Pharmacy staff are required to destroy all labels on bottles or containers to ensure

confidential information is not discarded.

Supervised Administration will take place within a level of privacy as agreed between

pharmacy and the client.

Should a service user fail to attend for their supervised administration of medication

the pharmacist must:

Indicate on the prescription “not dispensed” next to the relevant date and on
PharmOutcomes.

Notify the prescriber of failure to attend the same day or next available
working day

If the service user misses a pick-up and they should return the next day as
usual for their next dose, the prescriber must be notified as soon as possible

For specific details see section 12 of the service specification but:

If a Methadone dose is missed for THREE consecutive days then the
treatment should be suspended and the prescriber or keyworker contacted.
The prescription should not be re-initiated until a specific instruction to
endorse this has been given by the prescriber. A note of this decision should
be made on the service user’s record.

If a Buprenorphine dose has been missed for more than THREE consecutive
days then treatment may not necessarily need to be suspended. Dose may be
given if contact has been made to the prescriber and the service user
understands that if heroin has been used within 12 hours paradoxical
withdrawal may occur. The service user must be warned not to use further
heroin during re-initiation as possible overdose may occur.

For Dexamfetamine prescribing: The 3 Day Rule for patients on opioid
prescribing is a universally accepted strategy to prevent accidental toxicity in
the (unlikely) event of a patient losing tolerance if they have been without
opioids for more than a few days. This does not apply to amfetamine
prescribing and so there is no need for pharmacists to withhold doses if there
is a break in pick-ups. However, because Dexamfetamine prescribing is
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conditional on very high degrees of compliance, the prescriber and SDAS
worker must be informed immediately of any failed collections.

10.All claims for payments must be made via the agreed electronic recording and
monitoring system (currently PharmOutcomes). This needs to be on a MONTHLY
basis. See Section 16 of the service specification for details.

11.All organisations involved in providing the scheme embrace compliments, concerns
and complaints as these can help to improve this service.

12.Any incidents or concerns involving controlled drugs and healthcare professionals or
any other person who deals with controlled drugs as part of paid or voluntary
employment must (legal requirement under 2006 CD regulations) be reported to the
NHS England LAT Accountable Officer.

March 2018
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Appendix 2 Somerset Emergency Contraception Pharmacy 


Pathway for Young People 





SERVICE SPECIFICATION FOR THE PHARMACY CONTRACTOR PROVISION OF AN EMERGENCY HORMONAL CONTRACEPTIVE SERVICE IN SOMERSET





1	AIM AND INTENDED SERVICE OUTCOMES


1.1	The pharmacist will be accredited to supply the progestogen-only emergency contraception (POEC) levonorgestrel and ulipristal acetetate (ellaOne), when indicated to clients in line with the requirements of the locally agreed Patient Group Directions (PGDs) and in accordance with the supplied Faculty of Sexual and Reproductive Health (FSRH) emergency hormonal contraception algorithm (appendix 1). The supply will be made free of charge to female clients aged 12 to 25 years (up to 25th birthday) at Somerset County Council (SCC) expense and aims to:


1.2	Improve patient access to the provision of emergency hormonal contraception, for women under 25 years of age, through community pharmacy.


1.3	Provide professional sexual health care advice; empathetic understanding to the client; signposting to appropriate services, with a non-judgmental attitude; addressing patient choice and a non-clinical setting.


1.4	Reduce the number of unplanned pregnancies in Somerset particularly in young women aged under 18 years old


1.5	Improved uptake of IUDs as an effective form or emergency (and long acting) contraception


1.6	Raise the awareness of sexually transmitted infections; reduce prevalence of chlamydia, and signpost clients to appropriate services


1.7	Refer clients, especially those from hard to reach groups, into the Somerset Wide Integrated Sexual Health Service or their GP.


1.8	Strengthen the local network of contraceptive and sexual health services to help ensure easy and swift access to advice `	


1.9 	Development and maintenance of professional competencies within community pharmacy for the provision of sexual health advice and EHC.











