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Contents of the ITT
This invitation to tender (ITT) comprises those sections and documents listed above.
Introduction to Leicestershire County Council
Leicestershire County Council (“the Council”) is conducting the procurement using the open procedure in accordance with the requirements of the Public Contracts Regulations 2015 (SI 2015/102) (PCR 2015) for the purpose of procuring the [supplies/services/works] described in the Specification Requirements (Schedule 2 of this document).
This ITT contains information about the procurement process, the Requirements, suitability assessment questions, and evaluation questions for Tenderers to complete. Each Tenderer's response (Tender) should be detailed enough to allow the Council to make an informed selection of the most appropriate solution.
The Council provides a wide range of services to over 600,000 local people. The main centres of population in the county are market towns, but the population is split between a few small urban areas, extensive suburban areas and a range of rural settlements.  The county includes the towns of Loughborough and Melton Mowbray to the north, Market Harborough to the south east, Hinckley to the south west and Coalville and Ashby-de-la Zouch in the west of the county.
Services are delivered by six departments that work together to provide the following services to local people:
Adults & Communities:  Delivers social services, home care, protects adults, provides carer support, rehabilitation, supported housing, community meals, libraries, museums and heritage services including the record office.
Chief Executive:  has responsibility for councillors and council meetings, community safety, planning, trading standards, legal services and registration services.
Children & Families: encompasses education (including special needs), child protection responsibilities, youth activities, youth justice, teenage pregnancy, adoption and fostering.
Corporate Resources:  Provides support functions such as property services, human resources, ICT, procurement, finance and pension services, communications and public relations.  It also delivers the County Park Service in Leicestershire.
Environment & Transport:  Delivers construction and maintenance of roads and road safety, recycling/waste sites and associated campaigns, public transport including community transport, environment requirements and initiatives, footpaths and public right of way.
Public Health: Commission a variety of services that improve the health of the population in line with public health responsibilities and the priorities of the health and wellbeing strategy.
Scope of the Project
Leicestershire County Council to undertake a procurement process to identify and appoint a number of service providers to provide Public Health community based services.
Contract term and Lots
The framework commenced on 01 April 2017 for a fixed term of 1 year, with an option to extend 2 further periods of 1 year, taking the maximum term to 3 years.  
The framework agreement includes an annual “refresh” which allows the Councils to reopen the framework to new applicants on the anniversary of the commencement date with successful providers joining the framework from 01 April 2018 for the remainder of the fixed term plus any subsequent extensions.
Any subsequent extension to the framework will be agreed between the Councils and the Suppliers.  





The Requirements have been divided into the following Lots:

	Lot Number and Description 

	Lot 1 
CBS17-18(01)
	Provision of an Alcohol Related Reduction Scheme 

	Lot 3
CBS17-18(03)
	Provision of intrauterine device (IUD), intrauterine system (IUS) and sub-dermal implants (SDI) for contraceptive purposes Fitting and Removal Service

	Lot 4
CBS17-18(04)
	Provision of Smoking Cessation Pharmacotherapy

	Lot 5
CBS17-18(05)
	Provision of Emergency Hormonal Contraception (EHC) to women under 25 years of age



Purpose and scope of this ITT
This ITT:
Asks Tenderers to submit their Tenders in accordance with the instructions set out in the remainder of this ITT.
Sets out the overall timetable and process for the procurement to Tenderers.
Provides Tenderers with sufficient information to enable them to submit a compliant Tender (including providing templates where relevant).
Sets out the suitability assessment/selection criteria, Award Criteria and the Tender Evaluation Model that will be used to evaluate the Tenders.
Explains the administrative arrangements for the receipt of Tenders.
In submitting a response to this ITT, Tenderers do so on the conditions set out in this ITT.  In the event of any breach of those conditions the Council shall be entitled to terminate any arrangement (e.g. Contract) as a result of such Tender and claim damages accordingly.
[bookmark: a283267]Use of Contract by third parties
Other public sector bodies and local authorities within the geographical boundaries of Leicestershire and Rutland may join the Contract at a later date.
[bookmark: a817202]Communications and Clarifications
All requests for clarifications (whether in relation to this ITT, the Requirement, or the procurement process) should be submitted as soon as possible using the “Messaging” facility on the www.eastmidstenders.org procurement portal.  Any questions relating to the operation of the portal itself should be submitted to Due North using the contact details as below:
The Due North Technical Support Team:
You should email ProContractSuppliers@proactis.com for all support issues. This will auto-log a support ticket in the new PROACTIS Supplier Support Helpdesk. http://proactis.kayako.com/default 
On logging a ticket, if you have not already logged one before, you will be issued with a registration email that will give you instructions to allow you to log in, log, review and update your own tickets.
In emergency situations you can contact the Supplier Support Service Desk on +44 (0)330 005 0352 this should be by exception and not as a rule and you should already have logged a support ticket prior to your call.
For the avoidance of doubt, the Council is not obliged to accept any changes proposed by a Tenderer in any clarification.
The Council will respond to all reasonable clarifications as soon as possible through publishing the Tenderers' questions and the Council's response to them on the e-tendering portal (Clarifications Log). If a Tenderer wishes the Council to treat a clarification as confidential and not issue the response to all Tenderers, it must state this when submitting the clarification. If, in the opinion of the Council, the clarification is not confidential, the Council will inform the Tenderer and it will have an opportunity to withdraw it. If the clarification is not withdrawn, the response will be issued to all Tenderers.
Please note that any correspondence issued to you from the Council, via the portal, will be sent to the person who is the named registered person on the portal for your organisation.  If your organisation has registered multiple contacts, communication will be directed to the person who expressed an interest in this specific contract on behalf of your organisation.  Tenderers are advised to make sure that this named registered person shares correspondence with all colleagues who are participating in this procurement.  The Council is not responsible if the named registered person does not share information and/or documents supplied to them via the portal.
[bookmark: _GoBack]The deadline for receipt of clarifications relating to the Requirements or this ITT is 12 Noon, 12 February 2018.
If a Tenderer no longer wishes to participate in the procurement then they should “Opt Out” on the portal.  Under no circumstances should Tenderers pass on this ITT or any other document supplied by the Council to third parties.
The Council reserves the right (but is not obliged) to seek clarification of any aspect of a Tenderer's Tender during the evaluation phase where necessary for the purposes of carrying out a fair evaluation. Tenderers are asked to respond to such requests promptly. Vague or ambiguous answers are likely to score poorly or render the Tender non-compliant.
[bookmark: a257729][bookmark: _Toc427837679][bookmark: _Toc468451793]TENDER TIMETABLE
Key dates
This procurement will follow a clear, structured and transparent process to ensure a fair and level playing field is maintained at all times, and that all Tenderers are treated equally.
The key dates for this procurement (Timetable) are currently anticipated to be as follows:

	Event
	Date

	Deadline for receipt of clarifications 
	12th February 2018 12:00 Noon

	Target date for responses to clarifications
	14th February 2018

	Deadline for receipt of Tenders (Deadline)
	19th February 2018 12:00 Noon

	Evaluation of Tenders
	19th February – 9th March 2018

	Notification of intention to award contract
	12th March 2018

	"Standstill" period
	12th March Midnight to 22nd March 2018

	Confirm contract award
	22nd  March 2018

	Target service commencement date
	1 April 2018



The above are indicative timescales (with the exception of the deadlines in bold) and may be subject to change at the absolute discretion of the Council. For the avoidance of any doubt the Council does reserve the right at its absolute discretion to extend the date for the receipt of clarification questions from Tenderers and/or the date for receipt of Tenders.  Any changes to the procurement Timetable shall be notified to all Tenderers as soon as practicable.
Deadline for receipt of Tenders
Responses to this ITT must arrive at the address and in the manner prescribed under paragraph 3.1 no later than the Deadline.
Any Tender received after the Deadline shall not be opened or considered. The Council may, however, at its own absolute discretion extend the Deadline and in such circumstances the Council will notify all Tenderers of any change.
Contract award
The Council is seeking to award Contracts to the most economically advantageous Tender(s).
For the avoidance of any doubt, the Council reserves the right not to award a Contract or Contracts for the whole or any part of the Requirements or in respect of any or all Lots.
Upon conclusion of the evaluation of Tenders, the Tenderer(s) that the Council proposes should be awarded a Contract will be advised accordingly via the portal (intention to award letter).  Award at this stage will be provisional and subject to the expiry of the standstill period of not less than ten calendar days and the Tenderer submitting the required supporting evidence for the suitability assessment section of this ITT to the satisfaction of the Council and all supporting evidence that supports statements by the successful Tenderer. 
Failure to provide supporting evidence and/or a failure of such supporting evidence to support the representations/self-certifications made will result in the Tender being disqualified.

Where a successful tenderer is disqualified pursuant to the preceding paragraph then the Council reserves the right at its absolute discretion to award the Contract to the next highest scoring tenderer.  Where this second highest scoring tenderer is similarly disqualified then the right reserved in this paragraph applies to the third highest ranking tenderer and so on.
Tenderers whom it is proposed should not be awarded a Contract will also be advised of this in writing via the portal.  This correspondence will detail the identity and relative advantages and characteristics of the successful Tender as compared with the addressee's Tender.
Once the conditions set out in the intention to award letter have been met and the standstill period has expired, a confirmation of award letter will be issued to successful Tenderer(s) formally accepting their Tender).
Successful Tenderer(s) will be required to enter into a formal Contract with the Council in the form attached to this ITT.  Unless and until a formal Contract is prepared, executed and completed, the Tender together with the Council’s written acceptance shall constitute a binding contract between the parties on the terms set out in the Contract.
[bookmark: a268968][bookmark: _Toc427837680][bookmark: _Toc468451794]TENDER COMPLETION INFORMATION
[bookmark: a71839]Formalities
In submitting a Tender in response to this ITT, Tenderers do so on the conditions set out in this ITT.  In the event of any breach of these conditions the Council shall be entitled to terminate any Contract as a result of such a Tender and to claim damages accordingly.
All documents comprising the Tender must be completed and uploaded to the East Mids Tenders portal (www.eastmidstenders.org) by the Deadline.
It is the Tenderer’s responsibility to ensure that their Tender is complete, prepared and submitted in accordance with the instructions and requirements contained within this ITT and signed and dated where required.  The Council is not obliged to consider a Tender which is incomplete or not prepared or submitted in accordance with this ITT.  Where a Tender is not submitted in accordance with this ITT then the Council reserves the right to disqualify a Tenderer in these circumstances.  Tenderers will not be permitted to add to or change their Tender once it has been submitted.
Tenders shall remain open for acceptance for a period of 90 days from the date for receipt set out above 19 February 2018.
In order to submit your ITT, you are required to upload it onto the portal and ensure you click to ‘submit response’, prior to the closing date and time. 
Completed ITT submissions must be uploaded by 19 February 2018 (12:00 Midday).  
Any amendments to the Deadline will be communicated through the portal.  ITTs submitted after the designated time and date will be rejected. The following requirements must be adhered to when submitting Tenders:
The pages of the Tender documents must be numbered sequentially as "Page [x] of [xx]" and include the date and title of the document on each page of the main body. 
Any additional pre-existing material which is necessary to support the Tender should be included as schedules with cross-references to this material in the main body of the Tender. Cross-references to this ITT should also be included in the Tender whenever this is relevant.
Where documents are embedded within other documents, Tenderers must upload separate copies of the embedded documents.
The Tender must be in English and drafted in accordance with the drafting guidance set out in this ITT.
A table of contents must be provided.
The Tender must be fully cross-referenced.
A list of supporting material must be supplied. Acceptable formats include MS Word, MS Excel, MS PowerPoint, JPEGs and PDF files.
The Tender must be clear, concise and complete. Tenderers should submit only such information as is necessary to respond effectively to this ITT. Tenders will be evaluated on the basis of information submitted by the Deadline.
The Tenderer must upload a duly executed Form of Tender (Schedule 6).] Where the Tenderer is a company, the Form of Tender must be signed by a duly authorised representative of that company. Where the Tenderer is a consortium, the Tender must be signed by the lead authorised representative of the consortium, which organisation shall be responsible for the performance of the Contract. In the case of a partnership, all the partners should sign or, alternatively, one only may sign, in which case he must have and should state that he has authority to sign on behalf of the other partner(s). The names of all the partners should be given in full together with the trading name of the partnership. In the case of the sole trader, he should sign and give his name in full together with the name under which he is trading.


Submission of Tenders
Each Tenderer:
Must submit one Tender in respect of each Lot that the Tenderer has been invited to respond to by the Council and for which it wishes to make a bid.
· Each tender must meet the Council's minimum requirements, operate as a standalone bid and not be dependent on any other bid. That is, each Tender must be capable of being accepted by the Council in its own right.
Contract terms
The draft Contract that the Council proposes to use is attached at Schedule 1 By submitting a Tender, Tenderers are agreeing to be bound by the terms of this ITT and the Contract without further negotiation or amendment.
If the terms of the Contract render the proposals in the Tenderer's Tender unworkable, the Tenderer should submit a clarification in accordance with paragraph 1.7 and the Council will consider whether any amendment to the Contract is required. Any amendments shall be published through the Clarifications Log and shall apply to all Tenderers. Where both the amendment and the original drafting are acceptable and workable to the Council, the Council shall publish the amendment as an alternative to the original drafting. Tenderers should indicate if they prefer the amendment; otherwise the original drafting shall apply. Any amendments which are proposed, but not approved by the Council through this process, will not be acceptable and may be construed as a rejection of the terms leading to the disqualification of the Tender.
Documents forming the contract
The following documents shall form part of the Contract between the Council and the Supplier(s):

Contract and its schedules.
Specifications.
Schedules (such as service levels and relevant policies and so on).
Responses to requirements and method statement questions as completed by the Supplier.
A list of commercially sensitive information (as completed by the successful Tenderer.
Consortia and subcontractors
The Council requires all Tenderers to identify whether and which subcontracting or consortium arrangements apply in the case of their Tender, and in particular specify the share of the Contract it intends to sub-contract, the key deliverables each sub-contractor will be responsible for any proposed sub-contractors, and precisely which entity they propose to be the Supplier.
For the purposes of this ITT, the following terms apply:
Consortium arrangement. Groups of companies come together specifically for the purpose of bidding for appointment as the Supplier and envisage that they will establish a special purpose vehicle as the prime contracting party with the Council.
Subcontracting arrangement. Groups of companies come together specifically for the purpose of bidding for appointment as the Supplier, but envisage that one of their number will be the Supplier, the remaining members of that group will be subcontractors to the Supplier.
The Council recognises that arrangements in relation to sub-contracting may be subject to future change (Tenderers are directed to clause B23 of the draft contract at Schedule 1 which deals with sub-contracting).  However, Suppliers should be aware that where information provided to the Council indicates that sub-contractors are to play a significant role in delivering key contract requirements, any changes to those sub-contracting arrangements may affect the ability of the Supplier to proceed in the procurement process or to provide the Requirements.  Suppliers must notify the Council immediately of any change in the proposed sub-contractor arrangements set out in their response to this ITT.  The Council reserves the right to deselect the Supplier prior to any award of contract, based on assessment of the updated information.
If the Supplier submitting a response to this ITT is doing so as part of a proposed consortium, the following information must be provided:
· names of all consortium member;
· the lead member of the consortium who will be contractually responsible for delivery of the contract (if a separate legal entity is not being created); and
· if the consortium is not proposing to form a legal entity, full details of the proposed arrangements within a separate Appendix.
Please note that the Council may require the consortium to assume a specific legal form if awarded the contract, to the extent that a specific legal form is deemed by the Council as being necessary for the satisfactory performance of the contract.
All members of the consortium will be required to provide the information required in all sections of the response to the suitability assessment questions as part of a single composite response to the Council i.e. each member of the consortium is required to complete the form.
Where a Supplier is proposing to create a separate legal entity, such as a Special Purpose Vehicle (SPV), you should provide details of the actual or proposed percentage shareholding of the constituent members within the new legal entity in a separate Appendix.
Suppliers must notify the Council immediately of any change, or proposed changes, in relation to the bidding model following submission of their response to this ITT so that that Council can assess the change.  The Council reserves the right to deselect the Supplier prior to any award of contract, based on an assessment of the updated information. 
Warnings and disclaimers
While the information contained in this ITT is believed to be correct at the time of issue, neither the Council, nor its advisors will accept any liability for its accuracy, adequacy or completeness, nor will any express or implied warranty be given. This exclusion extends to liability in relation to any statement, opinion or conclusion contained in or any omission from, this ITT (including its appendices) and in respect of any other written or oral communication transmitted (or otherwise made available) to any Tenderer. This exclusion does not extend to any fraudulent misrepresentation made by or on behalf of the Council.
If a Tenderer proposes to enter into a Contract with the Council, it must rely on its own enquiries and on the terms and conditions set out in the Contract(s) (as and when finally executed), subject to the limitations and restrictions specified in it.
Neither the issue of this ITT, nor any of the information presented in it, should be regarded as a commitment or representation on the part of the Council (or any other person) to enter into a contractual arrangement.

[bookmark: a400850]Confidentiality and Freedom of Information
This ITT is made available on condition that its contents (including the fact that the Tenderer has received this ITT) is kept confidential by the Tenderer and is not copied, reproduced, distributed or passed to any other person at any time, except for the purpose of enabling the Tenderer to submit a Tender.  Copyright and all intellectual property rights in this ITT and any other document created by the Council as part of this procurement process vests in the Council.

As a public body, the Council is subject to the provisions of the Freedom of Information Act 2000 (FOIA) and the Environmental Information Regulations 2004 (EIR) in respect of information it holds (including third-party information). Any member of the public or other interested party may make a request for information.
Tenderers should be aware that, in compliance with its transparency obligations, the Council routinely publishes details of its contract(s), including the contract values and the identities of its suppliers on its website without consulting the provider of that information.  Further information on the Council’s transparency obligations can be located at https://www.gov.uk/government/publications/local-government-transparency-code-2015.
Requests for information received during and/or following the procurement process shall be considered on a case-by-case basis, applying the principles of FOIA and EIR, which permit certain information to be withheld, for example where disclosure would be prejudicial to a party’s commercial interests, and in accordance with the Council’s transparency obligations. 
Therefore, Tenderers are responsible for ensuring that any confidential or commercially sensitive information has been clearly identified to the Council in the template provided at 0.  For the avoidance of doubt the decision as to what information should or should not be disclosed will be taken by the Council at its absolute discretion.
Further information in respect of the Council’s duties under FOIA and EIR can be located at www.ico.org.uk.
When providing details of contracts in answering section [6.5] of the suitability assessment questions (Technical and Professional Ability), the Supplier agrees to waive any contractual or other confidentiality rights and obligations associated with these contracts.
The Council reserves the right to contact the named customer contact in section 6.5 regarding the contracts included in section 6.5.  The named customer contact does not owe the Council any duty of care of have any legal liability, except for any deceitful or maliciously false statements of fact.
Publicity
No publicity regarding the Requirements or the award of any Contract will be permitted unless and until the Council has given express written consent to the relevant communication. For example, no statements may be made to the media regarding the nature of any Tender, its contents or any proposals relating to it without the prior written consent of the Council.
Tenderer conduct and conflicts of interest
Any attempt by Tenderers or their advisors to influence the contract award process in any way may result in the Tenderer being disqualified. Specifically, Tenderers shall not directly or indirectly at any time:
Devise or amend the content of their Tender in accordance with any agreement or arrangement with any other person, other than in good faith with a person who is a proposed partner, supplier, consortium member or provider of finance.
Enter into any agreement or arrangement with any other person as to the form or content of any other Tender, or offer to pay any sum of money or valuable consideration to any person to effect changes to the form or content of any other Tender.
Enter into any agreement or arrangement with any other person that has the effect of prohibiting or excluding that person from submitting a Tender.
Attempt to obtain information from any of the employees or agents of the Council or their advisors concerning another Tenderer or Tender.
Tenders shall be bona-fide tenders and shall not be fixed or adjusted by or under or in accordance with any agreement or arrangement with any other person.
Tenderers are responsible for ensuring that no conflicts of interest exist between the Tenderer and its advisers, and the Council and its advisors. Any Tenderer who fails to comply with this requirement may be disqualified from the procurement at the discretion of the Council.
Tenderers must not in connection with this ITT and any Contract:
· Offer any inducement, fee or reward to any member or officer of the Council;
· Do anything which would constitute a breach of the Bribery Act 2010 or give any fee or reward the receipt of which breaches section 117(2) of the Local Government Act 1972; or
· Canvass any of the persons referred to above in connection with the ITT, Requirements or Contract; or contact any member or officer of the Council or any person acting as an advisor to the Council (except as authorised by this ITT for the purpose of asking genuine questions about the process or the Contract(s)) about any aspect of the proposed Contract(s) or for soliciting information in connection therewith.
Council's rights
The Council reserves the right to:
Waive or change the requirements of this ITT from time to time without prior (or any) notice being given by the Council.
Seek clarification or additional documents in respect of a Tenderer's submission at any time.
Disqualify any Tenderer that does not submit a compliant Tender in accordance with the instructions in this ITT (which includes failure to submit required documentation).
Disqualify any Tenderer that is guilty of serious misrepresentation in relation to its Tender (including for the avoidance of doubt the responses to the suitability assessment section), expression of interest, or the tender process.
Withdraw this ITT at any time, or to re-invite Tenders on the same or any alternative basis.
Choose not to award any Contracts or Lots as a result of the current procurement process.
Make whatever changes it sees fit to the Timetable, structure or content of the procurement process.
Retain copies of all Tenders to satisfy its audit obligations and for other purposes.
Disqualify any successful Tenderer who fails to supply supporting evidence following award or supplies supporting evidence that does not support the representations of the Tenderer in this ITT (e.g. where it has self-certified compliance in the suitability assessment section).
[bookmark: a1029112][bookmark: _Toc427837681][bookmark: _Toc468451795]TENDER EVALUATION MODEL

Non Price 100% for all Lots 

Evaluation of the Award Criteria will be based on the responses to the method statements set out in Paragraph 6 of this Invitation to Tender.  Tenderers are asked to indicate the scope of their tender by indicating the lots that they wish to bid for.  The method statements are specific to each lot, therefore Tenderers are only required to complete the response document for the relevant lots.
Scores are arrived at following the application of the Evaluation Criteria set out in the evaluation stated in the table.
Tenderers are required to submit a Tender strictly in accordance with the requirements set out in this ITT, to ensure the Council has the correct information to make the evaluation. Evasive, unclear or hedged Tenders may be discounted in evaluation and may, at the Council's discretion, be taken as a rejection by the Tenderer of the terms set out in this ITT.
The Tender Evaluation Model showing the Evaluation Criteria and the maximum scores attributable to them is set out below. 
	Lot Number 
	Evaluation Criteria 

	Lot 1
	The method statements on this lot will be scored on a Pass/Fail basis, bids evaluated as acceptable will be appointed onto the framework.

	Lot 3
	The method statements on this lot will be scored on a Pass/Fail basis, bids evaluated as acceptable will be appointed onto the framework.

	Lot 4
	The method statements on this lot will be scored on a Pass/Fail basis, bids evaluated as acceptable will be appointed onto the framework.