2	REGISTRATION AND CONTINUING PROFESSIONAL DEVELOPMENT


2.1	Provision of EHC to all patient groups identified under the PGDs will be through accredited pharmacists who have:


· Successfully completed the Centre for Postgraduate Pharmacy Education (CPPE) e-learning training on Emergency Hormonal Contraception (to be repeated every two years); 


· Successfully completed the CPPE Safeguarding Children and Vulnerable Adults e-learning (to be completed every two years);


· Attended the CPPE EHC workshop delivered in partnership with SCC (includes safeguarding and child sexual exploitation training). This training should be attended once every four years; 


· It is recommended that pharmacists should also complete the CPPE e-learning in Consultation Skills;


· Completed the relevant authorisation process to be accredited by SCC for provision of EHC under the current PGDs.


2.2	Pharmacists who have not completed the CPPE/SCC/CCG-approved level of Safeguarding children training and approved EHC specific training cannot supply EHC under the PGDs to patients under the age of 14 years, or if more than 72 hours has elapsed since sexual intercourse.


2.3	Pharmacists are required to input their Declaration of Competence (DOC) on PharmOutcomes.


2.4	Accredited pharmacists (see 2.1 and 2.2 above) working in the pharmacy are expected to comply with all aspects as described above.


2.5	When the service cannot be made available (in case of sickness, holiday, or absence of an accredited pharmacist) the pharmacy staff will signpost client to the nearest free EHC service provider – to avoid ‘losing’ a vulnerable client, a phone call to the next provider may be necessary.


3 	PATIENT CONFIDENTIALITY AND DATA PROTECTION


3.1	The service will be provided in compliance with Fraser guidelines and Department of Health guidance on confidential sexual health advice and treatment for young people aged under 16 years. In providing advice or treatment it is good practice to encourage the young person to talk to a parent or trusted adult.


3.2	Patients using this service can remain anonymous if they wish to do so.  


3.3	When a client is under 18 years pharmacists and their staff may have concerns that the young person has been the victim of sexual abuse, physical harm or has been exploited. If there is any such concern or suspicion of child abuse there is a statutory duty to safeguard and promote the welfare of children and young people (Children’s Act 2004), Advice should be sought from the Designated or Named Safeguarding Professional and/or a referral made to Somerset Direct. Pharmacists should consider the Somerset Child Sexual Exploitation screening tool with all under 18 year old clients. Please refer to the EHC young people’s safeguarding pathway (appendix 2).


3.4	Additional caution is required for children under 13 years and advice MUST be sought from a healthcare professional who has extensive expertise in child protection issues prior to the provision of EHC (refer to appendix 2)


3.5	In law children under 13 years are deemed to be unable to give informed consent to sexual activity. Any sexual offence involving a child under 13 is very serious and should be taken to indicate a risk of significant harm and in most cases this will lead to a referral to Children's Social Care. Further advice and procedures can be found on the South West Child Protection Procedures Website. www.swcpp.org.uk 


3.6	Pharmacists and their staff must ensure that the confidentiality of information acquired in the course of their professional activities is respected and protected, and is disclosed only with the consent of the individual, or the parent, guardian or carer where appropriate, except where such disclosure is necessary to prevent serious injury or damage to the health of the patient, a third party or to public health. 


3.7	All young persons should be advised that the service is confidential unless it is considered that the young person may be at risk of suffering or likely to suffer from harm through abuse or exploitation. It is good practice to acquire consent but in the event that this is refused or may place the young person in danger there remains a statutory duty to safeguard and protect the young person by discussing concerns with a Designated or Named Safeguarding professional and/or sharing the information with Children’s Social Care.


3.8	The pharmacist, the contractor and his / her staff must also comply with the requirements of the Data Protection Act 1998 and should ensure they are aware of their legal and professional responsibilities concerning data protection in the provision of this service.


4	ROLES AND RESPONSIBILITIES OF THE CONTRACTOR


4.1	The contractor must notify SCC with reasonable promptness where the contractor believes that they will not able to meet the requirements for EHC provision under this contract for the foreseeable future (e.g. long-term sickness, or pharmacists ethical / religious objection to the supply of EHC.)


4.2	The contractor must be willing for supply to all patient groups in the pharmacy allowed under the PGDs if relevant PGD inclusion and exclusion criteria are met. This includes provision for young people aged under 16 years of age.


4.3	The contractor must ensure that EHC is only provided under the relevant PGDs and under the terms of this contract by a suitably accredited pharmacist.


4.4	If a suitably accredited pharmacist is not available to provide the service staff at the pharmacy must make reasonable efforts to signpost any patients or other individuals attempting to access the service to the nearest community pharmacy that is providing the service or to an alternative provider.


4.5	The contractor should ensure that all pharmacists and staff participating in this service are aware of their responsibilities with respect to safeguarding children and child protection. All staff have a statutory duty to safeguard and promote the welfare of children and young people.


4.6	The contractor must ensure that a copy of this contract and the relevant EHC PGD are available and readily identifiable in the pharmacy.


5	SERVICE DESCRIPTION


The Pharmacy will:


5.1	Provide access to PharmOutcomes for pharmacists to enable them to provide the EHC service. Pharmacists will need to enrol on PharmOutcomes and declare themselves as accredited.


5.2	Have been approved to provide advanced services i.e. having suitable consultation area.


5.3	Provide a confidential, non-judgmental and empathetic service sensitive to the needs of all clients including under 16s.


5.4	Take the relevant sexual and medical history of client as described on PharmOutcomes.


5.5	Assess and record under 16 competency using Fraser Guidelines.


5.6	Supply levonorgestrel 1500mcg tablet(s) (POM product only) or Ulipristal Acetetate (Ella One) 30mg free of charge to the client where indicated and in accordance with the algorithm.  (Supply of the Pharmacy-Only levonorgestrel 1500mcg tablet is not authorised under the PGD.)


5.7 	Women over the age of 25 years requesting EHC must be advised of the opportunity to purchase the over the counter (OTC) product, if appropriate, or to access emergency contraception from their GP or a sexual health clinic. At the discretion of the Provider, women over the age of 25 years who request a free EHC service may be supplied with EHC free of charge within the application of the PGD ONLY in the following instances: those who are unable to access a free EHC service within the critical time scale, or who cannot afford to purchase the OTC product, and for whom failure to treat could result in an unwanted pregnancy.


5.8	PharmOutcomes replaces the need for pharmacists to keep paper documentation or use the previously required EHC1 and EHC3 forms.


5.9	Discuss the Copper Intra Uterine Device as an alternative or additional method of emergency contraception for increased efficiency and signpost the patient accordingly.


5.10	Discuss and advise patients aged 15 to 24 years (up to 25 years) about chlamydia infection, screening, and treatment.  Following the discussion the patient and their sexual partners should be offered a Chlamydia testing kit and the relevant number of kits should be supplied if the offer is accepted.  The length and detail of any discussion with the patient will vary according to the patients existing knowledge and experience of chlamydia and the chlamydia screening programme.


5.11	Offer to supply leaflets to reinforce health advice given during the consultation e.g. STIs, contraception, as directed within PGDs if relevant and in proportion to the patient’s need and level of knowledge.


5.12	Offer support and advice to the patient, including up to date details of other related services and/or referral to primary care or specialist centres where appropriate.


5.13	Share relevant information with other health care professionals and agencies, in line with local and national confidentiality and data protection arrangements, including the need for the permission of the person to share the information.


5.14	To share information without consent where there is reasonable cause to believe that a young person may be suffering or at risk of significant harm


5.15	PharmOutcomes will automatically populate an invoice that will be sent to SCC for payment. 


	Somerset County Council will:


5.16	Agree to use PharmOutcomes in conjunction with the Somerset Local Pharmaceutical Committee for public health commissioned services.