	Lot 5
	The method statements on this lot will be scored on a Pass/Fail basis, bids evaluated as acceptable will be appointed onto the framework.



Scoring Scale
	0
	Unacceptable.  The response raises major concerns about understanding or approach which could be highly detrimental to service delivery, or could lead to service failure.

	1
	The response suggests significant shortcomings of understanding or approach likely to impact seriously adversely on service delivery.

	2
	The response suggests minor shortcomings of understanding or approach which may impact adversely on service delivery.

	3
	The response suggests a good understanding and approach, and that services are likely to be delivered satisfactorily on the whole.  Any concerns are of a minor nature.

	4
	The response suggests a good understanding and approach, and that services are likely to be delivered well.  No concerns.

	5
	The response suggests an excellent understanding of the requirement, and an approach to delivering services which will yield maximum benefit for the practice population.



Moderation of Scores

The evaluation panel will be made up of officers from Leicestershire County Council relevant team(s).  An appropriate representatives from each of these teams will separately evaluate all of the method statements submitted by tenderers’ and will subsequently meet to discuss their scores, seeking to agree a final score for each method statement separately.
Selection Questionnaire

[bookmark: _Toc415472899][bookmark: _Toc384027113]Section 1 - Supplier Information
Supplier information questions are asked for information purposes only and the responses will not be evaluated, but are mandatory.  The answers give the Council an overview of the organisation and its structure so the information will be used to verify the selection information so it is important these are completed in full.

Section 2 to 7 Selection criteria questions are of a ‘pass/fail’ nature.  A ‘fail’ for one or more of these will provide grounds for excluding the questionnaire from further consideration.  


These criteria are explained in more detail in the table below.

	Section 2
	Grounds for mandatory exclusion
	

	Question number
	Question
	Assessment

	2.1(a)
	Regulations 57(1) and (2)
The detailed grounds for mandatory exclusion of an organisation are set out on this web page, which should be referred to before completing these questions. 
Please indicate if, within the past five years you, your organisation or any other person who has powers of representation, decision or control in the organisation been convicted anywhere in the world of any of the offences within the summary below and listed on the webpage.

	
	Participation in a criminal organisation.

	Pass/Fail. If answered “Yes” then provide additional details at 2.1(b).

	
	Corruption.
	Pass/Fail. If answered “Yes” then provide additional details at 2.1(b).

	
	Fraud.
	Pass/Fail. If answered “Yes” then provide additional details at 2.1(b).

	
	Terrorist offences or offences linked to terrorist activities.
	Pass/Fail. If answered “Yes” then provide additional details at 2.1(b).

	
	Money laundering or terrorist financing.
	Pass/Fail. If answered “Yes” then provide additional details at 2.1(b).

	
	Child labour and other forms of trafficking in human beings.
	Pass/Fail. If answered “Yes” then provide additional details at 2.1(b).

	2.1(b)
	If you have answered yes to question 2.1(a), please provide further details.
Date of conviction, specify which of the grounds listed the conviction was for, and the reasons for conviction,
Identity of who has been convicted
If the relevant documentation is available electronically please provide the web address, issuing authority, precise reference of the documents.
	

	2.2
	If you have answered Yes to any of the points above have measures been taken to demonstrate the reliability of the organisation despite the existence of a relevant ground for exclusion? (Self Cleaning)

	Pass/Fail. If answered “No” by the provider then they would fail.

	2.3(a)
	Regulation 57(3)
Has it been established, for your organisation by a judicial or administrative decision having final and binding effect in accordance with the legal provisions of any part of the United Kingdom or the legal provisions of the country in which the organisation is established (if outside the UK), that the organisation is in breach of obligations related to the payment of tax or social security contributions?
	Pass/Fail. If answered “Yes” then provide additional details provided at 2.3(b).

	2.3(b)
	If you have answered yes to question 2.3(a), please provide further details. Please also confirm you have paid, or have entered into a binding arrangement with a view to paying, the outstanding sum including where applicable any accrued interest and/or fines.
The Council reserves the right to use its discretion to exclude a potential supplier where it can demonstrate by any appropriate means that the potential supplier is in breach of its obligations relating to the non-payment of taxes or social security contributions.
	Pass/Fail. If satisfactory remedy is not demonstrated in the response then the provider would fail.

	Section 3
	Grounds for discretionary exclusion

	Question number
	Question
	Assessment

	3.1
	Regulation 57 (8)
The detailed grounds for discretionary exclusion of an organisation are set out on this web page, which should be referred to before completing these questions.
Please indicate if, within the past three years, anywhere in the world any of the following situations have applied to you, your organisation or any other person who has powers of representation, decision or control in the organisation.
	

	3.1(a)
	Breach of environmental obligations?
	Pass/Fail. If answered “Yes” then provide additional details provided at 3.2.

	3.1(b)
	Breach of social obligations?  
	Pass/Fail. If answered “Yes” then provide additional details provided at 3.2.

	3.1(c)
	Breach of labour law obligations?



	Pass/Fail. If answered “Yes” then provide additional details provided at 3.2.

	3.1(d)
	Bankrupt or is the subject of insolvency or winding-up proceedings, where the organisation’s assets are being administered by a liquidator or by the court, where it is in an arrangement with creditors, where its business activities are suspended or it is in any analogous situation arising from a similar procedure under the laws and regulations of any State?
	Pass/Fail. If answered “Yes” then provide additional details provided at 3.2.

	3.1(e)
	Guilty of grave professional misconduct? 
	Pass/Fail. If answered “Yes” then provide additional details provided at 3.2.

	3.1(f)
	Entered into agreements with other economic operators aimed at distorting competition?
	Pass/Fail. If answered “Yes” then provide additional details provided at 3.2.

	3.1(g)
	Aware of any conflict of interest within the meaning of regulation 24 due to the participation in the procurement procedure?
	Pass/Fail. If answered “Yes” then provide additional details provided at 3.2.

	3.1(h)
	Been involved in the preparation of the procurement procedure?
	Pass/Fail. If answered “Yes” then provide additional details provided at 3.2.

	3.1(i)
	Shown significant or persistent deficiencies in the performance of a substantive requirement under a prior public contract, a prior contract with a contracting entity, or a prior concession contract, which led to early termination of that prior contract, damages or other comparable sanctions?
	Pass/Fail. If answered “Yes” then provide additional details provided at 3.2.

	3.1(j)


3.1(j) - (i)








3.1(j) - (ii)






3.1(j) –(iii)







3.1(j)-(iv)
	Please answer the following statements:


The organisation is guilty of serious misrepresentation in supplying the information required for the verification of the absence of grounds for exclusion or the fulfilment of the selection criteria.




The organisation has withheld such information.





 The organisation is not able to submit supporting documents required under regulation 59 of the Public Contracts Regulations 2015.




The organisation has influenced the decision-making process of the contracting authority to obtain confidential information that may confer upon the organisation undue advantages in the procurement procedure, or to negligently provide misleading information that may have a material influence on decisions concerning exclusion, selection or award.
	


Pass/Fail. If you answered “Yes” then provide additional details provided at 3.2.






Pass/Fail. If you answered “Yes” then provide additional details provided at 3.2.




Pass/Fail. If you answered “Yes” then provide additional details provided at 3.2.





Pass/Fail. If you answered “Yes” then provide additional details provided at 3.2.


	3.2
	If you have answered Yes to any of the above, explain what measures have been taken to demonstrate the reliability of the organisation despite the existence of a relevant ground for exclusion? (Self Cleaning)
	Pass/Fail. If you answered “Yes” then provide additional details provided at 3.2.


	Section 4
	Economic and Financial Standing

	Question number
	Question
	Response

	4.1
	Are you able to provide a copy of your audited accounts for the last two years, if requested?
If no, can you provide one of the following? – (answer with Y/N in the relevant box)

(a)  A statement of the turnover, Profit and Loss Account/Income Statement, Balance Sheet/Statement of Financial Position and Statement of Cash Flow for the most recent year of trading for this organisation.



(c) Alternative means of demonstrating financial status if any of the above are not available (e.g. forecast of turnover for the current year and a statement of funding provided by the owners and/or the bank, charity accruals accounts or an alternative means of demonstrating financial status).
	Pass/Fail. If “No” answered to 4.1(a), 4.1(b) and 4.1(c), 

	4.2
	Where we have specified a minimum level of economic and financial standing and/ or a minimum financial threshold within the evaluation criteria for this procurement, please self-certify by answering ‘Yes’ or ‘No’ that you meet the requirements set out.
	Pass/Fail. If answered “No”, then the supplier would fail.

	Section 5
	If you have indicated in the Questionnaire question 1.2 that you are part of a wider group, please provide further details below:

	Name of organisation
	Mandatory information.

	Relationship to the Supplier
completing these questions
	Mandatory information.

	5.1
	N/A
	

	5.2
	N/A
	

	5.3
	N/A
	

	Section 6	
	Technical and Professional Ability
	Assessment

	6.1
	N/A
	N/A

	Section 7
	Modern Slavery Act 2015: Requirements under Modern Slavery Act 2015
	Assessment

	7.1
	Are you a relevant commercial organisation as defined by section 54 ("Transparency in supply chains etc.") of the Modern Slavery Act 2015 ("the Act")?
	Pass/Fail

	7.2
	If you have answered yes to question 1 are you compliant with the annual reporting requirements contained within Section 54 of the Act 2015?
	





	Section 8
	Additional Questions

	8.1
	Insurance
	Assessment

	a.
	Please self-certify whether you already have, or can commit to obtain, prior to the commencement of the contract, the levels of insurance cover indicated below:
Y/N

· Employer’s Liability Insurance -  £5m
· Public Liability Insurance - £5m
· Medical Malpractice - £2m

Professional indemnity insurance will be accepted where medical malpractice insurance is not required by your professional body as long as it covers the services which are being tendered for and the people carrying it out.

*It is a legal requirement that all companies hold Employer’s (Compulsory) Liability Insurance of £5 million as a minimum. Please note this requirement is not applicable to Sole Traders.
	Pass/Fail. Providers that do not currently hold these levels of insurance must commit that they will hold these levels of cover for any contract awarded to their organisation, at no extra cost to the Council.  If a Supplier is unable to self-certify “Yes”) then they will fail.


Quality evaluation
The technical evaluation will be scored in accordance with the table below.
Scoring matrix for Quality criteria
	0
	Completely fails to meet required standard or does not provide a proposal.

	1
	Proposal significantly fails to meet the standards required, contains significant shortcomings or is inconsistent with other proposals.

	2
	Proposal falls short of achieving expected standard in a number of identifiable respects.

	3
	Proposal meets the required standard in most material respects, but is lacking or inconsistent in others.

	4
	Proposal meets the required standard in all material respects.

	5
	Proposal meets the required standard in all material respects and exceeds some or all of the major requirements.


[bookmark: _Toc468451796][bookmark: a940408][bookmark: _Toc427837683]SELECTION QUESTIONNAIRE

Potential Supplier Information and Exclusion Grounds: Part 1 and Part 2.
The Selection Questionnaire (SQ) is a self-declaration, made by you (the potential supplier), that you do not meet any of the grounds for exclusion. If there are grounds for exclusion, there is an opportunity to explain the background and any measures you have taken to rectify the situation (we call this self-cleaning).
A completed declaration of Part 1 and Part 2 provides a formal statement that the organisation making the declaration has not breached any of the exclusions grounds. Consequently we require all the organisations that you will rely on to meet the selection criteria to provide a completed Part 1 and Part 2. For example these could be parent companies, affiliates, associates, or essential sub-contractors, if they are relied upon to meet the selection criteria. This means that where you are joining in a group of organisations, including joint ventures and partnerships, each organisation in that group must complete one of these self-declarations. Sub-contractors that you rely on to meet the selection criteria must also complete a self-declaration (although sub-contractors that are not relied upon do not need to complete the self-declaration).  
When completed, this form is to be submitted via the portal along with the selection information requested in the procurement documentation.
Supplier Selection Questions: Part 3
If you are bidding on behalf of a group (consortium) or you intend to use sub-contractors, you should complete all of the selection questions on behalf of the consortium and/or any sub-contractors.
If the relevant documentary evidence referred to in the SQ is not provided upon request and without delay we reserve the right to amend the contract award decision and award to the next compliant bidder.
Consequences of misrepresentation
If you seriously misrepresent any factual information in filling in the SQ, and so induce the Council to enter into a contract, there may be significant consequences.  You may be excluded from the procurement procedure, and from bidding for other contracts for three years. If a contract has been entered into you may be sued for damages and the contract may be rescinded. If fraud, or fraudulent intent, can be proved, you or your responsible officers may be prosecuted and convicted of the offence of fraud by false representation, and you must be excluded from further procurements for five years.

[bookmark: h.gjdgxs]Part 1: Potential supplier Information

	Section 1
	Potential supplier information

	Question number
	Question
	Response

	1.1(a)
	Full name of the potential supplier submitting the information

	

	1.1(b) – (i)
	Registered office address (if applicable)
	

	1.1(b) – (ii)
	Registered website address (if applicable)
	

	1.1(c)
	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)
	

	1.1(d)
	Date of registration in country of origin
	

	1.1(e)
	Company registration number (if applicable)
	

	1.1(f)
	Charity registration number (if applicable)
	

	1.1(g)
	Head office DUNS number (if applicable)
	

	1.1(h)
	Registered VAT number
	

	1.1(i) - (i)
	If applicable, is your organisation registered with the appropriate professional or trade register(s) in the member state where it is established?
	Yes ☐
No  ☐
N/A ☐

	1.1(i) - (ii)
	If you responded yes to 1.1(i) - (i), please provide the relevant details, including the registration number(s).
	

	1.1(j) - (i)
	Is it a legal requirement in the state where you are established for you to possess a particular authorisation, or be a member of a particular organisation in order to provide the services specified in this procurement?
	Yes ☐
No   ☐

	1.1(j) - (ii)
	If you responded yes to 1.1(j) - (i), please provide additional details of what is required and confirmation that you have complied with this.
	

	1.1(k)
	Trading name(s) that will be used if successful in this procurement
	

	1.1(l)
	Relevant classifications (state whether you fall within one of these, and if so which one)
h)	Voluntary Community Social Enterprise (VCSE)
i)	Sheltered Workshop
j)	Public service mutual
	

	1.1(m)
	Are you a Small, Medium or Micro Enterprise (SME)?
	Yes ☐
No   ☐

	1.1(n)
	Details of Persons of Significant Control (PSC), where appropriate:   
- Name;
- Date of birth;
- Nationality;
- Country, state or part of the UK where the PSC usually lives;
- Service address;
- The date he or she became a PSC in relation to the company (for existing companies the 6 April 2016 should be used);
- Which conditions for being a PSC are met;
 	- Over 25% up to (and including) 50%,
	- More than 50% and less than 75%,
	- 75% or more.
(Please enter N/A if not applicable)
	

	1.1(o)
	Details of immediate parent company:
 - Full name of the immediate parent company
- Registered office address (if applicable)
- Registration number (if applicable)
- Head office DUNS number (if applicable)
- Head office VAT number (if applicable)
(Please enter N/A if not applicable)
	

	1.1(p)
	Details of ultimate parent company:
- Full name of the ultimate parent company
- Registered office address (if applicable)
- Registration number (if applicable)
- Head office DUNS number (if applicable)
- Head office VAT number (if applicable)
(Please enter N/A if not applicable)
	




Contact details and declaration
I declare that to the best of my knowledge the answers submitted and information contained in this document are correct and accurate.
I declare that, upon request and without delay I will provide the certificates or documentary evidence referred to in this document.
I understand that the information will be used in the selection process to assess my organisation’s suitability to be invited to participate further in this procurement.
I understand that the authority may reject this submission in its entirety if there is a failure to answer all the relevant questions fully, or if false/misleading information or content is provided in any section.
I am aware of the consequences of serious misrepresentation.



	Section 1
	Contact details and declaration

	Question Number
	Question
	Response

	1.3(a)
	Contact name
	

	1.3(b)
	Name of organisation
	

	1.3(c)
	Role in organisation
	

	1.3(d)
	Phone number
	

	1.3(e)
	E-mail address
	

	1.3(f)
	Postal address
	

	1.3(g)
	Signature (electronic is acceptable)
	

	1.3(h)
	Date
	


Part 2: Exclusion Grounds
Please answer the following questions in full. Note that every organisation that is being relied on to meet the selection must complete and submit the Part 1 and Part 2 self-declaration.

You will be excluded from the procurement process if there is evidence of convictions relating to specific criminal offences including, but not limited to, bribery, corruption, conspiracy, terrorism, fraud and money laundering, or if you have been the subject of a binding legal decision which found a breach of legal obligations to pay tax or social security obligations (except where this is disproportionate e.g. only minor amounts involved). 

	Section 2
	Grounds for mandatory exclusion
	

	Question number
	Question
	Response

	2.1(a)
	Regulations 57(1) and (2)
The detailed grounds for mandatory exclusion of an organisation are set out on this web page, which should be referred to before completing these questions. 
Please indicate if, within the past five years you, your organisation or any other person who has powers of representation, decision or control in the organisation been convicted anywhere in the world of any of the offences within the summary below and listed on the webpage.

	
	Participation in a criminal organisation.

	Yes ☐
No 􀀀
If Yes please provide details at 2.1(b)

	
	Corruption.
	Yes ☐
No 􀀀
If Yes please provide details at 2.1(b)

	
	Fraud.
	Yes ☐
No 􀀀
If Yes please provide details at 2.1(b)

	
	Terrorist offences or offences linked to terrorist activities.
	Yes ☐
No 􀀀
If Yes please provide details at 2.1(b)

	
	Money laundering or terrorist financing.
	Yes ☐
No 􀀀
If Yes please provide details at 2.1(b)

	
	Child labour and other forms of trafficking in human beings.
	Yes ☐
No 􀀀
If Yes please provide details at 2.1(b)

	2.1(b)
	If you have answered yes to question 2.1(a), please provide further details.
Date of conviction, specify which of the grounds listed the conviction was for, and the reasons for conviction,
Identity of who has been convicted
If the relevant documentation is available electronically please provide the web address, issuing authority, precise reference of the documents.

	

	2.2
	If you have answered Yes to any of the points above have measures been taken to demonstrate the reliability of the organisation despite the existence of a relevant ground for exclusion? (Self Cleaning)

	Yes ☐
No ☐

	2.3(a)
	Regulation 57(3)
Has it been established, for your organisation by a judicial or administrative decision having final and binding effect in accordance with the legal provisions of any part of the United Kingdom or the legal provisions of the country in which the organisation is established (if outside the UK), that the organisation is in breach of obligations related to the payment of tax or social security contributions?

	Yes ☐
No   ☐

	2.3(b)
	If you have answered yes to question 2.3(a), please provide further details. Please also confirm you have paid, or have entered into a binding arrangement with a view to paying, the outstanding sum including where applicable any accrued interest and/or fines.

	


3. Grounds for Discretionary Exclusion 

[bookmark: h.30j0zll]The Council may exclude any Supplier who answers ‘Yes’ in any of the following situations set out below. 

	Section 3
	Grounds for discretionary exclusion

	Question number
	Question
	Response

	3.1
	Regulation 57 (8)
The detailed grounds for discretionary exclusion of an organisation are set out on this web page, which should be referred to before completing these questions.
Please indicate if, within the past three years, anywhere in the world any of the following situations have applied to you, your organisation or any other person who has powers of representation, decision or control in the organisation.

	

	3.1(a)
	Breach of environmental obligations?
	Yes ☐
No   ☐
If yes please provide details at 3.2

	3.1(b)
	Breach of social obligations?  
	Yes ☐
No   ☐
If yes please provide details at 3.2

	3.1(c)
	Breach of labour law obligations?
	Yes ☐
No   ☐
If yes please provide details at 3.2

	3.1(d)
	Bankrupt or is the subject of insolvency or winding-up proceedings, where the organisation’s assets are being administered by a liquidator or by the court, where it is in an arrangement with creditors, where its business activities are suspended or it is in any analogous situation arising from a similar procedure under the laws and regulations of any State?

	Yes ☐
No   ☐
If yes please provide details at 3.2


	3.1(e)
	Guilty of grave professional misconduct?
	Yes ☐
No   ☐
If yes please provide details at 3.2

	3.1(f)
	Entered into agreements with other economic operators aimed at distorting competition?
	Yes ☐
No   ☐
If yes please provide details at 3.2

	3.1(g)
	Aware of any conflict of interest within the meaning of regulation 24 due to the participation in the procurement procedure?
	Yes ☐
No   ☐
If yes please provide details at 3.2

	3.1(h)
	Been involved in the preparation of the procurement procedure?
	Yes ☐
No   ☐
If yes please provide details at 3.2

	3.1(i)
	Shown significant or persistent deficiencies in the performance of a substantive requirement under a prior public contract, a prior contract with a contracting entity, or a prior concession contract, which led to early termination of that prior contract, damages or other comparable sanctions?

	Yes ☐
No   ☐
If yes please provide details at 3.2

	3.1(j)


3.1(j) - (i)








3.1(j) - (ii)





3.1(j) –(iii)






3.1(j)-(iv)
	Please answer the following statements:

The organisation is guilty of serious misrepresentation in supplying the information required for the verification of the absence of grounds for exclusion or the fulfilment of the selection criteria.


The organisation has withheld such information.




 The organisation is not able to submit supporting documents required under regulation 59 of the Public Contracts Regulations 2015.


The organisation has influenced the decision-making process of the contracting authority to obtain confidential information that may confer upon the organisation undue advantages in the procurement procedure, or to negligently provide misleading information that may have a material influence on decisions concerning exclusion, selection or award.
	


Yes ☐
No   ☐
If Yes please provide details at 3.2




Yes ☐
No   ☐
If Yes please provide details at 3.2


Yes ☐
No   ☐
If Yes please provide details at 3.2



Yes ☐
No   ☐
If Yes please provide details at 3.2

	3.2
	If you have answered Yes to any of the above, explain what measures have been taken to demonstrate the reliability of the organisation despite the existence of a relevant ground for exclusion? (Self Cleaning)

	



Conflicts of Interest

In accordance with question 3.1(g), the Council may exclude the Supplier if there is a conflict of interest which cannot be effectively remedied. The concept of a conflict of interest includes any situation where relevant staff members have, directly or indirectly, a financial, economic or other personal interest which might be perceived to compromise their impartiality and independence in the context of the procurement procedure. 

Where there is any indication that a conflict of interest exists or may arise then it is the responsibility of the Supplier to inform the Council, detailing the conflict in a separate Appendix. Provided that it has been carried out in a transparent manner, routine pre-market engagement carried out by the Council should not represent a conflict of interest for the Supplier.

‘Self-cleaning’ 
[bookmark: h.3znysh7]
Any Supplier that answers ‘Yes’ to questions 3.1 to 3.2 should provide sufficient evidence, in a separate Appendix, that provides a summary of the circumstances and any remedial action that has taken place subsequently and effectively “self cleans” the situation referred to in that question. The Supplier has to demonstrate it has taken such remedial action, to the satisfaction of the Council in each case.  

If such evidence is considered by the Council (whose decision will be final) as sufficient, the economic operator concerned shall be allowed to continue in the procurement process.