5.17 	Provide up to date details of other services which pharmacy staff can use to refer on service users who require further assistance. 


5.18	Coordinate, in conjunction with the Chlamydia Screening Office (CSO) the promotion of the service locally, including the development of publicity materials and the use of nationally produced materials, in order to ensure young people and other local health care providers are aware that the service is available from local pharmacies.


5.19	Provide regular training to fulfil CPD requirements to deliver this service


5.20	Pass the PharmOutcomes generated invoices for payment to SCC after the end of each quarter. 


6	QUALITY INDICATORS


6.1	The pharmacy has appropriate health promotion resources available for the user group and promotes its uptake.


6.2	The pharmacy reviews its standard operating procedures and the referral pathways for the service on an annual basis.


6.3	The pharmacy can demonstrate that pharmacists and staff involved in the provision of the service have undertaken CPD relevant to this service.


6.4	The pharmacy participates in an annual or periodic ‘snap shot’ SCC organised audit of service provision


6.5	The pharmacy co-operates with any locally agreed SCC led assessment of service user experience.


7	CLINICAL GOVERNANCE


7.1	Whilst discharging their duties, pharmacist/technicians/technicians may uncover practice that they consider to be of significant danger to patient safety.  In these circumstances the pharmacist/technician will need to exercise their professional judgement. They may also wish to seek advice from:


			Name


			Post


			Telephone No.





			Maria Davis


			Designated Nurse for Safeguarding Children


Email : maria.davis@somersetccg.nhs.uk


Secure email : maria.davis@nhs.net 


			Tel: 01935 385266 


Mobile 07387258287








7.2		Incidents relating to patient safety and the administration of EHC should be reported to the Public Health Commissioner at Somerset County Council to comply with clinical governance arrangements MHawkes@somerset.gov.uk


8	PAYMENT


8.1	All claims for payment will be generated by PharmOutcomes. It is therefore essential that pharmacists ensure consultation details are completed as soon as possible as any delay may result in delayed payments. 


8.2	The contractor will be reimbursed for the medicines supplied under the PGD.  Reimbursement will be at the Drug Tariff price for the levonorgestrel 1500mg tablet (POM product) and Ulipristal Acetetate (ellaOne) 30mg relevant at the time of the supply.  The contractor will not be reimbursed for the cost of any Pharmacy-only levonorgestrel 1500mcg tablets supplied.


8.4	The contractor will be paid according to the following principle:


			Basic professional fee


			+


			Applicable additional professional fee(s) if any


			+


			Drug Tariff defined drug cost


			=


			Total payment per supply made








8.5	The professional fees will be paid by BACS according to the following schedule:


			


			Fee per supply


			Note(s)





			Supply of levenorgestrel 1500mcg or Ulipristal Acetetate (Ella One) 30mg  according to the relevant PGD and FSRH algorithm


			£11.00


			Basic fee payable on all supplies





			Patient over the age of 13 years and under the age of 16 years and Fraser competence has been assessed


			£2.00


			Additional fee only payable if conditions met





			Patient over the age of 12 years and under the age of 13 years and Fraser competence has been assessed


			£5.00


			Additional fee only payable if conditions met





			Chlamydia advice provided to a patient between the age of 15 years and 24 (up to 25th birthday)


			£1.00


			Additional fee only payable if conditions met








8.6	The contractor will be reimbursed for cost of the POM medicine supplied to each patient at the price detailed in the Drug Tariff in effect during the month the medicine was supplied.  The reimbursement of the medicine cost will be in addition to any professional fee paid.


8.7	The minimum professional fee paid for any single supply will be £11.00.  The maximum professional fee payable for any single supply to a patient will be £17.00.


8.8	The contractor will only be reimbursed for the cost of the POM version of EHC and will not  be reimbursed for any supply of an OTC version.


8.9	All patients treated under the terms of this contract will receive treatment free of charge in line with normal NHS prescription levy and exemption rules.
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Appendix 1. Faculty of Sexual and Reproductive Health Emergency Hormonal Contraception Algorithm











Young woman aged 12 years old


Young woman aged


under 16 years old


Young woman aged


under 18 years old


Confidentiality and Fraser Guidelines


The age of consent for sex is 16 years old. However, all young people have the right to confidentiality if there are no child protection issues and they meet the Fraser guidelines i.e.


· the young woman understands the information being given to them


· the young woman cannot be persuaded to inform their parent(s) / carer(s)


· their mental health will suffer as a result of not receiving the service


· it is in their best interests to receive the service


The need to breach confidentiality should be carefully considered and discussed with the young woman and a designated safeguarding lead / child protection expert


Safeguarding / Child Protection


· If there is a child protection concern, discuss with a designated safeguarding lead  Somerset Safeguarding Contacts and refer to Somerset Direct (Children’s Social Care) on 0300 123 2224


· Where there is a concern of child sexual exploitation (CSE) as above and complete the CSE screening tool 


· Where there is a concern regarding female genital mutilation (FGM) discuss with a safeguarding lead / if aware that FGM may have occurred report to 101 (FGM mandatory reporting) guidelines)


· EHC is licensed for females aged 12 and over. However if a patient is aged under 13 advice MUST be sought from child protection expert before supply can be made. If the child protection expert is not available a supply can be made as long as contact is made at the earliest opportunity, sufficient child protection issues are addressed and a referral is made to Somerset Direct on 0300 123 2224


· If the child is under 12 years of age supply cannot be made and a referral must be made to Somerset Direct as above


Young woman aged under 12 years old


· If 15-24 years old offer a chlamydia screening kit and advise of risk of STIs due to unprotected sexual intercourse


· Advise on contraception and access to sexual health services / GP, and C-card scheme if under 19


· Provide information on www.swishservices.co.uk  and Swish App


Young woman aged under 25


If you are worried about a vulnerable adult please call 0300 123 2224











Last UPSI < 96 hours ago? 








Yes








No








Yes or unknown


30%








No


70%








Last UPSI<120 hours ago








No








BMI>26 kg/m2 or weight >70kg








Yes


60%








No


40%








EllaOne








Levonelle








Yes or unknown








EllaOne








Oral EC unlikely to be effective








UPSI likely to have taken place ≤5 days prior to the estimated day of ovulation? 








Levonelle – double dose








Last UPSI within 72 hours








Yes








No








Levonelle








EllaOne
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PROVISION OF AN EMERGENCY HORMONAL CONTRACEPTIVE SERVICE IN SOMERSET








Provision of EHC to all patient groups identified under the PGDs will be through accredited pharmacists who have:


· successfully completed Centre for Postgraduate Pharmacy Education (CPPE) training on Emergency Hormonal Contraception, and


· attended SCC/CCG level 2 Safeguarding Children training and  approved EHC specific training (covering communicating with young people, sexual health advice provision, and EHC-specific safeguarding children issues), and


· if SCC/CCG approved level 2 Safeguarding Children training was attended greater than two years previously refresher training in Safeguarding Children to level 2 standard has been completed, and.


· completed the relevant authorisation process to be accredited by SCC for provision of EHC under the current PGDs.
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Service Level Agreement





This service level agreement is for the supply of Champix for clients stopping smoking with behavioural support. Behaviour support is provided by SCC Smokefreelife Somerset stop smoking service or by qualified pharmacy staff who have signed up to a separate contract with SCC to provide behaviour support.





Staff qualifications, experience and competence





Qualified Pharmacists: 


· Champix PGD (3 hour face to face training delivered by Smokefreelife Somerset)


· Signed Champix PGD. 