[bookmark: h.2et92p0]In order for the evidence referred to above to be sufficient, the Supplier shall, as a minimum, prove that it has;
· [bookmark: h.tyjcwt]paid or undertaken to pay compensation in respect of any damage caused by the criminal offence or misconduct;
· clarified the facts and circumstances in a comprehensive manner by actively collaborating with the investigating authorities; and
· [bookmark: h.3dy6vkm]taken concrete technical, organisational and personnel measures that are appropriate to prevent further criminal offences or misconduct.

[bookmark: h.1t3h5sf]The measures taken by the Supplier shall be evaluated taking into account the gravity and particular circumstances of the criminal offence or misconduct. Where the measures are considered by the Council to be insufficient, the Supplier shall be given a statement of the reasons for that decision.
































Part 3: Selection Questions 
  Economic and Financial Standing 

	Section 4
	Economic and Financial Standing

	Question number
	Question
	Response

	4.1
	Are you able to provide a copy of your audited accounts for the last two years, if requested?
If no, can you provide one of the following? – (answer with Y/N in the relevant box)

(a)  A statement of the turnover, Profit and Loss Account/Income Statement, Balance Sheet/Statement of Financial Position and Statement of Cash Flow for the most recent year of trading for this organisation.

(b) Alternative means of demonstrating financial status if any of the above are not available (e.g. forecast of turnover for the current year and a statement of funding provided by the owners and/or the bank, charity accruals accounts or an alternative means of demonstrating financial status).
	Yes ☐
No   ☐







Yes ☐
No   ☐








Yes ☐
No   ☐

	4.2
	Where we have specified a minimum level of economic and financial standing and/ or a minimum financial threshold within the evaluation criteria for this procurement, please self-certify by answering ‘Yes’ or ‘No’ that you meet the requirements set out.
	Yes ☐
No   ☐









	Section 5
	If you have indicated in the Selection Questionnaire question 1.2 that you are part of a wider group, please provide further details below:

	Name of organisation
	

	Relationship to the Supplier
completing these questions
	

	5.1
	Are you able to provide parent company accounts if requested to at a later stage?
	Yes ☐
No ☐

	5.2
	If yes, would the parent company be willing to provide a guarantee if necessary?
	Yes ☐
No ☐

	5.3
	If no, would you be able to obtain a guarantee elsewhere (e.g. from a bank)?
	Yes ☐
No ☐




	6.2
	Where you intend to sub-contract a proportion of the contract, please demonstrate how you have previously maintained healthy supply chains with your sub-contractor(s).

Evidence should include, but is not limited to, details of your supply chain management tracking systems to ensure performance of the contract and including prompt payment or membership of the UK Prompt Payment Code (or equivalent schemes in other countries).

	
	




	6.3
	If you cannot provide at least one example for questions 6.1, in no more than
500 words please provide an explanation for this e.g. your organisation is a new start-up or you have provided services in the past but not under a contract.

	
	




	Section 7
	Modern Slavery Act 2015: Requirements under Modern Slavery Act
2015
	

	7.1
	Are you a relevant commercial organisation as defined by section 54 ("Transparency in supply chains etc.") of the Modern Slavery Act 2015 ("the Act")?
	Yes ☐
N/A ☐

	7.2
	If you have answered yes to question 1 are you compliant with the annual reporting requirements contained within Section 54 of the Act 2015?
	Yes ☐
Please provide relevant the url …

No ☐
Please provide an explanation …



8. Additional Modules

Suppliers who self-certify that they meet the requirements for these additional modules will be required to provide evidence of this if they are successful at contract award stage. 

	Section 8
	Additional Questions

	8.1
	Insurance

	a.
	Please self-certify whether you already have, or can commit to obtain, prior to the commencement of the contract, the levels of insurance cover indicated below:
Y/N

· Employer’s (Compulsory) Liability Insurance = £5m
· Public Liability Insurance = £5m
· Medical Malpractice Insurance  = £2m
Professional indemnity insurance will be accepted where medical malpractice insurance is not required by your professional body as long as it covers the services which are being tendered for and the people carrying it out.

*It is a legal requirement that all companies hold Employer’s (Compulsory) Liability Insurance of £5 million as a minimum. Please note this requirement is not applicable to Sole Traders.






[bookmark: _Toc468451797]
EVALUATION QUESTIONS FOR COMPLETION BY TENDERERS

Tenderers are required to submit responses to the questions below for the lots that you are tendering for only.  These questions are referred to as Method Statements.
The evaluation of the responses to these questions is detailed in the Award Criteria and Evaluation Criteria section paragraph 4.1.
For all lots, tenderers that are evaluated as acceptable will be appointed to the framework. For this reason evaluation of the method statements relating to these lots will be on a pass/fail basis.

LOTS
Please indicate in the table below which lots you wish to bid for.  Tenderers may bid for [one, some or all of the lots available].

	LOT NUMBER & DESCRIPTION
	TENDERED FOR?


	LOT 1
	CBS17-18(01) - Provision of an Alcohol Related Risk Reduction Scheme
	[bookmark: Check12]|_|

	LOT 3
	CBS17-18(03) - Provision of intrauterine device (IUD), intrauterine system (IUS) and sub-dermal implants (SDI) for contraceptive purposes Fitting and Removal
	|_|

	LOT 4
	CBS17-18(04) - Provision of Smoking Cessation Pharmacotherapy
	|_|

	LOT 5
	CBS17-18(05) - Provision of Emergency Hormonal Contraception (EHC) to women under 25 years of age
	|_|





	LOT 1 – CBS17/18(01)

	Provision of an Alcohol Related Risk Reduction Scheme (GPs)

	Q1.1
	How would you identify which individuals/patients you would offer the Alcohol Related Risk Reduction Scheme to? (500 word limit)

	
	

	Q1.2
	How would you monitor the effectiveness of previously delivered interventions (eg brief advice and/or referral to specialist service)? (500 word limit)

	
	

















	
LOT 3 - CBS17-18(03)

	Fitting and removal of Intrauterine Device (IUD), Intrauterine System (IUS) and Sub-dermal Implant (SDI) for contraceptive purposes

	Q3.1
	Please define the Providers practice population for the purposes of this service.

	
	a) GP provider own registered population predominantly comprising residents of Leicestershire & Rutland.
	YES/NO

	
	b) GP practice population for other practices, predominantly comprising residents of Leicestershire & Rutland.  Please 
state practices that will be included;

Practice Name:
Practice Code:

	YES/NO

	
	c) Other


	YES/NO

	
	If Other, Please provide a description of the practice population served, including number of female fertile women in the population and the proportion of Leicestershire & Rutland residents. 

	Q3.2
	Please confirm that the health care professionals delivering the service hold membership of an approved professional body and are approved and eligible to practice in a setting that is appropriate to deliver this service.
	YES/NO

	
	Please state the healthcare profession(s) and professional bodies of the health care professionals delivering the service.


	Q3.3
	Please confirm that your organisation will offer, fit, monitor and remove IUD/S and/or SDI in compliance with the requirements of the service specification as part of a wider range of contraceptive options available to the practice population.
Please clarify the range of contraceptives offered by the Provider.

	
	a) Oral contraception                                         
	YES/NO

	
	b) Emergency Hormonal Contraception             
	YES/NO

	
	c) Injectable contraceptive
	YES/NO

	
	If Other. Please specify


	Q3.4
	Please confirm availability of adequate facilities and access to all necessary equipment including that required for basic resuscitation as detailed in the specification.
	YES/NO

	Q3.5
	Please confirm that all clinicians delivering the service(s) will be appropriately accredited and trained in compliance with the requirements of the specification.
	YES/NO

	Q3.6
	Please provide certificates to evidence that the practitioners who will be providing the IUD/S & SDI services hold FSRH or local Letters of Competence with current recertification, in accordance with the service specification.
	Certificates Included
YES/NO

	Q3.7
	Please confirm that the annual audit will be submitted within the timescales specified in the service specification for each practitioner delivering the service.
	YES/NO

	Q3.8
	Please describe how your organisation will ensure that patients receive information and counselling to support them in making the contraceptive choice most appropriate for them and where IUD/S or Implant is chosen, to optimise likelihood of retaining for at least one year.



































	
LOT 4 - CBS17/18(04) 

	Smoking Cessation Pharmacotherapy

	Q4.1
	Is trained on the National Centre for Smoking Cessation Training (NCSCT) approved Very Brief Advice module or have completed the NCSCT training and assessment programme.

	YES/NO

	
	Please state the completed training and date achieved; 


	Q4.2
	Please confirm that it is the responsibility of the pharmacist to check stock and ensure that there is adequate supply of Champix. In the case of low or no stock, the pharmacist should notify the stop smoking service

	YES/NO

	Q4.3
	Attended (or confirmed to attend) the PGD accreditation training and update meetings hosted by the Quit Ready stop smoking service and attend any future refresher meetings or update training sessions as and when required by the stop smoking service.

	YES/NO

	Q4.4
	Please confirm that Champix provision is available during all opening hours of your site(s).


	YES/NO

	Q4.5
	Please state the opening times at your site(s). 




	LOT 5 – CBS17/18(05)

	Provision of Emergency Hormonal Contraception (EHC) (Pharmacy).

	Q5.1
	a) Please confirm that your organisation agrees that the any practitioners delivering the Emergency Hormonal Contraception (EHC) service will be Healthcare Professionals holding membership of an approved professional body eligible to practice in a setting that is appropriate to deliver this service and operate in accordance with National PGD regulations and that all practitioners providing the service will be compliant with the training requirements/competencies as detailed in the service specification and will have a satisfactory current DBS check.
	YES/NO


	
	Please provide all relevant certificates to evidence that the practitioners who will be providing EHC have training in accordance with the service specification.
	Certificates included 
YES/NO

	
	b) Please state the healthcare profession(s) and professional bodies of the health care professionals delivering the services.

	Q5.2
	a) Please confirm that the EHC services are available during all opening hours of your provider site(s).
	YES/NO

	
	b) Please state the opening times at your provider site(s).


	
	c) Where availability is not possible at all opening hours then please give details of demand mapping carried out and of hours that services will be available to meet demand.

	Q5.3
	a) Please confirm that your organisation is able to deliver a minimum of 10 EHC supplies per year from the individual provider site and give evidence to support this. Where available, evidence of previous activity will be considered in relation to this criteria. 
	YES/NO

	
	b) If your organisation wishes to request approval to deliver a lower activity level then please provide information to describe the identified need in the locality aspect of the specification. 

	
Q5.4
	As part of the service delivery, please state that your organisation agrees to operate in full accordance with the relevant local Patient Group Direction for provision of EHC free of charge to women under 25 years of age.
	YES/NO

	Q5.5
	Does your organisation agree that service delivery takes place from premises within Leicestershire County Council’s and Rutland County Councils geographical boundaries.
	YES/NO

	Q5.6
	Does your organisation have a private and confidential area or consultation room in the delivery premises to deliver these services.
	YES/NO

	Q5.7
	Please confirm that the Pharmacy will actively engage with the Leicestershire & Rutland C-card condom distribution scheme. This includes promotion of the scheme and establishing your site as a distribution site as a minimum.   
	YES/NO

	Q5.8
	Please provide details of how your organisation plans to ensure delivery of a young people friendly service.

	Q5.9
	Please confirm that your organisation will nominate a clinical/practitioner lead to act as ‘sexual health service champion’ to oversee implementation of this service from the individual site. 
	YES/NO

	
	Please provide name and contact details (email address)

Name: 

Email Address: 


















[bookmark: _Toc468451798] APPENDICES AND SCHEDULES
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[bookmark: _Toc468451800]SCHEDULE 1 – CONTRACT











































[bookmark: _Toc468451801]SCHEDULE 2 – LOT SERVICE SPECIFICATIONS 

Embedded below are full service specification documents for each of the lots: 


Lot 1 - CBS17-18(01) - Provision of an Alcohol Related Risk Reduction Scheme




Lot 3 - CBS17-18(03) - Provision of intrauterine device (IUD), intrauterine system (IUS) and sub-dermal implants (SDI) for contraceptive purposes Fitting and Removal Service




Lot 4 - CBS17-18(04) - Provision of Smoking Cessation Pharmacotherapy




CBS17-18(04) Appendix a - DRAFT Veranacline PGD




Lot 5 - CBS17-18(05) - Provision of Emergency Hormonal Contraception (EHC) to women under 25 years of age







[bookmark: a145332][bookmark: _Toc427837692][bookmark: _Toc468451802]SCHEDULE 3 - COMMERCIALLY SENSITIVE INFORMATION

Commercially sensitive information
I declare that I wish the following information to be designated as commercially sensitive [and to be appended to the Contract at Schedule [NUMBER]].

	 
 
 
 



The reason(s) it is considered that this information should be exempt under FOIA is:
	 
 
 
 



The period of time for which it is considered this information should be exempt is [until award of Contract OR during the period of the contract OR for a period of [NUMBER] years until [MONTH], [YEAR]].
	 
 
 
 


 

	SIGNATURE:
	_________________________________________

	NAME (PRINT):
	_________________________________________

	POSITION:
	_________________________________________

	COMPANY:
	_________________________________________

	DATE:
	_________________________________________


[bookmark: a893025][bookmark: _Toc427837694]










	
[bookmark: _Toc468451803]SCHEDULE 4 – FORM OF TENDER

FORM OF TENDER: TENDER CERTIFICATE


	TO: LEICESTERSHIRE COUNTY COUNCIL


	DATE: [DATE]


	PROVISION OF: [TITLE OF CONTRACT]


	REFERENCE NUMBER: [OJEU CONTRACT NOTICE REFERENCE NUMBER]


	We [INSERT NAME[S]] the undersigned, having examined the ITT and all other schedules, do hereby offer to provide [NAME OF REQUIREMENTS] as specified in those documents and in accordance with the attached documentation to the Council commencing [DATE] (or such other date as the Council may direct) and continuing for the period specified in the Contract.

We declare that to the best of our knowledge the answers submitted to the suitability assessment questions are correct.  We understand that the information will be used to assess our suitability.  We have provided a full list of any Appendices used to provide additional information in response to suitability assessment questions.  We understand that the Council may reject our submission if there is a failure to answer all relevant questions fully or if the Supplier provides false/misleading information.  

We declare that there is no conflict of interest in relation to the Council’s Requirement.

If this offer is accepted, we will execute such documents in the form of the Contract within [NUMBER] days of being called on to do so.

We agree that before the Contract is prepared and executed, our Tender together with the Council’s written acceptance thereof shall constitute a binding contract between us and the Council for the provision of the Requirements (or any part of the Requirement) on the terms set out in the ITT (including the Contract) and the Council’s written acceptance.

We further agree with the Council in legally binding terms to comply with the provisions of confidentiality set out in paragraph 3.7 of the ITT.

I/We understand that the Council is not bound to accept the lowest or any Tender and that the Council may consider to accept a Tender in respect of the whole of the Requirement or in respect of each constituent and separate part or parts of the Requirement.

We further undertake and it shall be a condition of any Contract, that:

The amount of [my OR our] Tender has not been calculated by agreement or arrangement with any person other than the Council and that the amount of [my OR our] Tender has not been communicated to any person until after the closing date for the submission of Tenders and in any event not without the consent of the Council.
I/We have not canvassed and will not, before the evaluation process, canvass or solicit any member or officer, employee or agent of the Council or other contracting Council in connection with the award of the Contract and that no person employed by us has done or will do any such act.
I warrant that I have all requisite authority to sign this Tender and confirm that I have complied with all the requirements of the ITT.


	Signature
	_____________________________________________

	Name and status
	_____________________________________________

	Signature
	_____________________________________________

	Name and status
	_____________________________________________

	For and on behalf of
	[NAME OF COMPANY, PARTNERS OR CONSORTIUM]























[bookmark: _Toc468451804]SCHEDULE 5 – QUALIFICATION OF OFFER

PUBLIC HEALTH COMMUNITY BASED SERVCES 

[Start Date] TO [End Date}

[bookmark: _Toc325114210]SCHEDULE 5

[bookmark: _Toc325114211]QUALIFICATION OF OFFER



It is an essential requirement that tenderers comply in full with the Conditions of Contract as set out in this Invitation to Tender document.  Any insistence by the tenderer that a ‘qualification of offer’ shall prevail that the Council finds unacceptable may give cause to reject the tender.


Please delete A or B as appropriate:


A. I/We do not wish to make any qualification(s) of offer.


B. I/We wish to make the following qualifications of our offer.























Signed……………………………………………………Date……………………………………


Name (Print)……………………………………………………………………………………….


Tenderer’s Name………………………………………………………………………………….
image2.emf
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[bookmark: _Toc374199393]
SECTION A: THE PARTICULARS





This Contract is made on 3rd April, 2017



PARTIES



(1) Leicestershire County Council of County Hall, Glenfield, Leicestershire LE3 8RA (the Authority); and





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. In order to satisfy these obligations the Authority wishes to secure the provision of the Services and the Provider wishes to provide the Services. 



(B)	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]

[bookmark: _Toc374199394][bookmark: _Ref375160742][bookmark: _Ref375160972]

A1. 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); and

c) [bookmark: _Ref374296169]the Special Terms and Conditions (the ‘Special Conditions’) in (Section C), where any such terms have been agreed,

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



A2. [bookmark: _Toc374199395][bookmark: _Toc329003771]INTERPRETATION 



A2.1. This Contract shall be interpreted in accordance with Appendix O (Definitions and Interpretation), 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 C;

b) Section B; and

c) Section A.



A3. [bookmark: _Toc374199396]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’).



A3.2. [bookmark: _Ref374295783]The Provider shall, subject to having satisfied the Conditions Precedent where applicable, provide the Services from ….(the ‘Service Commencement Date’).



A3.3. [bookmark: _Ref374295986]This Contract shall expire automatically on ……(the ‘Expiry Date’), unless it is extended or terminated earlier in accordance with the provisions of this Contract.

A4. [bookmark: _Toc374199397]REPRESENTATIVES



A4.1. [bookmark: _Ref374296211]The person set out below is authorised from the Commencement Date to act on behalf of the Authority on all matters relating to this Contract (the ‘Authority Representative’). 



Name: Adrian Allen		

Title: Head of Service – Design & Delivery		

Contact Details: adrian.allen@leics.gov.uk 	 



A4.2. [bookmark: _Ref329696913]The person set out below is authorised from the Commencement Date to act on behalf of the Provider on all matters relating to this Contract (the ‘Provider Representative’).



Name: 

Title:		

Contact Details:	



A4.3. The Provider may replace the Provider Representative and the Authority may replace the Authority Representative at any time by giving written notice to the other Party.  



A5. [bookmark: _Ref329696275][bookmark: _Toc374199398]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 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 follows:



a) For the Authority:

Address:	Leicestershire County Council Public Health

	G58, County Hall, Glenfield

	Leicestershire, LE3 8RA

For the attention of:	Adrian Allen

Tel:	0116 3054222

	

	b)	For the Provider:                       

Address:	

		

For the attention of:	

Tel: 		



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



[bookmark: _Toc374199399]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: _Toc374199400]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



OR



Executed as a deed by affixing the common seal of the Authority in the presence of: 



								







[bookmark: _GoBack]

……………………………………..

Signature of Authorised signatory

















SIGNED for and on behalf of		Provider

the PROVIDER	

					…………………………………………………………..

				Signature



					…………………………………………………………..

				Name



					…………………………………………………………..

				Title

[bookmark: _Toc374199401]
SECTION B: GENERAL TERMS AND CONDITIONS



B1. [bookmark: _Toc220920197][bookmark: _Toc285443006][bookmark: _Toc374199402][bookmark: _Toc220920186][bookmark: _Toc285442996][bookmark: _Toc220903945][bookmark: _Toc220920190][bookmark: _Toc285442999]SERVICES



B1.1. The Provider shall provide the Services in accordance with the Service Specification(s) in Appendix A (Service Specifications), including any service limitations set out in them, and in accordance with the provisions of this Contract. 



B1.2. The Provider shall satisfy any Conditions Precedent set out in Appendix B (Conditions Precedent) prior to commencing provision of the Services.



B2. [bookmark: _Toc374199403]WITHHOLDING AND/OR DISCONTINUATION OF SERVICE 



B2.1. [bookmark: _Ref374297329]Except where required by the Law, the Provider shall not be required to provide or to continue to provide Services to any Service User:



a) who in the reasonable professional opinion of the Provider is unsuitable to receive the relevant Service, for as long as such unsuitability remains; 



b) who displays abusive, violent or threatening behaviour unacceptable to the Provider (acting reasonably and taking into account the mental health of that Service User); 



c) in that Service User’s domiciliary care setting or circumstances (as applicable) where that environment poses a level of risk to the Staff engaged in the delivery of the relevant Service that the Provider reasonably considers to be unacceptable; or



d) where expressly instructed not to do so by an emergency service provider who has authority to give such instruction, for so long as that instruction applies.



B2.2. [bookmark: _Ref374297392]If the Provider proposes not to provide or to stop providing a Service to any Service User under clause B2.1:



a) [bookmark: _Ref306694353]where reasonably possible, the Provider must explain to the Service User, taking into account any communication or language needs, the action that it is taking, when that action takes effect, and the reasons for it (confirming that explanation in writing within 2 Business Days);



b) the Provider must tell the Service User of the right to challenge the Provider’s decision through the Provider’s complaints procedure and how to do so;



c) the Provider must inform the Authority in writing without delay and wherever possible in advance of taking such action;



provided that nothing in this clause B2.2 entitles the Provider not to provide or to stop providing the Services where to do so would be contrary to the Law.



B3. [bookmark: _Toc374199404]SERVICE AND QUALITY OUTCOMES INDICATORS



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 to the recommendations arising from any audit, death, Serious Incident report or Patient Safety Incident report;



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



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



f) respond to any reports and recommendations made by Local Health Watch; and



g) comply with the Quality Outcomes Indicators set out in Appendix C (Quality Outcomes Indicators).



B4. [bookmark: _Toc374199405][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. As soon as reasonably practicable following any reasonable request from the Authority, the Provider must provide evidence to the Authority of the involvement of Service Users, Carers and Staff in the development of Services.



B4.3. [bookmark: _Ref374301476]The Provider must carry out Service User surveys (and Carer surveys) and shall carry out any other surveys reasonably required by the Authority in relation to the Services. The form (if any), frequency and method of reporting such surveys must comply with the requirements set out in Appendix D (Service User, Carer and Staff Surveys) or as otherwise agreed between the Parties in writing from time to time.



B4.4. The Provider must review and provide a written report to the Authority on the results of each survey carried out under clause B4.3 and identify any actions reasonably required to be taken by the Provider in response to the surveys.  The Provider must implement such actions as soon as practicable. If required by the Authority, the Provider must publish the outcomes and actions taken in relation to such surveys.  



B5. [bookmark: _Toc374199406]EQUITY OF ACCESS, EQUALITY AND NO DISCRIMINATION



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. As soon as reasonably practicable following any reasonable request from the Authority, the Provider must provide the Authority with a plan detailing how it will comply with its obligations under clause B5.3.



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: _Toc374199407]MANAGING ACTIVITY



B6.1. The Provider must manage Activity in accordance with any activity planning assumptions and any caseloads set out in a Service Specification and must comply with all reasonable requests of the Authority to assist it with understanding and managing the levels of Activity for the Services.