The pharmacist who is trained in smoking cessation and makes the initial decision to supply varenicline will ideally be involved in managing the patient and making repeat supplies. However if that pharmacist is absent from the pharmacy on the day that the patient requires a repeat supply, the supply may be made by the pharmacist on duty. This is based on the principle that the PGD allows for 12 weeks supply and the initiating pharmacist has authorised that quantity to be supplied in 2 week quantities.





There is a statutory requirement that the pharmacist checks the Summary Care Record prior to supplying. This is to ensure that it is not supplied to anyone for whom it is contraindicated. This includes:





· Pregnancy 


· End stage renal disease 


· Renal impairment


· Epilepsy


· Patients with a current diagnosis or previous history of psychiatric illness/symptoms such as schizophrenia, bipolar disorder and major depressive disorder, - including any psychiatric condition requiring medication or psychotherapy in the past 5 years


· Hypersensitivity to varenicline or any of the ingredients in the product


· Child under 18 years old





Any accident or incident involving medication in relation to the Services shall be recorded by the Service Provider and should be reported to the Service Purchaser as soon as practicable by telephone in the first instance, with a written report within fourteen (14) days.





Please contact on 01823 356222 in the following order:





Sharon Ashton


Caroline Cooper


Louise Woolway











Tariff


 


As agreed by the LPC and Somerset County Council the tariff payable for supply of Champix is as follows:





£10.00 for each initial consultation with a client who requires Champix (Varenicline). Only two initial consultation payments per year for each client.





£4.00 for each subsequent fortnightly consultation. 





Champix supplied at NHS Drug Tariff prices





Records





All records shall be made using PharmOutcomes.  Where Champix is requested by SCC Smokefreelife Somerset stop smoking service, the client ID must be recorded on PharmOutcomes..  All payments will be based on PharmOutcomes records and records must be updated within 2 weeks of supply.











Appendix  Reference Documents





Somerset County Council Champix PGD





Contact details for reporting incidents 


2018
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SERVICE SPECIFICATION FOR THE PHARMACY CONTRACTOR PROVISION
OF INFLUENZA VACCINATION FOR FRONTLINE SOMERSET COUNTY
COUNCIL STAFF

1 COMMENCEMENT AND TERMINATION DATE

1.1 The specification takes effect from the 1% October 2018 to 28" February
2019.

1.2 It is expected that most activity will take place in October and November

in order to provide the best protection throughout the influenza season.
2 AIM AND INTENDED SERVICE OUTCOMES

2.1 This service is separate to the national flu vaccination programme and
therefore excludes the following Somerset residents who are eligible to
receive the free vaccination:

» those aged 65 years and over

+ those aged six months to 64 in clinical risk groups
*  pregnant women

* informal carers

2.2 The pharmacist will be accredited to administer the influenza
immunisation for employees of Somerset County Council who have been
identified by the employer as eligible to receive such service and have
been given a voucher by their manager. The aims of the service are to:

e increase the uptake of the influenza vaccination for staff who work with
vulnerable/ at risk service users.

e reduce the morbidity and mortality of influenza by immunising those
who care for individuals who are most likely to have a serious or
complicated illness should they develop influenza.

e supports the National Seasonal Influenza Immunisation Programme by
fulfilling the responsibility of employers to ensure all frontline health and
social care workers are offered a free influenza vaccination.

e promote awareness of other national vaccination programmes.

e improve public health by decreasing infection across the Somerset

population.
3 REGISTRATION AND CONTINUING PROFESSIONAL DEVELOPMENT
3.1 Pharmacists providing this service must meet the following criteria:

e Be currently registered with the General Pharmaceutical Council.







4.1

4.2

4.3

5.1

5.2

e Have successfully completed training that meets the requirements of
the Health Protection Agency Core Curriculum (2005) to include
vaccine preventable diseases, cold chain requirements, intramuscular
immunisation technique, use of PGD’s and specifically flu vaccine
administration. A face to face or e-learning package must have been
completed within the last 24 months. Documentary evidence of training
within the last 24 months must be available.

e Be trained in the management of emergency life support and
anaphylaxis training with all relevant equipment and medicines
necessary to provide this treatment. A face to face or e-learning
package must have been completed within the last 12 months.
Documentary evidence of anaphylaxis training within the last 12
months must be available.

SERVICE DELIVERY STANDARDS AND GOVERNANCE

The Pharmacy will comply with all current and future relevant legislation,
regulations and statutory circulars which are applicable to the services
provided. These include but are not restricted to:

* The Equality Act 2010

+ Data Protection Act 1998

* The Client Access to Personal Files Act (1987)
«  Employment Law and Relevant EU Legislation
* Freedom of Information Act 2000

+ Caldicott Committee Report 1997

» Computer Misuse Act 1990

* Human Rights Act 1998

» Access to Public Health Records Act 1990

* Open Database Connectivity standards

+ e-Government Interoperability Framework (eGIF) standards

PharmOutcomes will be used to collect, store and transmit client data in
accordance with the contracting authority’s information governance
policies. All provision records will be held securely on PharmOutcomes.

The service will comply with the requirements of Somerset’s safeguarding
adults board. The ‘Joint Safeguarding Adults Policy’ can be found at
http://www.somerset.gov.uk/adult-social-care/safeguarding/report-an-
adult-at-risk/. The service will have a policy in place for following these
safeguarding adults requirements.

ROLES AND RESPONSIBILITIES OF THE CONTRACTOR

The contractor must have a private flu service in place and appropriate
private PGD.

The contractor shall be responsible for obtaining all licences,
authorisations, consents or permits and insurances required in relation to
the delivery of services and waste disposal.




http://www.somerset.gov.uk/adult-social-care/safeguarding/report-an-adult-at-risk/


http://www.somerset.gov.uk/adult-social-care/safeguarding/report-an-adult-at-risk/





5.3

5.4

5.5

5.6

5.7

6.1

6.2

6.3

6.4

6.5

The contractor must notify SCC within two weeks where the contractor
believes that they will not be able to meet the requirements for flu
immunisation provision under this contract for the foreseeable future (e.g.
long term sickness, or pharmacist ethical/ religious objections).

The contractor must ensure that influenza immunisations are only
provided under the relevant PGD and under the terms of this contract by a
suitably accredited pharmacist.

If a suitably accredited pharmacist is not available to provide the service,
staff at the pharmacy must make reasonable efforts to signpost any
patients or other individuals attempting to access the service to the
nearest community pharmacy that is providing the service.

The Contractor must ensure that a copy of this contract and relevant PGD
are available and readily identifiable in the pharmacy.

The Contractor must ensure emergency life support and anaphylaxis
management equipment and medication is accessible within the site
where immunisation is conducted.

SERVICE DESCRIPTION
The Pharmacy will:

Provide influenza vaccination for frontline SCC staff who will provide a
valid voucher issued by SCC which has been signed and dated by the
employee and their manager and their SCC name badge.

Seek to ensure that the service is available for the majority, if not all, of
the pharmacy’s opening hours. To encourage ease of access to the
service it should be offered across a range of times including where
possible Saturdays and Sundays.

Apply inclusion and exclusion criteria, detailed in the PGD during the
provision of the service. Where exclusions, which are stated within the
PGD and Summary of Product Characteristics (SPC) for each vaccine,
preclude the administration of the vaccination, the patient should be
referred to their GP for further advice.

The seasonal flu vaccination to be administered under this service is one
of the inactivated flu vaccines listed in the NHS England, Public Health
England and Department of Health annual flu plan.

Pharmacy contractors must ensure that vaccinations offered under this
service are provided in line with Immunisation against infectious disease,
(The Green Book), which outlines all relevant details on the background,
dosage, timings and administration of the vaccination, and disposal of
clinical waste.