B7. [bookmark: _Toc374199408][bookmark: _Ref375158929]STAFF



B7.1. In addition to the Authority’s requirements in Appendix A and the general provisions of the terms of this Contract in relation to Staff providing the Services  the Provider shall at all times ensure that it has sufficient, suitably qualified and Staff experienced in a medical; clinical and non-clinical; management; supervisory and/or professional capacity as appropriate, to ensure that the Services are provided in all respects from the Commencement Date and at all times during the term and in accordance with the provisions of this Contract and in particular 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 and be appropriately supervised in accordance with the provisions of the applicable Service Specification;



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



d) Staff are aware of and respect the equality and human rights of colleagues and Service Users and are aware of the requirements of the Equality Act 2010



e) Carry appropriate ID; and



f) Are covered by the Provider's appropriate indemnity insurances



B7.2. If requested by the Authority, the Provider shall as soon as practicable and by no later than 20 Business Days following receipt of that request, provide the Authority with evidence of the Provider’s compliance with clause B7.1.



B7.3. The Provider must have in place systems for seeking and recording specialist professional advice and must ensure that every member of Staff involved in the provision of the Services receives:



a) proper and sufficient continuous professional and personal development, training and instruction; and



b) full and detailed appraisal (in terms of performance and on-going education and training),



each in accordance with Good Clinical Practice and the standards of any applicable relevant professional body.



B7.4. Where applicable under section 1(F)(1) of the NHS Act 2006, the Provider must co-operate with and provide support to the Local Education and Training Boards and/or Health Education England (or, where a Special Health Authority is discharging that duty by virtue of a direction under section 7, with the Special Health Authority or otherwise co-operate with the Secretary of State in the discharge of the duty under that subsection) to help them secure an effective system for the planning and delivery of education and training.



B7.5. The Provider must carry out Staff surveys in relation to the Services at intervals and in the manner set out in Appendix D (Service User, Carer and Staff Surveys) or as otherwise agreed in writing from time to time.



B7.6. The Provider shall comply with the Public Interest Disclosure Act 1998 (as if such Act applied to the Provider) and shall establish and where necessary update from time to time a procedure for its personnel encouraging personnel to report to the Provider any incidents of malpractice within the Provider or Authority.  In this context “malpractice” shall include any fraud or financial irregularity, corruption, criminal offences, failure to comply with any legal or regulatory obligation, endangering the health or safety of any individual, endangering the environment, serious misconduct or serious financial maladministration



B7.7. Subject to clause B7.8, before the Provider engages or employs any person in the provision of the Services, or in any activity related to, or connected with, the provision of the Services, the Provider must without limitation, complete:



a) the Employment Checks; and



b) such other checks as required by the DBS.



B7.8. Subject to clause B7.9, the Provider may engage a person in a Standard DBS Position or an Enhanced DBS Position (as applicable) pending the receipt of the Standard DBS Check or Enhanced DBS Check or Enhanced DBS & Barred List Check (as appropriate) with the agreement of the Authority.



B7.9. Where clause B7.8 applies, the Provider will ensure that until the Standard DBS Check or Enhanced DBS Check or Enhanced DBS & Barred List Check (as appropriate) is obtained, the following safeguards will be put in place:



a) an appropriately qualified and experienced member of Staff is appointed to supervise the new member of Staff; and



b) wherever it is possible, this supervisor is on duty at the same time as the new member of Staff, or is available to be consulted; and



c) the new member of Staff is accompanied at all times by another member of staff, preferably the appointed supervisor, whilst providing services under this Contract; and



d) any other reasonable requirement of the Authority.



B7.10. The Provider warrants that at all times for the purposes of this agreement 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 any activity comprised in the Services 



B7.11. The Provider shall immediately notify the Council of any information that it reasonably requests to enable it to be satisfied that the obligations of this clause B7 have been met.  In addition, the Provider shall:



(a)	on the engagement of any person who is or will be employed or engaged by the Provider in the provision of the Services notify the Authorised Person of this and supply a certificate that the checks required by this clause B7 have been made and that the result of each check is satisfactory; and 



(b)	thereafter the Provider warrants to the Council that it will undertake the monitoring of DBS status of staff employed by it and engaged in the delivery of the Services so that it can be satisfied that it is complying with this clause B7 (c) and it will immediately notify the Council of any change of status of the staff so engaged, removing from the Services any person who is barred or is unsuitable to work with children and/or vulnerable adults.



(c)	not employ or use the services of any person who: 



(i)	is barred from, or whose previous conduct or records indicate that they would not be suitable to carry out Regulated Activity or who may otherwise present a risk to Services users; or



(ii)	is in the reasonable opinion of the Authorised Person unsuitable to work with children or vulnerable adults



and the Provider shall comply immediately with any instruction by the Authorised Person that such a person shall cease to be engaged in or associated with the delivery of the Services. 



B7.12.	The Provider hereby grants to the Authority as a condition of this Contract an irrevocable licence for the term of this Contract to permit the Authorised Person at its sole discretion to enter without prior notice at any time all premises of the Provider that are utilised in whole or part for the delivery of the Services:



(a) to investigate any complaint or incident involving the delivery of the Services regardless of whether a Services user is funded by the Authority, another public authority or is a self-funding; and



(b) to monitor the delivery of the Services and the Provider’s performance of its obligations under this Contract



provided that the Authority will act reasonably in the exercise of its rights under this Clause B7.12



B7.13.	The Provider shall undertake checks to ensure that any potential Staff who are likely to be in a position where they are providing the Service to a Service User has a legal right and (as the case may be) the necessary permission to take up work in the United Kingdom. The Provider shall not employ or engage any Staff prior to receipt of a satisfactory check. Should the check disclose information about Staff which indicates that the person does not have a legal right and (as the case may be) the necessary permission to take up work in the United Kingdom then that person shall not be so employed or engaged in any work in or about the Services



B7.14.	Where the Authority has notified the Provider that it intends to tender or retender any of the Services, the Provider must on written request of the Authority and in any event within 20 Business Days of that request (unless otherwise agreed in writing), provide the Authority with all reasonably requested information on the Staff engaged in the provision of the relevant Services to be tendered or retendered that may be subject to TUPE.



B7.15.	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.



B7.16.	Upon expiry or termination of this Contract (such date being termed the “Transfer Date”)  for whatever reason the provisions of B7.17 and B7.18 shall have effect in respect of Transferring Employees  regardless of whether legislation shall determine that TUPE  applies:



B7.17.	The Provider shall or shall procure that all wages, salaries and other benefits of the Transferring Employees and other employees or former employees of the Consultant (who had been engaged in the provision of the Services) and all PAYE tax deductions and national insurance contributions relating thereto in respect of the employment of the Transferring Employees and such other employees or former employees of the Provider up to the Transfer Date are satisfied;



B7.18.	Without prejudice to Clause B7.17, the Provider shall:



(a) remain responsible for all the Provider employees (other than the Transferring Employees) on or after the time of expiry or termination of this Contract and shall indemnify the Authority or any new provider appointed to provide the Services against all Losses incurred by the Authority or new provider resulting from any claim whatsoever whether arising before on or after the Transfer Date by or on behalf of any of the Provider’s employees who do not constitute the Transferring Employees;



(b) in respect of those employees who constitute Transferring Employees the Provider shall indemnify the Authority or any new provider appointed by the Authority to provide the Services against all Direct Losses incurred by the Authority or new provider resulting from any claim whatsoever by or on behalf of any of the Transferring Employees in respect of the period on or before the Transfer Date (whether any such claim, attributable to the period up to and on the Transfer Date, arises before, on or after the Transfer Date)  including but not limited to any failure by the Provider to comply with its or their obligations under Regulation 10 of TUPE and/or Article 6 of the Acquired Rights Directive as if such legislation applied, even if it does not in fact apply, save to the extent that any such failure to comply arises as a result of an act or omission of the Authority or the new provider.



B7.19.	The Authority shall be entitled to assign the benefit of the indemnity in clause B17.18 to any new provider appointed by the Authority to provide services equivalent to those provided by the Provider under this Contract



B7.20.	The Provider agrees to provide the Authority with full and accurate employment information regarding the Transferring Employees and will not for a period of 6 months prior to termination or expiry of this Contract make any material changes in the numbers of Transferring Employees, their remuneration or other terms and conditions of employment without the prior agreement of the Authority, such agreement not unreasonably to be withheld.



B7.21.	In respect of those employees (if any) of another provider and who were wholly or mainly engaged in the provision of the Services immediately before the commencement of the Services by the Provider (“Outgoing Transfer Date”)  the Provider shall indemnify the Authority against all Direct Losses incurred by the Authority resulting from any claim whatsoever by these employees from the commencement of the Services (whether such claim attributable to the period before the Outgoing Transfer Date arises before on or after the Outgoing Transfer Date) arising out of or by virtue of any failure by the Provider to comply with its or their obligations under Regulation 10 of TUPE and or Article 6 of the Acquired Rights Directive save to the extent that such failure to comply arises out of an act or omission of the Authority.



B8. [bookmark: _Toc374199409][bookmark: _Ref374302323][bookmark: _Ref375157675][bookmark: _Ref375157878][bookmark: _Ref375158947]CHARGES AND PAYMENT



B8.1. Subject to any provision of this Contract to the contrary (including without limitation those relating to withholding and/or retention), in consideration for the provision of the Services in accordance with the terms of this Contract, the Authority shall pay the Provider the Charges.



B8.2. The Parties shall to the extent reasonably practicable agree the Charges in a transparent and equitable manner and the Charges shall be set out at Appendix E (Charges).



B8.3. [bookmark: _Ref374302466]The Provider shall invoice the Authority for payment of the Charges at the end of each quarter  (or such other frequency agreed between the Parties in writing) which the Authority shall pay within 30 Business Days of receipt..





B8.4. The Charges are stated exclusive of VAT, which shall be added at the prevailing rate as applicable and paid by the Authority following delivery of a valid VAT invoice.

B8.5. In its performance of this Contract the Provider shall not provide or offer to a Service User any clinical or medical services for which any charges would be payable by the Service User (other than in accordance with this Contract, the Law and/or Guidance).



B8.6. [bookmark: _Ref374302357]If a Party, acting in good faith, contests all or any part of any payment calculated in accordance with this clause B8:



a) [bookmark: _Ref288828154]the contesting Party shall within 5 Business Days notify the other Party, setting out in reasonable detail the reasons for contesting the requested payment, and in particular identifying which elements are contested and which are not contested;



b) any uncontested amount shall be paid in accordance with this Contract.



B8.7. If a Party contests a payment under clause B8.6 and the Parties have not resolved the matter within 20 Business Days of the date of notification under clause B8.6, the contesting Party may refer the matter to dispute resolution under clause B30 and following the resolution of any dispute referred to dispute resolution, where applicable the relevant party shall pay any amount agreed or determined to be payable in accordance with clause B8.3.



B8.8. [bookmark: _Ref288828171]Subject to any express provision of this Contract to the contrary each Party shall be entitled, without prejudice to any other right or remedy it has under this Contract, to receive interest at the Default Interest Rate on any payment not made from the day after the date on which payment was due up to and including the date of payment.



B8.9. Each Party may retain or set off any sums owed to the other Party which have fallen due and payable against any sum due to the other Party under this Contract or any other agreement between the Parties. 



B9. [bookmark: _Toc374199410]SERVICE IMPROVEMENTS AND BEST VALUE DUTY 



B9.1. [bookmark: _Ref374302749]The Provider must to the extent reasonably practicable co-operate with and assist the Authority in fulfilling its Best Value Duty. 



B9.2. In addition to the Provider’s obligations under clause B9.1, where reasonably requested by the Authority, the Provider at its own cost shall participate in any relevant Best Value Duty reviews and/or benchmarking exercises (including without limitation providing information for such purposes) conducted by the Authority and shall assist the Authority with the preparation of any Best Value performance plans.



B9.3. [bookmark: _Ref374302812][bookmark: _Ref329167707]During the term of this Contract at the reasonable request of the Authority, the Provider must:



a) demonstrate how it is going to secure continuous improvement in the way in which the Services are delivered having regard to a combination of economy, efficiency and effectiveness and the Parties may agree a continuous improvement plan for this purpose;



b) implement such improvements; and



c) where practicable following implementation of such improvements decrease the price to be paid by the Authority for the Services. 



B9.4. If requested by the Authority, the Provider must identify the improvements that have taken place in accordance with clause B9.3, by reference to any reasonable measurable criteria notified to the Provider by the Authority. 

 

B10. [bookmark: _Toc374199411]SAFEGUARDING CHILDREN AND VULNERABLE ADULTS



B10.1	The parties acknowledge that, where the Provider is a Regulated Activity Provider (because the nature of the Services falls within the definition of a regulated activity relating to children and/or to vulnerable adults in Part 1 and/or Part 2 of Schedule 4 of the Safeguarding Vulnerable Groups Act 2006 (as amended (“Regulated Activity”)), it shall have ultimate responsibility for the management and control of the Regulated Activity provided under this Agreement and for the purposes of the Safeguarding Vulnerable Groups Act 2006.  Regardless of whether the Provider is a Regulated Activity Provider the following provisions of this Clause B10.1 shall apply.





B10.1.1	The Provider acknowledges that it has read:



(a) the “No Secrets” Safeguarding Adults: Multi-Agency Policy and Procedures for the Prevention of Abuse of Adults in need of Safeguarding” for Leicester Leicestershire and Rutland (January 2010 edition); which is available on Leicestershire County Council’s website at http://website/index/social_services/protect_children_adults/adult_protection_procedures/safeguarding_adults_procedures.htm



(b) and the LLR  Local Safeguarding Children Board’s Procedures Manual which is available at: http://llrscb.proceduresonline.com/index.htm



(together “the Safeguarding Policies”),



The Provider further acknowledges that the Safeguarding Policies are liable to amendment in response to statutory and policy changes and hereby consents to the Authority making such amendments at its sole discretion without further consultation with or agreement by the Provider.  The Provider undertakes to maintain its own safeguarding policy, consistent with the Safeguarding Policies (as amended) and shall incorporate promptly therein all amendments to the Safeguarding Policies promulgated on the above webpage from time to time and as otherwise directed by the Authority.  The Provider shall observe and comply with the Safeguarding Policies (and any revision or replacement of them) in respect of its delivery of the Services as if they were set out below and it is agreed that the Safeguarding Policies (as amended) shall be incorporated into this agreement.  



B10.1.2 The Provider shall ensure that all individuals engaged in the provision of the Services are: 



(a) subject to a valid enhanced disclosure check undertaken through the Disclosure and Barring Service (“DBS”) including a check against the adults' barred list or the children's barred list, as appropriate; and 



(b) the Provider shall monitor the level and validity of the checks under this Clause B10.1.2(b) for each member of staff.



B10.2	The Provider warrants that at all times for the purposes of this Agreement 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 any activity comprised in the Services in accordance with the provisions of the Safeguarding Vulnerable Groups Act 2006 and any regulations made thereunder, as amended from time to time. 



B10.3	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 B10.4 have been met.  In addition, the Provider shall:



(a) on the engagement of any person who is or will be employed or engaged by the Provider in the provision of the Services; and 



(b)	on the third anniversary of the previous disclosure in respect of any such Staff



(a) keep appropriate records that are sufficiently detailed to demonstrate that the checks required by this Clause B10.4(c) have been made and that the result of each check is satisfactory or where this is not the case a satisfactory risk assessment has been undertaken. The risk assessment should be conducted before the start of the Service.



(b) To supplement re-checking arrangements the Provider’s should consider including in their contracts of employment/statement of terms that if following an individual’s appointment they are subsequently cautioned, charged, summonsed or convicted of a criminal offence then they should inform their line manager immediately. Failure to disclosure such information may lead to disciplinary action being taken. 





B10.4	The Provider shall refer information about any person carrying out the Services to the Disclosure and Barring Service 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 any Services users, children and vulnerable adults. 



B10.5	The Provider shall not employ or use the services of any person who: 



(a) is barred from, or whose previous conduct or records indicate that they would not be suitable to carry out Regulated Activity or who may otherwise present a risk to Services users; or



(b) is in the reasonable opinion of the Authorised Officer unsuitable to work with children or vulnerable adults



and the Provider shall comply immediately with any instruction by the Authorised Officer that such a person shall cease to be engaged in or associated with the delivery of the Services. 



B10.6	The Provider hereby grants to the Authority as a condition of this Agreement an irrevocable licence for the term of this Agreement to permit the Care Manager and Authorised Officer at their sole discretion to enter without prior notice at any time all premises of the Provider that are utilised in whole or part for the delivery of the Services:



(a) to investigate any complaint or incident involving the delivery of the Services, (from the police or a whistle blower) regardless of whether a Services user is funded by the Authority, or another public authority; and



(b) to monitor the delivery of the Services and the Provider’s performance of its obligations under this Agreement.



provided that the Authority will act reasonably in the exercise of its rights under this Clause B10.6



B11. [bookmark: _Toc374199412][bookmark: _Ref375158967][bookmark: _Ref375160097]INCIDENTS REQUIRING REPORTING 



B11.1. [bookmark: _Ref374302947]If the Provider is CQC registered it shall comply with the requirements and arrangements for notification of deaths and other incidents to CQC in accordance with CQC Regulations and if the Provider is not CQC registered it shall notify Serious Incidents to any Regulatory Body as applicable, in accordance with the Law.



B11.2. If the Provider gives a notification to the CQC or any other Regulatory Body under clause B11.1 which directly or indirectly concerns any Service User, the Provider must send a copy of it to the Authority within 5 Business Days or within the timescale set out in Appendix G (Incidents Requiring Reporting Procedure).



B11.3. The Parties must comply with the arrangements for reporting, investigating, implementing and sharing the Lessons Learned from Serious Incidents, Patient Safety Incidents and non-Service User safety incidents that are agreed between the Provider and the Authority and set out in Appendix G (Incidents Requiring Reporting Procedure).



B11.4. Subject to the Law, the Authority shall have complete discretion to use the information provided by the Provider under this clause B11.1 and Appendix G (Incidents Requiring Reporting Procedure).



B12. [bookmark: _Toc374199413]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: _Toc374199414][bookmark: _Ref375158987]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: _Toc374199415][bookmark: _Ref374303103][bookmark: _Ref375159005]INFORMATION



B14.1. [bookmark: _Ref374303075]The Provider must provide the Authority the information specified in Appendix H (Information Provision) to measure the quality, quantity or otherwise of the Services.



B14.2. The Provider must deliver the information required under clause B14.1 in the format, manner, frequency and timescales specified in Appendix H (Information Provision) and must ensure that the information is accurate and complete.



B14.3. If the Provider fails to comply with any of the obligations in this clause B14 and/or Appendix H (Information Provision), the Authority may (without prejudice to any other rights it may have under this Contract) exercise any consequence for failing to satisfy the relevant obligation specified in Appendix H (Information Provision).



B14.4. In addition to the information required under clause B14.1, the Authority may request from the Provider any other information it reasonably requires in relation to this Contract and the Provider must deliver such requested information in a timely manner.



B15. [bookmark: _Toc374199416]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: _Toc374199417]TRANSFER OF AND DISCHARGE FROM CARE OBLIGATIONS



B16.1. The Provider must comply with any Transfer of and Discharge from Care Protocols agreed by the Parties set out in Appendix I (Transfer of and Discharge from Care Protocols).



B17. [bookmark: _Toc374199418]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: _Toc374199419]SERVICE REVIEW



B18.1. The Provider must each quarter of this Contract deliver to the Authority a Service Quality Performance Report against the factors set out in Appendix J (Service Quality Performance Report).



B18.2. The Provider must submit each Service Quality Performance Report in the form and manner specified in Appendix J (Service Quality Performance Report).



B19. [bookmark: _Toc374199420][bookmark: _Ref374303676]REVIEW MEETINGS



B19.1. [bookmark: _Ref374303567]The Parties must review and discuss Service Quality Performance Reports and monitor performance of the Contract and consider any other matters reasonably required by either Party at Review Meetings which should be held in the form and intervals set out in Appendix K (Details of Review Meetings).



B19.2. [bookmark: _Ref374303712]Notwithstanding clause B19.1, if either the Authority or the Provider:



a) reasonably considers a circumstance constitutes an emergency or otherwise requires immediate resolution; or



b) considers that a JI Report requires consideration sooner than the next scheduled Review Meeting,



that Party may by notice require that a Review Meeting be held as soon as practicable and in any event within 5 Business Days following that notice.



B20. [bookmark: _Toc374199421]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: _Toc374199422][bookmark: _Ref374303936]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 award procedure 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: _Toc374199423][bookmark: _Ref374287346]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 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). All agreed Variations shall form an addendum to this Contract and shall be recorded in Appendix L (Agreed Variations).



B23. [bookmark: _Toc374199424][bookmark: _Ref375158766][bookmark: _Ref375159035][bookmark: _Ref375161012]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: _Toc374199425][bookmark: _Ref375159060]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 Council, 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 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: _Toc374199426]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 DPA, 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 DPA by the Authority.



B26. [bookmark: _Toc374199427]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: _Toc374199428]INSURANCE



B27.1. 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 DPA, 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 DPA by the Authority



B27.2. The Provider must at its own cost effect and maintain with a reputable insurance company the Required Insurances. The cover shall be in respect of all risks which may be incurred by the Provider, arising out of the Provider's performance of this Contract, including death or personal injury, loss of or damage to property or any other such loss. Such policies must include cover in respect of any financial loss arising from any advice given or omitted to be given by the Provider.



B27.3. The Provider must give the Authority, on request, a copy of or a broker's placement verification of the Required Insurances insurance, together with receipts or other evidence of payment of the latest premiums due under those policies. 



B27.4. 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: _Toc374199429]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 including under clause B29, 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 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: _Toc374199430][bookmark: _Ref374304507][bookmark: _Ref374304642]CONTRACT MANAGEMENT



B29.1. If the Parties have agreed a consequence in relation to the Provider failing to meet a Quality Outcomes Indicator as set out in Appendix C (Quality Outcomes Indicators) and the Provider fails to meet the Quality Outcomes Indicator, the Authority may exercise the agreed consequence immediately and without issuing a Contract Query, irrespective of any other rights the Authority may have under this clause B29.



B29.2. The provisions of this clause B29 do not affect any other rights and obligations the Parties may have under this Contract.



B29.3. Clauses B29.19, B29.23, B29.24 and B29.26 will not apply if the Provider’s failure to agree or comply with a Remedial Action Plan (as the case may be) is as a result of an act or omission or the unreasonableness of the Authority.

Contract Query



B29.4. If the Authority has a Contract Query it may issue a Contract Query Notice to the Provider.



B29.5. If the Provider has a Contract Query it may issue a Contract Query Notice to the Authority. 

Excusing Notice



B29.6. The Receiving Party may issue an Excusing Notice to the Issuing Party within 5 Business Days of the date of the Contract Query Notice.



B29.7. If the Issuing Party accepts the explanation set out in the Excusing Notice, it must withdraw the Contract Query Notice in writing within 10 Business Days following the date of the Contract Query Notice.

Contract Management Meeting



B29.8. [bookmark: _Ref375160635]Unless the Contract Query Notice has been withdrawn, the Authority and the Provider must meet to discuss the Contract Query and any related Excusing Notice within 10 Business Days following the date of the Contract Query Notice.



B29.9. At the Contract Management Meeting the Authority and the Provider must agree either:



a) that the Contract Query Notice is withdrawn; or

b) to implement an appropriate Remedial Action Plan; or

c) to conduct a Joint Investigation.



B29.10. If a Joint Investigation is to be undertaken:


a) the Authority  and the Provider must agree the terms of reference and timescale for the Joint Investigation (being no longer than 4 weeks) and the appropriate clinical and/or non-clinical representatives from each Party to participate in the Joint Investigation.


b) the Authority and the Provider may agree an Immediate Action Plan to be implemented concurrently with the Joint Investigation.



Joint Investigation


B29.11. [bookmark: _Ref375157533]On completion of a Joint Investigation, the Authority and the Provider must produce and agree a JI Report. The JI Report must include (without limitation) a recommendation to be considered at the next Review Meeting that either:


a) the Contract Query be closed; or


b) Remedial Action Plan be agreed and implemented.	


B29.12. Either the Authority or the Provider may require a Review Meeting to be held at short notice in accordance with the provisions of this Contract to consider a JI Report.

Remedial Action Plan


B29.13. [bookmark: _Ref375157645]If a Remedial Action Plan is to be implemented, the Authority and the Provider must agree the contents of the Remedial Action Plan within:


a) 5 Business Days following the Contract Management Meeting; or


b) 5 Business Days following the Review Meeting in the case of a Remedial Action Plan recommended under clause B29.11.	


B29.14. The Remedial Action Plan must set out:

a) milestones for performance to be remedied;


b) the date by which each milestone must be completed; and



c) subject to the maximum sums identified in clause B29.23, the consequences for failing to meet each milestone by the specified date.



B29.15. The Provider and the Authority must implement or meet the milestones applicable to it within the timescales set out in the Remedial Action Plan.



B29.16. The Authority and the Provider must record progress made or developments under the Remedial Action Plan in accordance with its terms. The Authority and the Provider must review and consider that progress on an ongoing basis and in any event at the next Review Meeting.



B29.17. If following implementation of a Remedial Action Plan:



a) the matters that gave rise to the relevant Contract Query Notice have been resolved, it must be noted in the next Review Meeting that the Remedial Action Plan has been completed; 



b) any matter that gave rise to the relevant Contract Query Notice remains in the reasonable opinion of the Authority or the Provider unresolved, either may issue a further Contract Query Notice in respect of that matter. 





Withholding Payment for Failure to Agree Remedial Action Plan



B29.18. If the Authority and the Provider cannot agree a Remedial Action Plan within the relevant period specified in clause B29.13, they must jointly notify the Boards of Directors of both the Provider and the Authority. 



B29.19. [bookmark: _Ref375156753]If,10 Business Days after notifying the Boards of Directors, the Authority  and the Provider still cannot agree a Remedial Action Plan, the Authority may withhold up to 2% of the monthly sums payable by it under clause B8 (Charges and Payment) for each further month the Remedial Action Plan is not agreed.



B29.20. The Authority must pay the Provider any sums withheld under clause B29.19 within 10 Business Days of receiving the Provider’s agreement to the Remedial Action Plan. Unless clause B29.25 applies, those sums are to be paid without interest.

Exception Reports


B29.21. [bookmark: _Ref375160691]If a Party breaches a Remedial Action Plan and does not remedy the breach within 5 Business Days of its occurrence, the Provider or the Authority (as the case may be) may issue a First Exception Report to that Party’s chief executive and/or Board of Directors. If the Party in breach is the Provider, the Authority may withhold payment from the Provider in accordance with clause B29.23.



B29.22. [bookmark: _Ref375158743]If following issue of the First Exception Report, the breach of the Remedial Action Plan is not rectified within the timescales indicated in the First Exception Report, the Authority or the Provider (as the case may be) may issue a Second Exception Report to:



a) the relevant Party’s chief executive and/or Board of Directors; and/or;



b) CQC or any other Regulatory Body,



in order that each of them may take whatever steps they think appropriate.



Withholding of Payment at First Exception Report for Breach of Remedial Action Plan



B29.23. [bookmark: _Ref375156786]If the Provider breaches a Remedial Action Plan:



a) the Authority may withhold, in respect of each milestone not met, up to 2% of the aggregate monthly sums payable by the Authority under clause B8 (Charges and Payment), from the date of issuing the First Exception Report and for each month the Provider’s breach continues, subject to a maximum monthly withholding of 10% of the aggregate monthly sums payable by the Authority under clause B8 (Charges and Payment) in relation to each Remedial Action Plan;



b) the Authority must pay the Provider any sums withheld under clause B29.23(a) within 10 Business Days following the Authority’s confirmation that the breach of the Remedial Action Plan has been rectified. Subject to clause B29.25, no interest will be payable on those sums.



Retention of Sums Withheld at Second Exception Report for Breach of Remedial Action Plan



B29.24. [bookmark: _Ref375156839]If the Provider is in breach of a Remedial Action Plan the Authority may, when issuing any Second Exception Report retain permanently any sums withheld under clause B29.23.



Unjustified Withholding or Retention of Payment



B29.25. [bookmark: _Ref375157744]If the Authority withholds sums under clause B29.19 or clause B29.23 or retain sums under clause B29.24, and within 20 Business Days of the date of that withholding or retention (as the case may be) the Provider produces evidence satisfactory to the Authority that the relevant sums were withheld or retained unjustifiably, the Authority must pay those sums to the Provider within 10 Business Days following the date of the Authority’s acceptance of that evidence, together with interest at the Default Interest Rate for the period for which the sums were withheld or retained. If the Authority does not accept the Provider’s evidence the Provider may refer the matter to Dispute Resolution.



Retention of Sums Withheld on Expiry or Termination of this Contract



B29.26. [bookmark: _Ref375156872]If the Provider does not agree a Remedial Action Plan: 



a) within 6 months following the expiry of the relevant time period set out in clause B29.13; or



b) before the Expiry Date or earlier termination of this Contract,



whichever is the earlier, the Authority may retain permanently any sums withheld under clause B29.19.



B29.27. If the Provider does not rectify a breach of a Remedial Action Plan before the Expiry Date or earlier termination of this Contract, the Authority may retain permanently any sums withheld under clause B29.23.



B30. [bookmark: _Toc374199431][bookmark: _Ref374302403][bookmark: _Ref375158626][bookmark: _Ref375159231][bookmark: _Ref375159992]DISPUTE RESOLUTION



B30.1. If the Parties are in Dispute, they must seek in good faith to resolve the Dispute following the process set out in Appendix M (Dispute Resolution), unless the Parties agree and set out an alternative dispute resolution process in the Special Conditions in which case the process in the Special Conditions will prevail.  



B31. [bookmark: _Ref336608314][bookmark: _Toc374199432][bookmark: _Ref374304545]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. During any suspension of a Service the Provider where applicable will implement the relevant parts of the Business Continuity Plan to ensure there is no interruption in the availability to the relevant Service.





B32. [bookmark: _Toc374199433][bookmark: _Ref374304574]TERMINATION



B32.1. [bookmark: _Ref375158866]Either Party may voluntarily terminate this Contract or any Service by giving the other Party not less than 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) the Provider is in persistent or repetitive breach of the Quality Outcomes Indicators;



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) two or more Second Exception Reports are issued to the Provider under clause B29.22 (Contract Management) within any rolling 6 month period which are not disputed by the Provider, or if disputed, are upheld under Dispute Resolution;



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 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 30 Business Days of receipt of notice from the Provider to do so.



B33. [bookmark: _Toc374199434][bookmark: _Ref375159084]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. On the expiry or termination of this Contract or termination of any Service for any reason the Authority, the Provider, and if appropriate any successor provider, will agree a Succession Plan and the Parties will comply with the provisions of the Succession Plan.



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 6 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 (Termination), 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.



B34. [bookmark: _Toc374199435]BUSINESS CONTINUITY



B34.1. [bookmark: _Ref306715246]The Provider must comply with the Civil Contingencies Act 2004 and with any applicable national and local civil contingency plans. 



B34.2. [bookmark: _Ref375160581]The Provider must, unless otherwise agreed by the Parties in writing, maintain a Business Continuity Plan and must notify the Authority as soon as reasonably practicable of its activation and in any event no later than 5 Business Days from the date of such activation.



B35. [bookmark: _Toc374199436]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: _Toc374199437][bookmark: _Ref375159112][bookmark: _Ref375159343][bookmark: _Ref375160197]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) (Access to Information) (England) Regulations 2000 as amended 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: _Toc374199438][bookmark: _Ref375158704][bookmark: _Ref375159581]DATA PROTECTION



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



B37.2. To the extent that the Provider is acting as a Data 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) put in place appropriate technical and organisational measures against any unauthorised or unlawful processing of such Personal Data, and against the accidental loss or destruction of or damage to such Personal Data having regard to the specific requirements in clause B37.3 below, the state of technical development and the level of harm that may be suffered by a Data Subject whose Personal Data is affected by such unauthorised or unlawful processing or by its loss, damage or destruction;



c) take reasonable steps to ensure the reliability of Staff who will have access to such Personal Data, and ensure that such Staff are properly trained in protecting Personal Data;



d) provide the Authority with such information as the Authority may reasonably require to satisfy itself that the Provider is complying with its obligations under the DPA;



e) promptly notify the Authority of any requests for disclosure of or access to the Personal Data;



f) Promptly notify the Authority of any breach of the security measures required to be put in place pursuant to this clause B37;



g) ensure it does not knowingly or negligently do or omit to do anything which places the Authority in breach of the Authority’s obligations under the DPA.



B37.3. [bookmark: _Ref375159534]To the extent that any Authority data is held and/or processed by the Provider, the Provider shall supply that Authority data to the Authority as requested by the Authority.



B37.4. If the Provider is a Data Controller it warrants to the Authority that it has submitted a notification to the Information Commissioner pursuant to section 18(1) of the DPA and will keep that notification up to date.



B37.5. The Provider shall comply with all relevant provisions of the DPA and do nothing which causes, or may cause, the Authority to be in breach of its obligations under the DPA.  In particular, to the extent that the Provider acts as a Data Processor in respect of any Personal Data pursuant to the Contract the Provider shall only process such Personal Data to the extent necessary to enable it to provide the Services.



B37.6. Where the Provider is required to collect any personal data on behalf of the Authority it shall ensure that it provides the data subjects from whom the personal data are collected with a fair processing notice in a form to be agreed with the Authority.



B37.7. The Provider warrants that it has appropriate technical and organisational procedures in place to protect any personal data it is processing as part of the Services against any unauthorised or unlawful processing and against any accidental disclosure, loss, destruction or damage and undertakes to maintain such measures during the course of the Contract.  The Provider shall also take all reasonable steps to ensure the suitability of its staff having access to any such Personal Data.



B37.8. Upon receipt of written notice from the Authority and at reasonable intervals the Provider shall:



	(a)	allow the Authority’s Authorised Person(s) reasonable access to any premises owned or controlled by it to enable the Authority to inspect its procedures referred to in this clause B37 



	(b)	prepare a report for the Authority detailing the technical and organisational measures it has in place to protect the Personal Data it is processing as part of the Services.



B37.9. When requested by the Authority the Provider shall at its own expense promptly assist the Authority to comply with any subject access request the Authority receives pursuant to section 7 of the DPA.



B37.10. The Provider shall not transfer any personal data it is processing as part of the Services outside the European Economic Area unless authorised in writing to do so by the Authority.



B37.11. Upon the termination of the Contract for any reason the Provider shall, unless notified otherwise by the Authority or required by law, immediately cease any processing of personal data on the Authority’s behalf and as requested by the Authority destroy or provide the Authority with a copy of that Personal Data on suitable media.



B37.12. The Provider shall promptly carry out any request from the Authority requiring it to amend, transfer or delete any personal data being processed by the Provider as part of the Services.



B37.13. The Provider indemnifies the Authority against all claims and proceedings, and all reasonable costs and expenses incurred in connection therewith, made or brought against the Authority by any person in respect of the DPA or equivalent applicable legislation which claims would not have arisen but for some act, omission, misrepresentation non-compliance or negligence on the part of the Provider or its employees, consultants, agents or sub-contractors.



B38. [bookmark: _Toc374199439][bookmark: _Ref375159135][bookmark: _Ref375159943]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 within2 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 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: _Toc374199440][bookmark: _Ref375159698]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: _Toc374199441]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 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: _Toc374199442]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: _Toc374199443]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: _Toc374199444]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: _Toc374199445]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: _Toc374199446]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: _Toc374199447]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: _Toc374199448]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: _Toc374199449]
APPENDIX A



The Provider shall provide the Services in accordance with the Service Specification(s) outlined below and attached, including any service limitations set out in them, and in accordance with the provisions of this Contract. 

















[bookmark: _Toc374199450]
APPENDIX B: CONDITIONS PRECEDENT



These are examples of some of the requirements of the Contract – if newly tendered services many of these will have been checked as part of the ITT, however we may want to ensure these have all been received as required.



1. The provider will provide the Authority with a copy of the Provider’s registration with the CQC where the Provider must be so registered under the Law



2. The provider must ensure that each of the staff is suitably qualified and experience, adequately trained and capable of providing the applicable services.



3. The provider must ensure that where applicable staff are registered with the appropriate professional regulatory body



4. The provider must ensure that it can provide clear DBS certificates for each of the staff engaged in the service



5. The Provider must create, maintain, store and retain Service User health records



6. The Provider must have a Caldicott Guardian and notify the Authority of their identity and contact details and any changes thereto.



7. The Provider must give the Authority a copy of the required insurances together with receipts or other evidence of payment of premiums



8. The Provider must maintain a Business Continuity Plan and notify the Authority as soon as reasonably practicable (within 5 days) of its activation.



9. The Provider must have in place an anti-bribery policy and associated policies as requested e.g. gifting policy.



10. The Provider shall demonstrate to the satisfaction of the Authority that the premises it is required to maintain under the Specifications are available and are in accordance with the provisions of this Agreement and all relevant regulations.



11. The Provider must provide and maintain at its own cost all equipment necessary for the supply of the services and ensure that it is fit for purpose



[bookmark: _Toc374199451]
APPENDIX C: QUALITY OUTCOMES INDICATORS

[bookmark: _Toc374199452]

The provider must comply with the requirements of the Public Health Quality Assessment Tool and will be assessed against these standards.  The assessment tool encompasses best practice approaches taking into consideration the Care Quality Commission’s Key Lines of Enquiry and incorporating elements of the ISO 9001 where appropriate. 



The rights and responsibilities of Public Health as the commissioner of services and providers are encompassed with the Public Health Services Standard Contract (clause B24 “AUDIT AND INSPECTION”). The frequency of Quality reporting for this contract will be annual. 










APPENDIX D: SERVICE USER, CARER AND STAFF SURVEYS



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.



As soon as reasonably practicable following any reasonable request from the Authority, the Provider must provide evidence to the Authority of the involvement of Service Users, Carers and Staff in the development of Services.  The standard term would be annually. 



The Provider must carry out Service User surveys (and Carer surveys) and shall carry out any other surveys reasonably required by the Authority in relation to the Services. The form (if any), frequency and method of reporting such surveys must comply with the requirements set out in the contract (Service User, Carer and Staff Surveys) or as otherwise agreed between the Parties in writing from time to time.





[bookmark: _Toc374199453]


APPENDIX E: CHARGES



Please refer to the individual Community Based Service specifications for the unit costing of each service area. 

Each Community Based Service carried out will be charged at the unit cost outlined in the specifications. Payment will be made in arrears based on the number of units provided each quarter.

To receive payment the Provider must use the following claims process. Claims for Community Based Services are made quarterly via the Leicestershire & Rutland Community Based Service Online Claims System at www.PH-CBS.org.  The claims system automatically generates an invoice which is sent with the claim and processed accordingly.

The Authority will pay sums due to the Provider by BACS to the Provider’s nominated bank account within 30 days of receipt by the Authority of a valid invoice and will issue a remittance advice to an email address notified to it by the Provider.

Any changes to service contacts or banking details are to be emailed to publichealthclaims@leics.gov.uk or posted to; 



Public Health

Leicestershire County Council

Room G58

County Hall

Glenfield

Leicestershire, LE3 8TB





[bookmark: _Toc374199454]
APPENDIX F: SAFEGUARDING POLICIES



The Provider shall adopt the Safeguarding Procedures for Children and Adults accessed via the links shown below (and any amendments thereto) and ensure that they have in place their own Safeguarding policies, procedures and processes which reflect these.



Safeguarding Children Procedure:



To access the Safeguarding Children Procedure follow the link below which takes you to the Leicester City, Leicestershire and Rutland Safeguarding Children Boards website procedures page. This procedure is in place for Leicester, Leicestershire and Rutland.



Leicester, Leicestershire and Rutland Safeguarding Children Board

http://llrscb.proceduresonline.com/index.htm



Safeguarding Adults Procedures:



To access Safeguarding Adults Procedures for Leicestershire and Rutland follow the link below which takes you to the Leicestershire and Rutland Safeguarding Adults Board website procedures page.



Leicestershire and Rutland Adults Safeguarding Board

http://lrsb.org.uk/safeguarding-adults-procedures





Below is a link to the Leicestershire County Council website pages showing their safeguarding adults procedures

http://www.leics.gov.uk/index/social_services/asc_support/asc_keeping_people_safe/asc_suspected_abuse/adult_protection_procedures/safeguarding_adults_procedures.htm








[bookmark: _Toc374199455]APPENDIX G: INCIDENTS REQUIRING REPORTING PROCEDURE



Incidents reported to CQC or other regulatory bodies should be reported to the Authority Representative via the named Contract Manager for this service within 5 days, in accordance with Clause B11 of the contract.

Dependent on the services provided, the Provider may be required to report specific incidents to the Authority on the terms above (e.g. within 5 working days) – these will be agreed by the Provider and

the Authority as required and listed in this appendix.



Making services safe for service users is fundamental to the provision of high quality care and it is essential that good quality systems and protocols are in place for staff to report when service users have, or could have been harmed.  A key component of safety and quality of service is ensuring that robust systems are in place for the reporting, management and learning from Serious Incidents so that lessons are learned and appropriate action taken to prevent future harm.  



All investigations into serious incidents should be conducted for the purposes of learning to prevent recurrence, they should be open and transparent, objective, timely and responsive, systems based, proportionate, and collaborative.  



[bookmark: _Toc374199456]Public Health are committed to the principles and approach detailed within the LLR Serious Incident Report Protocol which outlines our responsibilities in relation to serious incidents and summarises the key information and requirements for reporting and management.  
APPENDIX H: INFORMATION PROVISION



Please see each Specification for the reporting requirements for each service



Activity data for Community Based Services are submitted quarterly with the finical claim via the Leicestershire & Rutland Community Based Service Online Claims System at www.PH-CBS.org.



[bookmark: _Toc374199457]Timely and accurate provision of information is a contractual requirement and any breach will be dealt with under Clauses B28 and B29 of contract.
APPENDIX I: TRANSFER OF AND DISCHARGE FROM CARE PROTOCOLS 



Not applicable



[bookmark: _Toc374199458]
APPENDIX J: SERVICE QUALITY PERFORMANCE REPORT



The Authority will develop the service quality performance reporting requirements over the life of the contract. This will be done in consultation with the Provider.  

Services within this contract can expect to be audited in line with the Public Health Quality schedule currently in development.





[bookmark: _Toc374199459]
APPENDIX K: DETAILS OF REVIEW MEETINGS



Not applicable
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[bookmark: _Toc374199460]APPENDIX L: AGREED VARIATIONS



Not applicable

[bookmark: _Toc374199461]
APPENDIX M: DISPUTE RESOLUTION



Part 1 of Appendix M – Dispute Resolution Process



1. [bookmark: _Toc250367535][bookmark: _Toc250382174][bookmark: _Ref306611032]ESCALATED NEGOTIATION

1.1 [bookmark: _Ref306608997]Except to the extent that any injunction is sought relating to a matter arising out of clause B36 (Confidentiality), if any Dispute arises out of or in connection with this Contract, the Parties must first attempt to settle it by either of them making a written negotiation offer to the other, and during the 15 Business Days following receipt of the first such offer (the “Negotiation Period”) each of the Parties shall negotiate in good faith and be represented:

1.1.1 [bookmark: _Ref306609023]for the first 10 Business Days, by a senior person who where practicable has not had any direct day-to-day involvement in the matter that led to the Dispute and has authority to settle the Dispute; and

1.1.2 for the last 5 Business Days, by its chief executive, director, or board member who has authority to settle the Dispute,provided that no Party in Dispute where practicable shall be represented by the same individual under paragraphs 1.1.1 and 1.1.2.



2 MEDIATION

[bookmark: _Ref306610447]2.1	If the Parties are unable to settle the Dispute by negotiation, they must within 5 Business Days after the end of the Negotiation Period submit the Dispute to mediation by CEDR or other independent body or organisation agreed between the Parties and set out in Part 2 of this Appendix M.

[bookmark: _Ref306609449]2.2	The Parties will keep confidential and not use for any collateral or ulterior purpose all information, whether given orally, in writing or otherwise, arising out of or in connection with any mediation, including the fact of any settlement and its terms, save for the fact that the mediation is to take place or has taken place.

[bookmark: _Ref306609461]2.3	All information, whether oral, in writing or otherwise, arising out of or in connection with any mediation will be without prejudice, privileged and not admissible as evidence or disclosable in any current or subsequent litigation or other proceedings whatsoever.



3.	EXPERT DETERMINATION



3.1	If the Parties are unable to settle the Dispute through mediation, then either Party may give written notice to the other Party within 10 Business Days of closure of the failed mediation of its intention to refer the Dispute to expert determination. The Expert Determination Notice must include a brief statement of the issue or issues which it is desired to refer, the expertise required in the expert, and the solution sought. 



3.2	If the Parties have agreed upon the identity of an expert and the expert has confirmed in writing his readiness and willingness to embark upon the expert determination, then that person shall be appointed as the Expert.  



3.3	Where the Parties have not agreed upon an expert, or where that person has not confirmed his willingness to act, then either Party may apply to CEDR for the appointment of an expert.  The request must be in writing, accompanied by a copy of the Expert Determination Notice and the appropriate fee and must be copied simultaneously to the other Party. The other Party may make representations to CEDR regarding the expertise required in the expert. The person nominated by CEDR will be appointed as the Expert.



3.4	The Party serving the Expert Determination Notice must send to the Expert and to the other Party within 5 Business Days of the appointment of the Expert a statement of its case including a copy of the Expert Determination Notice, the Contract, details of the circumstances giving rise to the Dispute, the reasons why it is entitled to the solution sought, and the evidence upon which it relies. The statement of case must be confined to the issues raised in the Expert Determination Notice.



3.5	The Party not serving the Expert Determination Notice must reply to the Expert and the other Party within 5 Business Days of receiving the statement of case, giving details of what is agreed and what is disputed in the statement of case and the reasons why.



3.6	The Expert must produce a written decision with reasons within 30 Business Days of receipt of the statement of case referred to in paragraph 1.9, or any longer period as is agreed by the Parties after the Dispute has been referred.



3.7	The Expert will have complete discretion as to how to conduct the expert determination, and will establish the procedure and timetable.