6.6

6.7

6.8

6.9

6.10

6.11

6.12

7.1

7.2

7.3

8.1

Explain any potential side effects to the patient and what they should do if
they develop side effects. The pharmacy will need to stress the need and
reasons for the patient to remain in the pharmacy for 10 minutes after
vaccination. Each patient being administered a vaccine should be given a
copy of the manufacturer’s patient information leaflet about the vaccine.

Each patient will be required to complete a consent form before being
administered the vaccine.

Provide access to PharmOutcomes for pharmacists to enable them to
provide the influenza immunisation service, as payment will be based on
activity recorded through PharmOutcomes. Pharmacist will need to enrol
on PharmOutcomes and declare themselves as accredited.

Ensure that a secure, reliable source of the vaccine is available for the
duration of provision of the service.

Somerset County Council will:

Provide eligible staff with the vouchers that can be redeemed at the
pharmacies. Promote the service to staff and the pharmacies that are
providing the service in Somerset.

Agree to use PharmOutcomes in conjunction with the Somerset Local
Pharmaceutical Committee for public health commissioned services.

Ensure that all invoices generated by PharmOutcomes are paid as agreed
in section 9.

QUALITY INDICATORS

The pharmacy can demonstrate that pharmacists and staff involved in the
provision of the service have undertaken CPD relevant to this service.

The pharmacy cooperates with any locally agreed SCC led assessment of
service user experience.

The pharmacy can demonstrate that clear and accurate records are kept
and any adverse reactions are recorded.

CLINICAL GOVERNANCE & SAFETY REQUIREMENTS

The Pharmacy must provide a sufficient level of privacy and safety and
complies with the Pharmaceutical Governance Premises Approved
Particulars. The consultation room, which will be used to undertake
vaccinations, must comply with the minimum requirements set out below:

e The consultation room must be clearly designated as an area for
confidential consultations







8.2

8.3

8.4

8.5

9.2

9.3

9.4

e It must be distinct from the general public areas of the pharmacy
premises

e It must be a room where both the person receiving services and the
pharmacist providing those services are able to sit down together and
talk at normal speaking volumes without being overheard by any other
person (including pharmacy staff), other than a person whose presence
the patient requests or consents to (such as a carer or chaperone).

Pharmacists involved in the delivery of this service should be offered
immunisation for Hepatitis B and influenza by the provider organisation.

The Pharmacy will have standard operating procedures in place to ensure
cold chain integrity, infection prevention and control, provision of
appropriate protective equipment, safe storage for equipment required,
and safe disposal of clinical waste and sharps.

Any adverse incidents that occur, including adverse reactions,
safeguarding, information breaches, supplying outside PGD/Specification,
must be reported to Somerset County Council Lead Commissioner within
48 hours (see 10.1 for contact details). The relevant GP should be notified
of any adverse reactions that occur.

The pharmacy contractor is required to report any patient safety incidents
in line with the Clinical Governance Approved Particulars for pharmacies

PAYMENT AND RECORD KEEPING

The use of PharmOutcomes will be a requirement of provision of service
to maintain an auditable record and financial claim of service provision.
PharmOutcomes will be used by SCC to monitor activity of the service
delivery, and also to reimburse the provider.

PharmOutcomes should be updated at the time of vaccination and must
be updated within 72 hours of service provision.

Pharmacies will be paid £12 (inclusive of administration, VAT, vaccine and
other costs) per vaccination given.

There will be two payments:







9.5

10.0

10.1

1. December 2018 for vaccinations given from 1% October 2018 to 30™
November 2018,

2. March 2019 for vaccinations given from 1% December 2018 to 28™
February 2019.

Pharmacists will be requested to input information on PharmOutcomes
regarding the place of work and job role of the member of staff receiving
the vaccination.

CONTACT INFORMATION

For further information, please contact the Lead Commissioner for this
service using the details below:

Alison Bell, Consultant in Public Health
Public Health, Somerset County Council

AZBell@somerset.gov.uk





mailto:AZBell@somerset.gov.uk
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