3.8	The Parties must comply with any request or direction of the Expert in relation to the expert determination.



3.9	The Expert must decide the matters set out in the Expert Determination Notice, together with any other matters which the Parties and the Expert agree are within the scope of the expert determination. The Expert must send his decision in writing simultaneously to the Parties. Within 5 Business Days following the date of the decision the Parties must provide the Expert and each other with any requests to correct minor clerical errors or ambiguities in the decision. The Expert must correct any minor clerical errors or ambiguities at his discretion within a further 5 Business Days and send any revised decision simultaneously to the Parties.



3.10	The Parties must bear their own costs and expenses incurred in the expert determination and are jointly liable for the costs of the Expert.



3.11	The decision of the Expert is final and binding, except in the case of fraud, collusion, bias, or material breach of instructions on the part of the Expert at which point a Party will be permitted to apply to Court for an Order that:



3.11.1	the Expert reconsider his decision (either all of it or part of it); or



3.11.2	the Expert’s decision be set aside (either all of it or part of it).



3.12	If a Party does not abide by the Expert’s decision the other Party may apply to Court to enforce it.



3.13	All information, whether oral, in writing or otherwise, arising out of or in connection with the expert determination will be inadmissible as evidence in any current or subsequent litigation or other proceedings whatsoever, with the exception of any information which would in any event have been admissible or disclosable in any such proceedings.



3.14	The Expert is not liable for anything done or omitted in the discharge or purported discharge of his functions, except in the case of fraud or bad faith, collusion, bias, or material breach of instructions on the part of the Expert. 



3.15	The Expert is appointed to determine the Dispute or Disputes between the Parties and his decision may not be relied upon by third parties, to whom he shall have no duty of care. 










Part 2 of Appendix M - Nominated Mediation Body





Centre for Effective Dispute Resolution (CEDR)

International Dispute Resolution Centre
70 Fleet Street
London EC4Y 1EU
United Kingdom
Tel + 44 (0)20 7536 6060
Fax + 44 (0)20 7536 6061


Part 3 of Appendix M - Recorded Dispute Resolutions





[bookmark: _Toc374199462]
APPENDIX N: CLINICAL GOVERNANCE



Clinical Governance

A clinical governance reporting template is being developed as referenced in the core contract and will form part of the Public Health Quality Assurance & Improvement Framework.  Details of reporting expectations are to follow and will include the recording of data to provide assurance that the provider is compliant with patient safety, patient experience and clinical effectiveness as part of the overall contract requirements.  This will include commissioner lead audit activity and site visits.

[bookmark: _Toc374199463]
APPENDIX O: 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 any body, 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 any body or person concerned with the provision of the Service or care of a Service User



Authority Representative means the person identified in clause A4.1 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 Continuity Plan means the Provider’s plan referred to in Clause B34.2 (Business Continuity) relating to continuity of the Services, as agreed with the Authority and as may be amended from time to time



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 Appendix E (Charges)



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



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



Conditions Precedent means the conditions precedent, if any, to commencement of service delivery referred to in clause A3.2 and set out in Appendix B (Conditions Precedent)



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



Contract Query means: 



(i) a query on the part of the Authority in relation to the performance or non-performance by the Provider of any obligation on its part under this Contract; or



(ii) a query on the part of the Provider in relation to the performance or non-performance by the Authority of any obligation on its part under this Contract,



as appropriate



Contract Query Notice means a notice setting out in reasonable detail the nature of a Contract Query



Contract Management Meeting means a meeting of the Authority and the Provider held in accordance with clause B29.8 (Contract Management)



CQC means the Care Quality Commission



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



Data Processor has the meaning set out in the DPA



Data Subject has the meaning set out in the DPA



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



Default Interest Rate means LIBOR plus 2% per annum



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 means the Data Protection Act 1998



Employment Checks means the pre-appointment checks that are required by law and applicable guidance, including without limitation, verification of identity checks, right to work checks, registration and qualification checks, employment history and reference checks, criminal record checks and occupational health checks



Enhanced DBS & Barred List Check means an Enhanced DBS & Barred List Check (child) or Enhanced DBS & Barred List Check (adult) or Enhanced DBS & Barred List Check (child & adult) (as appropriate)



Enhanced DBS & Barred List Check (child) means a disclosure of information comprised in an Enhanced DBS Check together with information from the DBS children's barred list



Enhanced DBS & Barred List Check (adult) means a disclosure of information comprised in an Enhanced DBS Check together with information from the DBS adult's barred list



Enhanced DBS & Barred List Check (child & adult) means a disclosure of information comprised in an Enhanced DBS Check together with information from the DBS children’s and adult’s barred list



Enhanced DBS Check means a disclosure of information comprised in a Standard DBS Check together with any information held locally by police forces that it is reasonably considered might be relevant to the post applied for



Enhanced DBS Position means any position listed in the Rehabilitation of Offenders Act 1974 (Exceptions) Order 1975 (as amended), which also meets the criteria set out in the Police Act 1997 (Criminal Records) Regulations 2002 (as amended), and in relation to which an Enhanced DBS Disclosure or an Enhanced DBS & Barred List Check (as appropriate) is permitted



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



Excusing Notice means a notice setting out in reasonable detail the Receiving Party’s reasons for believing that a Contract Query is unfounded, or that the matters giving rise to the Contract Query are:



(i)	due wholly or partly to an act or omission by the Issuing Party; or



(ii)	a direct result of the Receiving Party following the instructions of the Issuing Party; or



(iii)	due to circumstances beyond the Receiving Party’s reasonable control but which do not constitute an event of Force Majeure 



Expert means the person designated to determine a Dispute by virtue of paragraphs 1.6 or 1.7 of Appendix M (Dispute Resolution)



Expert Determination Notice means a notice in writing showing an intention to refer Dispute for expert determination



Expiry Date means the date set out in clause A3.3



First Exception Report mans a report issued in accordance with clause B29.21 (Contract Management) notifying the relevant Party’s chief executive and/or Board of Directors of that Party’s breach of a Remedial Action Plan and failure to remedy that breach



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



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



Immediate Action Plan means a plan setting out immediate actions to be undertaken by the Provider to protect the safety of Services to Service Users, the public and/or Staff



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



Issuing Party means the Party which has issued a Contract Query Notice



JI Report means a report detailing the findings and outcomes of a Joint Investigation



Joint Investigation means an investigation by the Issuing party and the Receiving Party into the matters referred to in a Contract Query Notice



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



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



LIBOR means the London Interbank Offered Rate for 6 months sterling deposits in the London market



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



Negotiation Period means the period of 15 Business Days following receipt of the first offer



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



Personal Data has the meaning set out in the DPA



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



Provider Representative means the person identified in clause A4.2 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 Outcomes Indicators means the agreed key performance indicators and outcomes to be achieved as set out in Appendix C (Quality Outcomes Indicators)



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



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



Remedial Action Plan means a plan to rectify a breach of or performance failure under this Contract specifying targets and timescales within which those targets must be achieved



Required Insurances means the types of policy or policies providing levels of cover as specified in the Service Specification(s)  



Review Meeting means a meeting to be held in accordance with clause B19 (Review Meetings) or as otherwise requested in accordance with clause B19.2 (Review Meetings)



Safeguarding Policies means the Provider’s written policies for safeguarding children and adults, as amended from time to time, and as may be appended at Appendix F (Safeguarding Children and Vulnerable Adults)



Second Exception Report means a report issued in accordance with clause B29.22 (Contract Management) notifying the recipients of a breach of a Remedial Action Plan and the continuing failure to remedy that breach



Serious Incident means an incident or accident or near-miss where a patient (whether or not a Service User), member of 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 the date set out in clause A3.2.



Service Specification means each of the service specifications defined by the Authority and set out at Appendix A (Service Specifications)



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



Service Quality Performance Report means a report as described in Appendix J (Service Quality Performance Report)



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



Special Conditions has the meaning given to it in clause A1



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



Standard DBS Check means a disclosure of information which contains certain details of an individual’s convictions, cautions, reprimands or warnings recorded on police central records and includes both 'spent' and 'unspent' convictions



Standard DBS Position means any position listed in the Rehabilitation of Offenders Act 1974 (Exceptions) Order 1975 (as amended) and in relation to which a Standard DBS Check is permitted



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



Succession Plan means a plan agreed by the Parties to deal with transfer of the Services to an alternative provider following expiry or termination of this Contract as set out at Appendix N (Succession Plan)



Successor Provider means any provider to whom a member of Staff is transferred pursuant to TUPE in relation to the Services immediately on termination or expiry of this Contract



Transfer of and Discharge from Care Protocols means the protocols set out in Appendix I (Transfer and Discharge from Care Protocols)



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).


 

SECTION C

POTENTIAL ADDITIONAL CLAUSES FOR LOCAL DETERMINATION 



C1. EXTENDING THE DURATION OF CONTRACT



C1.1. The Authority may extend the term of this Contract by a further period of up to two years.  If the Authority wishes to extend this Contract, it shall give the Provider at least 3 months' written notice of such intention before the Expiry Date set out in clause A3.3 (Commencement and Duration).



C1.2. If the Authority gives such notice, the Expiry Date will be extended by the period set out in the notice. 



C2. INSURANCE



C2.1. The Provider shall at its own cost effect and maintain with a reputable insurance company a policy or policies of insurance providing the following levels of cover:



(a) public liability insurance



(b) employer's liability insurance



(c) professional indemnity insurance ensuring that all professional consultants and sub-contractors involved in the provision of the Services hold and maintain appropriate cover;



(d) product liability insurance 



C2.2. If, for whatever reason, the Provider fails to give effect to and maintain the Required Insurances, the Authority may make alternative arrangements to protect its interests and may recover the costs of such arrangements from the Provider.



C3. CONTRACT BINDING ON SUCCESSORS



C3.1. This Contract will be binding on and will be to the benefit of the Authority and Provider and their respective successors and permitted transferees and assigns.



DATA PROTECTION



C3.2. If Authority data is corrupted, lost or sufficiently degraded as a result of the Provider’s omission or negligence so as to be unusable, the Authority may:



(a) require the Provider (at the Provider’s expense) to restore or procure the restoration of such data and the Provider must do so as soon as practicable. 



(b) Itself restore or procure the restoration of such data. The Provider must reimburse the Authority for any reasonable expenses incurred in doing so.



C3.3. If at any time the Provider suspects or has reason to believe that Authority data has or may become corrupted, lost or degraded in any way for any reason, the Provider must notify the Authority immediately and inform the Authority of the remedial action the Provider proposes to take.





C4. AGENCY



C4.1. The Provider must not in any circumstances hold itself out as being the servant or agent of the Authority. The Provider must not hold itself out as being authorised to enter into any agreement on behalf of the Authority or in any way bind the Authority to the performance, variation, release or discharge of any obligation to a third party. The Provider’s staff shall not hold themselves out to be and shall not be held out by the Provider as being servants or agents of the Authority.



C5. HUMAN RIGHTS



C5.1. The Provider must not do or permit to allow anything to be done which is incompatible with the rights contained in the European Convention on Human rights and the Human Rights Act 1998. Without prejudice to the rights of the Authority under clause B25 (Indemnities), the Provider must indemnify the Authority against any loss, claims and expenditure resulting from the Provider’s breach of this clause.



C6. SCRUTINY BOARD/EXECUTIVE BOARD ASSISTANCE



C6.1. If required or reasonably requested by the Authority to do so, the Provider must throughout the period of this Contract and for a period of six (6) years after the expiry of this Contract give all reasonable assistance to the Authority’s Security Board and/or Executive Board and to any other board with a similar status, including attending the Authority’s Scrutiny and/or Executive Board in order to answer questions pertaining to this Contract.



C7. HEALTH AND SAFETY



C7.1. The Provider must promptly notify the Authority of any health and safety hazards which may arise in connection with the performance of this Contract.



C7.2. The Provider must comply with the requirements of the Health and Safety at Work Act 1974 and any other Acts, orders regulations and codes of practice relating to health and safety which may apply to the Provider’s staff and other persons working on the Provider’s Premises in the performance of this Contract.



C7.3. The Provider must on written request of the Authority and in any event within 5 Business Days of that request, provide the Authority with a copy of its health and safety policy statement (as required by the Health and Safety at Work Act 1974).







C8. DISCLOSURE AND BARRING SERVICE



C8.1. The Provider must have policies and procedures which acknowledge and provide for ongoing monitoring of the Staff, including undertaking further DBS disclosures every three years.



C8.2. The Provider must keep and must procure that the Authority is kept advised at all times of any Staff who, subsequent to their commencement of employment, receives a relevant conviction, caution, reprimand or warning or whose previous relevant convictions, cautions, reprimands or warnings become known to the Provider (or any employee of a Sub-Contractor involved in the provision of the Services). 



C9. CONFLICTS OF INTEREST



C9.1. If a Party becomes aware of any conflict of interest which is likely to have an adverse effect on the other Party’s decision whether or not to contract or continue to contract substantially on the terms of this Contract, the Party aware of the conflict must immediately declare it to the other. The other Party may then take whatever action under this Contract as it deems necessary.



C10. INTELLECTUAL PROPERTY



C10.1. Except as set out expressly in this Contract, no Party will acquire the IPR of the other Party.



C10.2. The Provider now grants the Authority a fully paid-up non-exclusive licence to use Provider IPR for the duration of this Contract for the purposes of the exercise of its functions and obtaining the full benefit of the Services, which will include the dissemination of best practice to other providers who have a contract with the Authority.



C10.3. The Authority now grants the Provider a fully paid up non-exclusive licence to use Authority IPR for the duration of this Contract for the sole purpose of providing the Services.



C10.4. In the event that the Provider or the Authority at any time devise, discover or acquire rights in any Improvement, they must promptly notify the other Party of the IPR to which that Improvement relates giving full details of the Improvement and whatever information and explanations as that Party may reasonably require to be able to use the Improvement effectively and must assign to that Party all rights and title in any such Improvement without charge.



C11. CHANGE IN CONTROL



C11.1. This clause applies to any Provider Change in Control and/or any Material Sub-Contractor Change in Control, but not to a Change in Control of a company which is a Public Company.



C11.2. The Provider must:



(a) as soon as possible on, and in any event within 5 Business Days following, a Provider Change in Control; and/or



(b) immediately on becoming aware of a Sub-contractor Change in Control,



notify the Authority of that Change in Control and submit to the Authority a completed Change in Control Notification.



C11.3. If the Provider indicates in the Change in Control Notification an intention or proposal to make any consequential changes to its operations then, to the extent that those changes require a change to the terms of this Contract in order to be effective, they will only be effective when a Variation is made in accordance with clause B22 (Variations). The Authority will not and will not be deemed by a failure to respond or comment on the Change in Control Notification to have agreed to or otherwise to have waived its rights under clause B22 (Variations) in respect of that intended or proposed change. 



C11.4. The Provider must specify in the Change in Control Notification any intention or proposal to make a consequential change to its operations which would or would be likely to have an adverse effect on the Provider’s ability to provide the Services in accordance with this Contract. If the Provider does not do so it will not be entitled to propose a Variation in respect of that for a period of 6 months following the date of that Change in Control Notification, unless the Authority agrees otherwise.



C11.5. If the Provider does not specify in the Change in Control Notification an intention or proposal to sell or otherwise dispose of any legal or beneficial interest in the Provider’s Premises as a result of or in connection with the Change in Control then, unless the Authority provides its written consent to the relevant action, the Provider must:



(a) ensure that there is no such sale or other disposal which would or would be likely to have an adverse effect on the Provider’s ability to provide the Services in accordance with this Contract; and



(b) continue providing the Services from the Provider’s Premises,



in each case for at least 12 months following the date of that Change in Control Notification. The provisions of this clause will not apply to an assignment by way of security or the grant of any other similar rights by the Provider consequent upon a financing or re-financing of the transaction resulting in Change of Control.



C11.6. The Provider must supply (and must use its reasonable endeavours to procure that the relevant Sub-contractor supplies) to the Authority, whatever further information relating to the Change in Control the Authority may, within 20 Business Days after receiving the Change in Control Notification, reasonably request.



C11.7. The Provider must use its reasonable endeavours to ensure that the terms of its contract with any Sub-contractor include a provision obliging the Sub-contractor to inform the Provider in writing on, and in any event within 5 Business Days following, a Sub-contractor Change in Control in respect of that Sub-contractor.



C11.8. If:



(a) there is a Sub-contractor Change in Control; and



(b) following consideration of the information provided to the Authority in the Change in Control Notification or under clause C14.6, the Authority reasonably concludes that, as a result of that Sub-contractor Change in Control, there is (or is likely to be) an adverse effect on the ability of the Provider and/or the Sub-contractor to provide Services in accordance with this Contract (and, in reaching that conclusion, the Authority may consider any factor, in its absolute discretion, that it considers relevant to the provision of Services),



then:



(c) the Authority may, by serving a written notice upon the Provider, require the Provider to replace the relevant Sub-contractor within 10 Business Days (or other period reasonably specified by the Authority  taking into account the interests of Service Users and the need for the continuity of Services); and



(d) the Provider must duly replace the relevant Sub-contractor within the period specified under clause C14.8.(c).



C11.9. Notwithstanding any other provision of this Contract:  



(a) a Restricted Person must not hold, and the Provider must not permit a Restricted Person to hold, at any time 5% or more of the total value of any Security in the Provider or in the Provider’s Holding Company or any of the Provider’s subsidiaries (as defined in the Companies Act 2006); and



(b) a Restricted Person must not hold, and the Provider must not permit (and must procure that a Sub-contractor must not at any time permit) a Restricted Person to hold, at any time 5% or more of the total value of any Security in a Sub-contractor or in any Holding Company or any of the subsidiaries (as defined in the Companies Act 2006) of a Sub-contractor.



C11.10. If the Provider breaches clause C14.9.(b), the Authority may by serving written notice upon the Provider, require the Provider to replace the relevant Sub-contractor within:



(a) 5 Business Days; or



(b) whatever period may be reasonably specified by the Authority (taking into account any factors which the Authority  considers relevant in its absolute discretion, including the interests of Service Users and the need for the continuity of Services), 



and the Provider must replace the relevant Sub-contractor within the period specified in that notice.



C11.11. Nothing in this clause will prevent or restrict the Provider from discussing with the Co-ordinating Commissioner a proposed Change in Control before it occurs. In those circumstances, all and any information provided to or received by the Authority in relation to that proposed Change in Control will be Confidential Information.



C11.12. Subject to the Law and to the extent reasonable the Parties must co-operate in any public announcements arising out of a Change in Control.



C11.13. For the purposes of this clause:



Change in Control means any sale or other disposal of any legal, beneficial or equitable interest in any or all of the equity share capital of a corporation (the effect of which is to confer on any person (when aggregated with any interest(s) already held or controlled) the ability to control the exercise of 50% or more of the total voting rights exercisable at general meetings of that corporation on all, or substantially all, matters), provided that a Change in Control will be deemed not to have occurred if after any such sale or disposal the same entities directly or indirectly exercise the same degree of control over the relevant corporation



Change in Control Notification means a notification in the form to be provided to the Provider by the Authority and to be completed as appropriate by the Provider



Holding Companies means has the definition given to it in section 1159 of the Companies Act 2006



Institutional Investor means an organisation whose primary purpose is to invest its own assets or those held in trust by it for others, including a bank, mutual fund, pension fund, private equity firm, venture capitalist, insurance company or investment trust



Provider Change in Control means any Change in Control of the Provider or any of its Holding Companies



Public Company means:



a company which:



(i) has shares that can be purchased by the public; and



(ii) has an authorised share capital of at least £50,000 with each of the company’s shares being paid up at least as to one quarter of the nominal value of the share and the whole of any premium on it; and



(iii) has securities listed on a stock exchange in any jurisdiction



Restricted Person means:



(i) any person, other than an Institutional Investor, who has a 	material interest in the production of tobacco products or alcoholic beverages; or



(ii) any person who the Authority  otherwise reasonably believes is inappropriate for public   policy reasons to 	have a controlling interest in the Provider or in a Sub-contractor



Security means shares, debt securities, unit trust schemes (as defined in the Financial Services and Markets Act 2000), miscellaneous warrants, certificates representing debt securities, warrants or options to subscribe or purchase securities, other securities of any description and any other type of proprietary or beneficial interest in a limited company

 

Sub-contractor Change in Control means any Change in Control of  a Sub-contractor or any of its Holding Companies.









C12. TUPE 



C12.1. If the Authority has notified the Provider that it intends to tender or retender any Services, the Provider must within 20 Business Days following written request (unless otherwise agreed in writing) provide the Authority with anonymised details of Staff engaged in the provision of the relevant Services who may be subject to TUPE. The Provider must indemnify and keep indemnified the relevant Commissioner and at the Co-ordinating Commissioner’s request, any new provider who provides any services equivalent to the Services or any of them after expiry or termination of this Contract or termination of a Service, against any Losses in respect any inaccuracy in or omission from the information provided under this clause.



C12.2. During the 3 months immediately preceding the expiry of this Contract or at any time following a notice of termination of this Contract or of any Service being given, the Provider must not and must procure that its sub-contractors do not, without the prior written consent of the Authority, in relation to any persons engaged in the provision of the Services or the relevant Service:



(a) terminate or give notice to terminate the employment of any person engaged in the provision of the Services or the relevant Service (other than for gross misconduct); 



(b) increase or reduce the total number of people employed or engaged in the provision of the Services or the relevant Service by the Provider and any sub-contractor by more than 5% (except in the ordinary course of business); 



(c) propose, make or promise to make any material change to the remuneration or other terms and conditions of employment of the individuals engaged in the provision of the Services or the relevant Service;



(d) replace or relocate any persons engaged in the provision of the Services or the relevant Service or reassign any of them to duties unconnected with the Services or the relevant Service; and/or



(e) assign or redeploy to the Services or the relevant Service any person who was not previously a member of Staff engaged in the provision of the Services or the relevant Service.  



C12.3. The Provider must indemnify and keep indemnified the Authority and, at the Authority’s request, any new provider who provides any services equivalent to the Services or any of them after expiry or termination of this Contract or any Service, against any Losses in respect of:



(a) the employment or termination of employment of any person employed or engaged in the delivery of the relevant Services by the Provider and/or any sub-contractor before the expiry or termination of this Contract or of any Service which arise from the acts or omissions of the Provider and/or any sub-contractor; 



(b) claims brought by any other person employed or engaged by the Provider and/or any sub-contractor who is found to or is alleged to transfer to the Authority or new provider under TUPE; and/or



(c) any failure by the Provider and/or any sub-contractor to comply with its obligations under TUPE in connection with any transfer to the Authority or new provider.   

	

C12.4. The Authority must use all reasonable endeavours to procure that any new provider who provides any services equivalent to the Services or the relevant Service after expiry or termination of this Contract or of any Service will indemnify and keep indemnified the Provider and/or any sub-contractor against any Losses in respect of:



(a) any failure by the new provider to comply with its obligations under TUPE in connection with any relevant transfer under TUPE to the new provider; 

  

(b) any claim by any person that any proposed or actual substantial change by the new provider to the persons' working conditions or any proposed measures of the new provider are to that person's detriment, whether that claim arises before or after the date of any relevant transfer under TUPE to the new provider on expiry or termination of this Contract or of any Service; and/or



(c) any claim by any person in relation to any breach of contract arising from any proposed measures of the new provider, whether that claim arises before or after the date of any relevant transfer under TUPE to the new provider on expiry or termination of this Contract or of any Service.
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PUBLIC HEALTH COMMUNINTY BASED SERVICES
SERVICE SPECIFICATIONS

Service Specification No: CBS18/19(01)

Service: Provision of an Alcohol Related Risk Reduction Scheme

Authority Lead: Debra Cunningham

Period: \ 1% April 2018 to 31 March 2019

Commissioners: The commissioner detailed as “The County Councils” in this
service specification and refers to Leicestershire County
Council and Rutland County Council

Leicestershire County Council, County Hall, Glenfield,
Leicester, LE3 8RA

Rutland County Council, Catmose, Oakham, Rutland, LE15
6HP

This document represents the agreement between the provider and Leicestershire County Council
and Rutland County Council for the before mentioned community based service and is an appendix to
the Contract for the Provision of Public Health Services.

The aim of the service is to provide early intervention and prevention in primary care healthcare
settings to reduce the harm caused by alcohol.

The identification via screening, and delivery of brief interventions for those individuals drinking at
increasing, and higher risk, contributes to the overarching outcome of reducing alcohol related harm
and alcohol related hospital admissions. The service will do this by;

i) Targeting the delivery of screening and brief interventions to selected populations at an
appropriate time and in an appropriate setting

ii) Reducing alcohol consumption in those drinking at increasing risk and higher risk by
providing brief advice and interventions

iii) Improving identification and referral to specialist treatment of people with alcohol
dependence and people who have not responded to brief interventions.

The National Institute for Health and Clinical Excellence (NICE) has produced guidance and
recommendations for the early identification of alcohol use disorders and based on evidence of
effectiveness, including cost effectiveness, recommends screening and brief advice interventions.

The National Institute for Health and Clinical Excellence (NICE) (2009) estimated that screening for,
and giving brief advice on alcohol problems could save the NHS and social care services more than
£124.3million in care and treatment over a 30 year period.

The Health Profile for Leicestershire 2012 estimates that 23% of adults are drinking at an increasing
or high risk level. This equates to approximately 123,000 adults (16+) in Leicestershire. (LCC Director
of Public Health Annual Report 2013)






2. Service Scope

The Alcohol Risk Reduction service forms part of a wider substance misuse early intervention and
treatment system. The Alcohol Risk Reduction service is targeted at those individuals attending
primary healthcare services who may be drinking at levels causing harm. The service will identify
those drinking at increasing risk and higher risk using a validated screening tool, in this case AUDIT-
C, and provide brief advice and where appropriate referral into a specialist treatment service. If there
are any concerns regarding eligibility (for example women who are or planning to become pregnant,
young people under 18) seek advice from the specialist treatment service.

The service is available to individuals aged 16 and above who are normally resident within
Leicestershire County or Rutland County.

3. Service Delivery ‘

3.1 Service eligibility

To be eligible to participate in the Alcohol Risk Reduction community based service, the contractor
must;

Provide a discreet location in which to deliver the service that provides dignity and privacy to
the individual.

o Ensure that staff delivering the service have completed the Alcohol Learning Centre, Alcohol
Identification and Brief Advice e-learning training (www.alcohollearningcentre.org.uk see
‘topics’ then IBA).Evidence may be required by commissioners.

¢ Keep an accurate electronic record of activity and interventions, to be submitted quarterly for
payment through the Public Health online CBS claim system.

e Ensure the specific record of activity and intervention is recorded in the patients lifelong
record, held by the patients GP

e Where possible agree to follow up with a second full AUDIT each individual offered brief
advice and/or referral 6 months following the initial full AUDIT for the purpose of monitoring
effectiveness and outcome of the intervention.

e Ensure that their services are properly led and supervised both clinically and managerially
3.2 Description of Service
Description of Identification and Brief Advice (IBA) —

i) Identification- completion of AUDIT-C (3 questions) will allow lower risk drinkers to be
filtered out. The full AUDIT (10 questions) should be completed where individuals score
5+ on AUDIT-C. The AUDIT score will then identify the ‘risk’ category, 0-7 Lower Risk, 8-
15 Increasing Risk, 16-19 Higher Risk, 20+ possible Dependence. This will indicate, no
intervention is required, deliver brief advice and/or referral.

ii) Brief Advice — Effective brief advice includes a number of key elements often explained
as FRAMES (Feedback, Responsibility, Advice, Menu, Empathy, Self-efficacy).

e Feedback on AUDIT score, drinking levels and guidelines
e Information on the risks and benefits of cutting down




http://www.alcohollearningcentre.org.uk/



e A menu of strategies for changing drinking behaviour

e Establishing a goal/goals

e Providing encouragement, with a non-judgemental attitude

Simply providing feedback on the AUDIT score and a leaflet will not be considered an Identification
and Brief Advice (IBA) intervention for the purpose of this agreement

iii) Referral — where an individual scores 20+ on the AUDIT this may indicate dependent drinking. In
these cases the individual should be referred to specialist treatment services (Turning Point) for brief
treatment and/or assisted withdrawal. Referral can be made to Turning Point by email;
LLreferrals@turning-point.co.uk or referral forms are available on www.wellbeing.turning-
point.co.uk/leicestershire . For more information or referral telephone 0330 303 6000

Information sharing —

The following data/information must be collected and submitted quarterly for payment;

CRITERIA

NUMBERS OF INDIVIDUALS

No. of completed AUDIT-C

No. scoring 5+ on AUDIT-C who then complete full
AUDIT

No. scoring 8+ on full AUDIT who then receive Brief
Advice intervention

No. scoring 20+ on full AUDIT referred to specialist
treatment service

PERIOD DATE WHEN SUBMISSION RECEIVED
BY LCC or RCC
Q1 April, May and June July 1% to July 15"
Q2 July, August and September October 1% to October 15™
Q3 October, November and December January 1% to January 15"
Q4 January, February and March April 1% to April 15"




mailto:LLreferrals@turning-point.co.uk

http://www.wellbeing.turning-point.co.uk/leicestershire

http://www.wellbeing.turning-point.co.uk/leicestershire



4. Quality Assurance

An annual audit and review of the service delivered will be undertaken. For this purpose the
following information/data must be collected;

Date of New/ | AUDIT- | Full Outcome | Outcome- | Outcome | Unique | Sex | Age | Ethnicity
intervention | follow | C AUDIT | No Brief Referral ID
up score score | action Advice
i) The provider is required to assess themselves against their relevant professional
standards.
i) The provider must ensure that all healthcare professionals providing the service

hold membership of the appropriate professional body

iif) Ensure staff delivering the scheme remain up to date with relevant training and
guidance

iv) The provider should have/develop electronic systems to collect and record
accurate and timely activity data.

V) The provider must provide a discreet location in which to deliver the service that
provides dignity and privacy to the individual.

Vi) Any significant variation or deviation in the quality of the service provided as
specified must be naotified in writing to the Local Authority as soon as identified,
with proposed actions to rectify.

vii) On occasion the Local Authority will undertake audits to assure the quality of the
service. Providers will be notified in advance and will be expected to agree
appropriate access.

5. Activity Plan ‘

There is no cap on the number of individuals completing the AUDIT/IBA. However, no more
than 2 payments will be made in respect of any individual in a year.

6. Contract Price and Payment Schedule ‘

Payments schedule/submission dates within main contract

Payments will not be made for completing only AUDIT-C (3 questions)

Payments will be made for completing the full AUDIT (10 questions) for individuals scoring 5+ on the
AUDIT-C.

Payments will be made for completing a Brief Advice Intervention for individuals scoring 7+ on the full
AUDIT.

Payment will not be made for referral to specialist treatment services for individuals scoring 20+ on
the full AUDIT






INTERVENTION PAYMENT FOR PATIENTS
(16+)

AUDIT-C (3 questions) No payment

Full AUDIT (AUDIT-C and 7 questions | £5.00
when AUDIT-C scores 5+)

Brief Advice Intervention (scoring 8-19 | £8.00

Referral to specialist treatment service | No payment
(score 20+)

Total max payment per patient £13.00

7. Appendices

1) Definitions

2) Pathway flow chart
3) AUDIT tool
4) Resources
APPENDIX 1
DEFINITIONS

IBA Lite — Providing feedback on the score and a patient information leaflet. This is a minimal
intervention that would be expected to be delivered by a wide range of professionals. Consists of one
session. Evidence unclear as to what extent ‘IBA Lite’ may be effective.

IBA — Identification and Brief Advice. Includes identification of level of alcohol use by completing
validated screening tool, in this case AUDIT (Alcohol Use Disorders Identification Test), and delivering
structured brief advice typically lasting 5-10 mins. Consists of one session. There is evidence that this
is effective in reducing increasing/higher risk drinking to lower risk levels.

Brief Advice — Key components of ‘brief advice’” are often explained as F.R.A.M.E.S
Feedback- on the AUDIT score and ‘risk category’ and guidelines
Responsibility- emphasising that drinking is a choice, drinkers decision
Advice- explicit information on the risks of drinking above lower risk levels and  the benefits
of cutting down.
Menu- a menu of goals or strategies to assist in cutting down
Empathy- an understanding and non-judgemental attitude is important
Self-Efficacy — instil optimism and confidence that change can be achieved

Extended Brief Advice — Better described as Brief Motivational Interviewing. Includes 20-30 minute
lifestyle counselling with Motivational Interviewing (MI) skills. Requires training in delivery of
Motivational Interviewing approaches. Usually consists of more than one session and may be of
benefit to those who have not responded to brief advice.





APPENDIX 2(a) EMIS read coding

PATIENT PATHWAY — ALCOHOL RELATED RISK REDUCTION

Screening Part 1
AUDIT -C
[3 guestions- Appendix 1)
read code 3504

MO PAYMENT
Mo Intervention
Increasing risk or Low Risk required,
Hizher risk drinking rinker 5 Congratulate B, i
SCOFE 5+ SCOre <5 drinking, reinforoe
benefitz of lower rizk
drinking
W
Screening Part 2
FULL AUDIT
Read code 3ED3
Payment £5
Dependent an?r Rick
Drinker Increasing or Higher Risk drinking Drinker
Srore 20+ Score B-19 Score 0-7
W
Brief Intervention
Deliver brief advice
L using “How much i "
Encourage referral too much” Too Mo intervention required.
to Specialist Payment £8 Congratulate & reinforce
Treatment Services Mew patient £3.63 benefits of lower risk
Read code BHKG [£2.37 DES payment} drinking
Read code Skl =






APPENDIX 2(a) SystmOne read coding

Screening Part 1
AUDIT-C
(3 guestions- Appendix 1)
Read code Xahdwh

Increasing risk or
Higher risk drinking
SCOrE S5+

h

Screening Part 2
FULL AUDIT
Read code MahwE

Payment £5

Dependent
Drinker
SCore 204

h

PATIENT PATHWAY — ALCOHOL RELATED RISK REDUCTION

MNO PAYMEMNT
Mo Intervention
Low Rizk required.
Drinker o Congratulate &, if
SCore <5 drinking, reinforce
benefitz of kower rick
drinking
Lower Risk
Increasing or Higher Risk drinking Drinker
Score B-19 score 0-7
W

Encourage referral
to Specialist
Treatment Services
Read code NalORR

Brief Intervention
Deefiver brief advice
u=ing “How much =
ton mvech™ Too
Payment £8
Mew patient £5.63

|£2.37 DES payment)
Read code XaPPv

¥

Mo intervention reguired.
Congratulate & reinforoe
benefit: of lower rizk
drinking






APPENDIX 2 (b)

PATIENT PATHWAY — ALCOHOL RELATED RISK REDUCTION

Srreening Part 1
AUDIT —-C
[3 guestions)
MO PAYMEMNT
i Mo Intervention
Increasing Risk or Low Risk required,
Higher Risk drinking Drinker »  Congratulste &, if
SC0re 5+ SCore <5 drinking, reinforoe
benefitz of lower rizk
drinking
W
SCreening Part 2
FULL AUDIT
Payment £5
Lower Risk
Dependent orink
rinker Increasing or Higher Risk drinking TinKEr
c " SCore 0-7
Score 20+ Score E-1%
W
Brief Intervention
Delfiver simple brief
W advice using “How L
much is ton much” B . _
Encourage referral - Mo intervention required.
to Specialist Too Congratulate B reinforce
Treatment Services Payment £8 benefits of lower risk
drinking






APPENDIX 3

This is one unit of alcohol...

Half pint of
regular beer,

1 single 1 small 1 single
1 small glass E measure glass of measure
lager or cider of wine of spirits sherry of aperitifs

...and each of these is more than one unit

==} 55
2 4
440ml 440mi

; Can of Premium f
Pint of Regular Pint of Premium SNeopop of Can of Super

. can/bottle of Lager Strength Glass of Wine
Beer/Lager/Cider gegr| ager/Cider o

Regular Lager or Strong Beer Lager (175ml)

AUDIT-C

Scoring system

Questions
0 1 2 3
2-4 2-3
How often do you have a drink N Monthly ~ times times
- ever
containing alcohol? or less per per

month week

How many units of alcohol do you drink

on a typical day when you are drinking? L od &= 7=8)

How often have you had 6 or more units Less
if female, or 8 or more if male, on a Never than Monthly Weekly
single occasion in the last year? monthly

Scoring:

A total of 5+ indicates increasing or higher risk drinking.
An overall total score of 5 or above is AUDIT-C positive.

Bottle of
Wine

4

4+
times

per
week

10+

Daily
or
almost
daily

Your
score






Score from AUDIT- C (other side)

Remaining AUDIT questions

Questions

How often during the last year have you
found that you were not able to stop
drinking once you had started?

How often during the last year have you
failed to do what was normally expected
from you because of your drinking?

How often during the last year have you
needed an alcoholic drink in the morning
to get yourself going after a heavy
drinking session?

How often during the last year have you
had a feeling of guilt or remorse after
drinking?

How often during the last year have you
been unable to remember what
happened the night before because you
had been drinking?

Have you or somebody else been
injured as a result of your drinking?

Has a relative or friend, doctor or other
health worker been concerned about
your drinking or suggested that you cut
down?

Never

Never

Never

Never

Never

No

No

Scoring: 0 — 7 Lower risk, 8 — 15 Increasing risk,
16 — 19 Higher risk, 20+ Possible dependence

Scoring system

1

Less
than
monthly

Less
than
monthly

Less
than
monthly

Less
than
monthly

Less
than
monthly

2

Monthly

Monthly

Monthly

Monthly

Monthly

Yes,
but not
in the
last
year
Yes,
but not
in the
last
year

TOTAL Score equals

AUDIT C Score (above) +
Score of remaining questions

Weekly

Weekly

Weekly

Weekly

Weekly

Your
score

4

Daily
or
almost
daily
Daily
or
almost
daily
Daily
or
almost
daily
Daily
or
almost
daily
Daily
or
almost
daily
Yes,
during
the
last
year
Yes,
during
the
last

year






APPENDIX 4

Appendix 4-NICE
AUDIT[1]. pdf

8. Referrals and Further resources

1. Turning Point Leicester + Leicestershire — 0330 303 6000

To refer individuals scoring 20+, and/or people requesting further support who live in
Leicestershire or Rutland. Either ring email or complete referral on line.
LLreferrals@turning-point.co.uk
www.wellbeing.turning-point.co.uk/leicestershire

2. Further Resources -

Website resources www.alcohollearningcentre.org.uk
www.nhs.uk/Change4Life
www.drinkaware.co.uk




mailto:LLreferrals@turning-point.co.uk

http://www.wellbeing.turning-point.co.uk/leicestershire

http://www.alcohollearningcentre.org.uk/

http://www.nhs.uk/Change4Life

http://www.drinkaware.co.uk/
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PUBLIC HEALTH COMMUNINTY BASED SERVICES

Service Specification No:

Service:

Authority Lead:

Period:

Commissioner:

SERVICE SPECIFICATIONS

CBS18-19(03)

Provision of intrauterine device (IUD), intrauterine system
(IUS) and sub-dermal implants (SDI) Fitting and Removal
Service for contraceptive purposes and gynaecological (hon-
contraceptive) purposes including management of menorrhagia
and hormone replacement therapy (HRT).

Janet Hutchins

1% April 2018 to 31° March 2019

The commissioner detailed as “The County Councils” in this
service specification and refers to Leicestershire County
Council and Rutland County Council

Leicestershire County Council, County Hall, Glenfield,
Leicester, LE3 8RA

Rutland County Council, Catmose, Oakham, Rutland, LE15
6HP

This document represents the agreement between the provider and Leicestershire County Council
and Rutland County Council for the before mentioned community based service and is an appendix to
the Contract for the Provision of Public Health Services.

2. Contract Price and Payment Methods

2.1 The provider will be funded for this service, based on the evidence of competency
completion, service aims and criteria, on a cost per case basis.

2.2 Payment will be at the rate of:

SDI

Fitting £40
Removal £35
Device Claim £80
IUD

Fitting £81.31
Post-fitting review £21.69
IUS

Fitting £81.31
Post-fitting review £21.69

2.3 Payment for the service will be based on the submission of activity at the end of each
quarter and will be paid at the end of the following month after quarter end. Claims
submitted for IUS services must categorise the reason for fitting. i.e. contraceptive
purposes OR gynaecological purposes, such as menorrhagia OR both contraceptive






and gynaecological purposes.

2.4 If the provider wishes to purchase the implant device in bulk, claims can be made for
the cost of individual devices as they are fitted via the current quarterly Community
Based Services claim form. Alternatively Providers can obtain devices for patients
via the prescribing route, in which case a claim for the device will not be necessary.
All lUD and IUS devices will be obtained via the prescribing route. The cost of
prescribed devices will be reimbursed by the Local Authority under arrangements
with the relevant Clinical Commissioning Group.

2.5 If a practice is unable to provide the service according to the criteria set out below,
patients at the practice should have the opportunity to receive his service from an
alternative provider locally, e.g. Interpractice referrals across Federations. Providers
wishing to provide the service for other practice populations in this way should,
together with the referring practice, seek written permission from the Local Authority.
This would entitle the approved Provider to the payment associated with this
Community Based Service. See 3.2 below.

3. Service Delivery

3.1 This document represents the agreement between the Local Authority and the
Provider for:

a) the provision, monitoring, fitting and removal of intrauterine devices (IUDs), intrauterine
systems (IUSs) and/or sub-dermal implants (SDIs) to a practice population as part of a wider
range of contraceptive options provided,

and

b) the provision, review and subsequent removal, of Levonorgestrel Intrauterine System
(LNG-IUS) for gynaecological (non-contraceptive) purposes including management of
menorrhagia and hormone replacement therapy (HRT) commissioned on behalf of the Clinical
Commissioning Group (CCG). Ongoing management of gynaecological issues which will not
be included in this agreement. (The element of care covered by this specification in relation to
use of LNG-IUS for management of gynaecological conditions such as menorrhagia is
detailed in Appendix D.)

3.2 This service will be provided by the Provider for all registered patients only, unless
otherwise agreed by the Local Authorities. See section 2.5. If approval is given, the
provider would then be entitled to payment associated with services delivered to
patient’s resident within the County Councils boundaries.

3.3 The aims of this Community Based Service are:

e Toincrease the availability of intrauterine device (IUD), intrauterine system (IUS) and
sub-dermal implants (SDI) for contraceptive purposes to a practice population as part
of a range of contraceptive options.

e To raise awareness of the benefits of long-acting reversible contraception by
providing high quality advice, support and information on the full range of
contraception methods to all women on or seeking contraception.

e To ensure that the availability of post-coital IUD fitting for emergency contraception
should be more adequately provided as another means of reducing unwanted
pregnancies

e To provide the fitting and removal element of LNG-IUS for women requiring
Levonorgestrel intrauterine system LNG-IUS fitting as management of menorrhagia
or other gynaecological purpose such as HRT, endometriosis etc, where clinically
relevant, thus reducing the requirement for hysterectomy. (As per Section 75 agreement
between Leicestershire County Council, Rutland County Council, WLCCG and EL&R CCG)

4. Service Criteria





4.1

4.2

4.3

4.4

4.5

4.6

4.7

4.8

To ensure that patients are provided with information as to the full range of
contraceptive options available. Written & verbal information should be provided by
Providers to patients to enable informed choice of all options available prior to the
acceptance of fitting an IUD/IUS or SDI for contraceptive purposes. Where
appropriate patients are signposted to alternative service provision.

Provide fitting, monitoring, checking and removal of IUD/IUS or SDI licensed for use
in the UK, as appropriate and in accordance with the most current clinical guidance.
(e.g. NICE guidance on Long Acting Reversible Contraception, NICE Contraception
Quality Standard QS129 and Faculty of Sexual & Reproductive Healthcare clinical
guidance and standards and relevant guidance and standards relating to use of IUS
for gynaecological purposes,(see Appendix D).

Maintain an up-to-date register of patients fitted with an IUD/IUS or SDI detailing for
contraceptive purposes, gynaecological purpose or for both contraception and
gynaecological purposes. This should include the details of all patients fitted with an
IUD/IUS or SDI, type of device fitted, the batch number and expiry date and the
name and designation of the person completing the procedure. This is to be used for
audit purposes, call and recall, and to enable the Provider to target patients for
health care checks.

Ensure all Practitioners performing this service are appropriately qualified and
undertake regular continual professional development (CPD). Evidence of which
must be provided to the commissioner to deliver the service.

Ensure the provision of adequate equipment. Certain special equipment is required.
For IUD/IUS or SDI fitting and removal this includes an appropriate room fitted with a
couch and with adequate space and equipment including decontamination
equipment and basic resuscitation (For example: oxygen, suction and defibrillation)
equipment as appropriate to minimise risks and ensure health and safety for
patients. For SDI service provision, a variety of removal forceps and the facility for
local anaesthesia provision needs to be available. For I[UD/IUS service provision
vaginal specula, cervical dilators, and equipment for cervical anaesthesia needs to
be available. This specification includes the provision of sterile surgical instruments
and other consumables. An appropriately trained assistant needs to be present in the
building to support the patient and assist the clinician during the procedure if
required.

Provide advice on the use of condoms to prevent infection, public health information
on safer sex practices. (Clinical Guidance Intrauterine device, Faculty of Sexual &
Reproductive Healthcare (FSRH) clinical guidance, April 2015 (Updated October
2015) p27)

Undertake a clinical history, including sexual history of all to ensure that the
contraceptive choice is the most appropriate method of contraception based on
medical evidence, clinical guidelines, sexual history and provider, and risk
assessment.

Undertake a risk assessment. This is to assess the need for pregnancy, STI or HIV
testing prior to recommending the IUD/IUS/SDI. The criteria for excluding pregnancy
detailed in the FSRH Clinical Guidance for intrauterine contraception, with pregnancy
testing undertaken as appropriate. As a minimum all women aged 15 -24 years are
to be offered Chlamydia screening. Where diagnosis for Chlamydia is positive the
Provider will treat and refer for screening for other STIs. This should be in





49

4.10

4.11

412

4.13

4.14

accordance with national policy or local policy if there is no relevant national policy.
Undertake assessment and follow up in accordance with FSRH guidance.

SDI: Routine annual checks are not required; however arrangements should be in
place to review patients experiencing problems in a timely fashion. Arrangements
should be in place to ensure timely access for patients requesting removal of the
implant for any reason including problems or at expiry of device. The implant should
be removed or replaced within three years.

IUD/IUS: A routine follow-up visit can be advised after the first menses following
insertion of IUC or 3-6 weeks later. However, it is not essential and it may be more
important to advise women as to signs and symptoms of infection, perforation and
expulsion, returning if they have any problems relating to their intrauterine method.
Follow up that does not relate specifically to the insertion of the LNG-IUS i.e. related
to the overall gynaecological condition is not included in this agreement. This
remains part of the general GMS/PMS contract.

Provide information. Appropriate verbal and written information should be provided at

the time of counselling and reinforced at fitting with information on effectiveness,
duration of use, possible side effects, follow-up and those symptoms that require
urgent assessment. Patient information is available from www.patient.co.uk

Produce an appropriate clinical record. Adequate recording should be made
regarding the patient’s clinical, reproductive and sexual history, the counselling
process, the results of any STI screening, the pelvic examination if applicable,
problems with insertion, the type and batch number of the device, expiry date of the
device and follow up arrangements.

If the patient is not registered with the Provider providing this community based
service, the Provider, with the consent of the patient, must ensure that the patient’s
registered Practice is given all appropriate clinical details for inclusion into the
patient’s notes.

Submit annual audit for each individual practitioner, including locums, delivering the
service during the contract period (Appendices A & B) Contractors are advised to
design their data collection to reflect the requirements of the audit for this particular
community based service. Audits for the period 1 April 2017 -31 March 2018 should
be submitted electronically via the Public Health Community Based Services On-line
Claim System (www.PH-CBS.org) with a return date of 1 May 2018. Audits for the
period 1 April 2018 — 31 March 2019 should be submitted electronically via the
Public Health Community Based Services On-line Claim System (www.PH-CBS.orq)
with a return date of 1 May 2019. Audits for the period 1 April 2019 -31 March 2020
should be submitted electronically via the Public Health Community Based Services
On-line Claim System (www.PH-CBS.org) with a return date of 1 May 2020. The
annual audit is a key component of demonstrating competency to deliver the service.
Payment will be withheld to providers that do not submit their annual audits within the
timescales above. If audits are continually not returned, the commissioner has the
right to terminate contracts.

In addition to terms set out in Section 1 contractors must at all times meet the most
recent relevant standards set out in FSRH Guidance for intrauterine contraception
and sub dermal implants; NICE Clinical Guidance on Long Acting Reversible
Contraceptives Ref CG30 October 2005,NICE guidance for one to one interventions
to reduce the transmission of STls including HIV and reduce the rate of under 18
conceptions especially amongst the most vulnerable and at risk groups PH 10003
Feb 2007, NICE guidance on Contraceptive Services with a focus on young people



http://www.ph-cbs.org/

http://www.ph-cbs.org/

http://www.ph-cbs.org/



up to the age of 25 Ref PH51, NICE Contraception Quality Standard QS129 and
guidance specific to IUS provision for gynaecological purposes(see Appendix D).

4.15  The Provider will not ordinarily refer a patient to specialist contraceptive/sexual health
services for an IUS/IUD or SDI insertion, removal or review procedure. Exceptions
to this would include patient choice for a female practitioner if unavailable at the
provider, following a failed IUD/S insertion, inability to palpate an implant, inability to
remove an implant or concerns about patients long term medical conditions or other
disorders, in which case patients should be referred to the Leicester, Leicestershire
& Rutland Integrated Sexual Health Service or other appropriate service.

4.16 A robust system for referral of adverse pathology must be in place and demonstrated
if required by the Local Authority.

5. Accreditation

5.1 The Provider must satisfy The Local Authority that all health care professionals are
appropriately accredited and trained to provide the services detailed in this Service
Specification and can meet the Service Criteria as detailed in section 4. (See
Appendix B)

Providers must ensure that:

5.3 Health care professionals providing the service hold membership of an approved
professional body and are approved and eligible to practice in a setting that is
appropriate to deliver the service detailed in the specification.

5.4 Health care professionals have a regular appraisal and maintain professional
development generally

5.5 The Provider will procure appropriate training for all relevant staff to ensure safe and
competent delivery of this Service Specification

5.6 Up-to-date certifications of practitioner competency must be maintained and will be
requested by the Local Authority. If this evidence cannot be demonstrated to the
Local Authority when requested, the practitioner cannot deliver the service under this
contract. Providers must notify the Local Authority of any changes in practitioners
delivering the service and provide up-to-date certifications.

5.7 Provider Protocols: - The Provider will ensure all health care professionals are
compliant with the Provider protocols for the clinical management of all patients in
receipt of services commissioned. These protocols must be in line with best practice
clinical guidelines and be reviewed on a regular basis. The Provider must ensure that
all protocols reflect up-to-date national and local guidance and are amended in the
light of any changes.

5.8 Provider Recording Systems: - As relevant to the Service Specification, a register of
all patients will be maintained at all times and include the patient’s name,
identification number and other relevant information to the service. This information
must also be included within the patient’s lifelong record.

5.9 All health care professionals inserting, monitoring and removing IUD/IUS or SDIs
must notify themselves to The Local Authority and provide the necessary evidence to
confirm eligibility before delivering the service from 1* April 2017. Practitioner contact
details will be shared with the Leicester, Leicestershire & Rutland Integrated Sexual
Health Service to enable the service to offer support to fitters and to cascade details
of relevant training and clinical update information.





5.10 Itis essential that all practitioners undertaking these procedures hold either:

= An up to date Faculty of Sexual & Reproductive Healthcare letter of competency in
sub-dermal contraceptive implant insertion and removal (LoC SDI) and/or Faculty of
Sexual & Reproductive Healthcare letter of competency in intrauterine techniques
(LoC IUT) in accordance with services provided by that practitioner. This requirement
applies to all practitioners newly delivering this service in LLR.

OR

= Hold an up to date local LoC recertification IUT/SDI following training as detailed in
Appendix B. (Existing LLR Practitioners only)

In addition:

Each practitioner providing IUD/S should fit at least 12 IUD/S devices in a twelve month
period within twenty-four months prior to recertification (minimum of two types of device) and
keep an audit of their practice.

Each practitioner providing SDIs should complete a minimum of 6 procedures in a twelve
month period within twenty four months prior to recertification (at least 1 insertion and 1
removal) and keep an audit of their practice.

It is considered desirable that practitioners deliver a minimum of 12 IUD/S devices and/or 6
SDI procedures in each audit 12 month period. Lower fitting rates will be considered on an
individual basis in conjunction with the annual audit information for the practitioner Appendix
A).

Important Note: From 1 April 2020, all practitioners will be required to hold and
evidence the FSRH IUT Loc and/or LoC SDI to deliver these services in future
contracts with Leicestershire and Rutland County Councils.

5.11 Re-certification

All health professionals providing IUD/IUS or SDI services must apply for re-
certification every 5 years or earlier if required and should provide evidence of:-

e Re-certification for LoC SDI /IUT from FSRHC or RCN as appropriate
Or

e Local recertification as detailed in Appendix C

All practitioners must be able to evidence the FSRH IUT LoC and/or LoC SDI
and completion of FSRH or local recertification to the commissioner to deliver
the service.

6. Excluded Services

6.1 Some services may be specifically excluded from this agreement. These are
listed below.

Gynaecological care outside of IUS fitting pathway as described in this agreement.





7. Appendices

APPENDIX A - IUD / IUS AUDIT

The annual audit form has been digitalised for online submission alongside the claim process and is
accessible at www.PH-CBS.org for annual completion.

All of the information provided in this audit vill be recorded and analysed on the Leicestershire County Council Community Based Services system held by the
Division of Public Health at Leicestershire County Council in compliance viith the Data Protection Act 1998.

The audits will be revievied by the Public Health lead for Sexual Health Commissioning and the Lead Contraceptive Consultant for Contraception, Sexual
Health and Reproductive Services.

A general report on the results of the audits v/ill be sent to you. If there are any concerns regarding your audit these wiill be raised vsith you via your Practice
Manager.

Names and E-mail addresses of all Practitioners completing the audit viill be shared vrith the Integrated Sexual Health Service to enable the service to offer
support to fitters and to cascade details of relevant training and clinical update information.

AUDIT OF THE L L ENHANCED SERVICE FOR INTRAUTERINE DEVICES (IUDS), INTRAUTETERINE SYSTEMS (IUS), 2013-2014

Name of Practitioner

Practitioner Email

PRACTITIONER QUALIFICATIONS HELD

FSRH Loc IUT (if applicable)

achieved (mm/yy): re-certification due (mm/yy):
Local accreditation for existing fitters - pre st (e Teaa fe dhe (e
2009 (if applicable)
Most recent update training (please specify)
FITTINGS / REMOVALS IUuD 1US

Number of 1UDs/IUSs fitted vsithin the audit period

Number of post fitting reviews carried out (see clause 4.7)

Number of removals

Number of Chlamydia tests for under 25s undertaken prior to fitting of
IUD/IUS




http://www.ph-cbs.org/



REASONS FOR REMOVAL (Please complete those that apply)

Expired & Refit

Expelled

Pain

Planning Pregnancy

No Longer Required

Bleeding Problem

Others (Please specify including action taken)

COMPLICATIONS (Please complete those that apply)

Injury to cervix

Injury to cervix - action taken

Uterine perforation

Uterine perforation - action taken

Fainting / cervical or anaphylactic shock

Fainting / cervical or anaphylactic shock - action taken

Other Complications (Please state the reason and the action taken)






FAILED INSERTIONS (Please complete those that apply)

Lack of access due to obesity

Lack of access due to obesity - action taken

Cervical stenosis due to previous surgery to the cervix

Cervical stenosis due to previous surgery to the cervix - action taken

Acutely retroverted or anteverted uterus

Acutely retroverted or anteverted uterus - action taken

Fibroid uterus

Fibroid uterus - action taken

Bicornuate uterus or other cervical of uterine abnormalities

Bicornuate uterus or other cervical of uterine abnormalities - action taken

Patient not able to cope with procedure due to pain or anxiety

Patient not able to cope with procedure due to pain or anxiety - action
taken

Other reasons for failed insertions (Please state the reason and the action
taken)

MENORRHAGIA & LOW RATES

Number of 1USs fitted for menorrhagia

If less than 12 IUDs/IUSs fitted please state reason






APPENDIX A — IMPLANT AUDIT

All of the information provided in this audit will be recorded and analysed on the Leicestershire County Council Community Based Services system held by the
Division of Public Health at Leicestershire County Council in compliance vith the Data Protection Act 1993.

The audits vsill be revievred by the Public Health lead for Sexual Health Commissioning and the Lead Contraceptive Consultant for Contraception, Sexual
Health and Reproductive Services.

A general report on the results of the audits vill be sent to you. If there are any concerns regarding your audit these will be raised vith you via your Practice
Manager.

Names and E-mail addresses of all Practitioners completing the audit viill be shared viith the Integrated Sexual Health Service to enable the service to offer
support to fitters and to cascade details of relevant training and clinical update information.

AUDIT OF THE LOCAL ENHANCED SERVICE FOR SUDBERMAL IMPLANT FITTING AND REMOVAL (2013-2014)

Name of Practitioner

Practitioner Email

PRACTITIONER QUALIFICATIONS HELD

iSEllloshllliff=pplicable] achieved (mm/yy): re-certification due (mm/yy):

sl csesdiatar (i appleie) achieved (mm/yy): re-certification due (mm/yy):

Most recent update training (please specify)

FITTINGS UNDER 19 19 - 25 YEARS OVER 25 YEARS

YEARS

Number of Implants fitted vithin the audit period

REMOVALS UNDER 19 19 - 25 YEARS OVER 25 YEARS

YEARS

Number of removals






REASONS FOR REMOVAL (Please complete those that apply) UNDER 19 19 - 25 YEARS OVER 25 YEARS

YEARS

Bleeding not acceptable

Decision to try for pregnancy

Gained vreight

Mood chnages

Other (Please specify)

FOLLOW UP AFTER REMOVAL (Please complete those that apply) UNDER 19 19 - 25 YEARS OVER 25 YEARS

YEARS

Decided to choose another contraceptive method

Replacement with nevs implant

UNDER 19 19 - 25 YEARS OVER 25 YEARS

YEARS

Number of Chlamydia tests undertaken prior to fitting of Implant on
wiomen under 25 years

Number of Implants fitted to vvomen who describe themselves as having a
disability

Number of referrals to alternative service for Implant removal

Please specify reasons for each referral






APPENDIX B: SUMMARY OF COMPETENCY/TRAINING REQUIREMENT OPTIONS FOR PRACTITIONERS PROVIDING IUD/S AND SDI SERVICES.

SDI:

FSRH LoC SDI with FSRH recertification every 5
yearsEvidence: FSRH certificates

Applies to all new practitioners in LLR

Or

FSRH LoC SDI with option of LLR recertification
(Appendix C). N.B. This is only valid until 31 March
2020

Evidence: FSRH LoC certificate and LLR recertification
approval certificate

Or

Minimum fit/removal activity:

Desirable: Minimum of 6 procedures in 12 month audit
period. (At least 1 insertion and 1 removal)

Essential for recertification: At least 6 procedures in a
twelve month period within twenty four months prior to
recertification. (At least 1 insertion and 1 removal)

LLR LoC SDI via East Midlands Scheme undertaken
in the period 2010-2013 with LLR recertification
(Appendix C) evidenced and achieved, valid until 31
March 2020.

Evidence: training attendance certificate and LLR
recertification approval certificate

Annual audit submitted

See Appendix A

Evidence of each practitioner’s
competency must be provided
to commissioners on request. .






IUD/S:

FSRH LoC IUT with FSRH recertification every 5 years

Evidence: FSRH certificates

a 1. . " e EEETECN

Or

FSRH LoC IUT with option of LLR recertification (Appendix C).
N.B. This is only valid until 31 March 2020

Evidence: FSRH LoC certificate and LLR recertification approval
certificate

v

Or

For experienced fitters prior to 2009 who completed LLR Local
theory training undertaken in the period 2010-2011 with LLR
recertification (Appendix C) evidenced and achieved by 1°**
October 2016 valid until 31 March 2020

Evidence: training attendance certificate and LLR recertification
approval certificate

\

Minimum fit/removal activity:

Desirable: Minimum of 12 IUD/S device fits in 12
month audit period. (Minimum of 2 types of device)

Essential for recertification: At least 12 IUD/S
device fits in a twelve month period within twenty
four months prior to recertification. (Minimum of 2

types of device)

Annual audit
submitted

v

See Appendix A

Or

LLR LoC IUT via East Midlands Scheme undertaken in the period
2010-2013 with LLR recertification (Appendix C) evidenced and
achieved valid until 31 March 2020

Evidence: LLR Local certificate and LLR recertification approval
certificate

Evidence of each practitioner’s
competency must be provided
to commissioners on request.






Appendix C: Pathway to recertify LOCAL Letters of Competence (LoC) for

Intrauterine Techniques (IUT) and Sub Dermal Implant (SDI).
For existing fitters only (Criteria: those who submitted an audit in 2014/15)

Must demonstrate holding previous FRSH or local LoC, with evidence of completion of theory &

T

practical training.

Minimum of 2 CPD credits per LoC

SDI

Relevant to IUT

Evidence required as det
http://www.fsrh.org/pdfs/RecertA

Relevant to SDI

ailed in Evidence required as detailed in
pplicationlUT.pdf http://www.fsrh.org/pdfs/RecertApplicationSDI.pdf

e Peer observatio

e Attendance course/meeting (e.g. Fitter forum held locally)
e Reading. Peer reviewed publications with reflective evidence.

e Reading FSRH CEU guidance & completion of self-assessment questions.

n.

e |UT/SDI audit ( personal or local)

Recent eSRH module 18
Evidence: certificate

Recent eSRH module 17

Fvidence: certificate

Basic life support and Anaphylaxis

training completed in last 18
months
Evidence: certificates

as satisfactory by consul

12 insertions of at least 2 types of IUT

Audit of procedures covering 12 months within 24 months of recertification:

Showing minimum of:

Evidence: submission of practitioner audit as required by the CBS Contract, reviewed

tant in SRH

6 procedures SDI (at least 1 removal)

Recertification until 31 March 2020

Evidence of each practitioner’s
competency must be provided
to commissioners on request.




http://www.fsrh.org/pdfs/RecertApplicationIUT.pdf

http://www.fsrh.org/pdfs/RecertApplicationSDI.pdf



APPENDIX D: OVERVIEW OF LNG-IUS SERVICE FOR GYNAECOLOGICAL PURPOSES

(a) Provision, review and subsequent removal, of Levonorgestrel Intrauterine System (LNG-IUS)
for gynaecological (non-contraceptive) purposes including management of menorrhagia and hormone
replacement therapy (HRT)

(b) Local authority commissioned provision of LNG-IUS fitting, review and removal on behalf of
the Clinical Commissioning Group (CCG).

AIMS AND OUTCOMES

To provide the fitting and removal element of LNG-IUS for women requiring Levonorgestrel
intrauterine system LNG-IUS fitting as management of menorrhagia or other gynaecological purpose
such as HRT, endometriosis etc, where clinically relevant, thus reducing the requirement for
hysterectomy.

BACKGROUND

The (LNG-IUS) is an intrauterine, long-term progestogen-only method of contraception licensed for 5
years of use. The effects of the LNG-IUS are local and hormonal, including prevention of endometrial
proliferation and thickening of cervical mucus and suppression of ovulation in a small minority of
women. The system has to be fitted and removed by a qualified practitioner. As well as being licensed
as a contraceptive device, the LNG-IUS is also licensed for the management of idiopathic
menorrhagia.

Menorrhagia / Heavy menstrual bleeding is defined as excessive menstrual blood loss which
interferes with the woman’s physical, emotional, social and material quality of life, and which can
occur alone or in combination with other symptoms. Any intervention should aim to improve quality of
life measures. The Levonorgestrel-releasing intrauterine system (LNG-IUS) is recommended as first
line treatment for women with heavy menstrual bleeding and no underlying pathology (dysfunctional
uterine bleeding) and in some women with heavy menstrual bleeding and identified benign pathology
such as small fibroids (less than 3 cm in diameter which are causing no distortion of the uterine
cavity) provided that long-term use is anticipated (at least 12 months). The LNG-IUS may also be
recommended, following gynaecological investigation, for the management of conditions such as
endometriosis. *

Evidence from two systematic reviews and one subsequent publication shows that LNG-IUS produces
a clinically relevant reduction in menstrual blood loss in women complaining of heavy menstrual
bleeding. https://www.fsrh.org/standards-and-guidance/documents/cec-ceu-guidance-womenover40-

jul-2010/

Local defined outcomes
= Reduction in secondary care referrals to gynaecology (in particular for menorrhagia)
Reduction in number of hysterectomies
Improved uptake of long-acting reversible contraception (LARC)
Reduction in unplanned pregnancies
Improved quality of life for women receiving the LNG-IUS
Locally convenient service with improved access to care and reduced waiting times for LNG-
IUS fitting
= Improved quality of care

! Heavy menstrual bleeding: assessment and management. Clinical guideline. National Institute for Health and
Care Excellence. 2007. Last updated August 2016.



https://www.fsrh.org/standards-and-guidance/documents/cec-ceu-guidance-womenover40-jul-2010/

https://www.fsrh.org/standards-and-guidance/documents/cec-ceu-guidance-womenover40-jul-2010/



Algorithm for use of LNG-IUS for management of gynaecological conditions such as

menorrhagia.

Woman with presenting Woman requesting
complaint of heawy menstrual contraception or change of
bleeding contraception
Criteria for heavy menstrual All contraceptive choices
Bleading met discussed

Treatment options discussed -
IUS preferred method and
likely to use for »12 months J‘

| Menstrual history I

| l

. ury Criteria for heavy Mo history of heavy
Abdaminal examination FBC mianstrual blesding met mianstrual blesding
Cervical smear (if due)

| |

Advise CuluD

| Intra-uténne mathod chosen |

Full history

Further Mo indications
investigation for refarral or
andlor referral further

required investigations

Element of the pathway covered
within this agreement

Applicable national standards

Vv VvV VY Vv ¥V YV V V V¥V

NICE clinical guideline 44 (January 2007. Last updated August 2016) Heavy Menstrual
Bleeding: assessment and management.

Referral guidelines for suspected cancer — gynaecological cancers (Implemented Oct 2000
DOH)

NICE (2005a) Referral guidelines for suspected cancer: quick reference guide. Clinical
guideline 27. National Institute for Health and Clinical Excellence.

NICE (2005b) Long-acting reversible contraception (NICE guideline). National Institute for
Health and Clinical Excellence.

NICE (2007a) Heavy menstrual bleeding: understanding NICE guidance. National Institute for
Health and Clinical Excellence.

NICE (2007b) Audit criteria: heavy menstrual bleeding. National Institute for Health and
Clinical Excellence.

RCOG (1998) The initial management of menorrhagia. Evidence-based clinical guidelines
no.l. Royal College of Obstetricians and Gynaecologists.

FSRH (2009) UK medical eligibility criteria for contraceptive use [Superseded]. Faculty of
Family Planning and Reproductive Health Care.

NICE support for commissioning for heavy menstrual bleeding. (September 2013)

FSRH CEU Clinical Guidance Intrauterine Contraception. (2015)

NB: These standards may be updated during the contract period.
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H Leicestershire
County Council

PUBLIC HEALTH COMMUNINTY BASED SERVICES
SERVICE SPECIFICATION

Service Specification No: CBS18-19(04)

Service: Provision of Smoking Cessation Pharmacotherapy
Authority Lead: Adrian Allen
Period: | 1 April 2018 - 31° March 2019

CRmmES R Leicestershire County Council, County Hall, Glenfield,
Leicester, LE3 8TB

This document represents the agreement between the provider and Leicestershire County Council for
the previously mentioned community based service and is an appendix to the Contract for the
Provision of Public Health Services.

From January 2017 Leicestershire stop smoking service Quit Ready will be provided by Leicestershire
County Council department of Public Health.

The aim of the community-based service is to ensure smokers being treated by the Leicestershire
County Stop Smoking (Smoking Cessation) service receive accurate, appropriate and timely stop
smoking medications when appropriate as part of their treatment plans.

The Public Health England (PHE) Public Health Outcome Indicators (PHOF) for Leicestershire 2017
estimates that the smoking prevalence for the general population is 13%. This equates to
approximately 92,748 adults (16+) in Leicestershire.

2. Service Scope ‘

The Stop Smoking service forms part of a wider tobacco control programme. The Stop Smoking
service is targeted at those individuals who smoke and are thinking of either quitting or cutting down
their tobacco use. The Stop Smoking service will identify those smokers who want and are eligible to
use prescription-only medication (Varenicline/Champix) as part of their overall treatment plan.

In the case of Varenicline//Champix being agreed as part of the treatment plan then the Stop Smoking
service will send the smoker a voucher code and the smoker will be given the option to go to a
participating community pharmacy to redeem the prescribed medication. The prescription will be
filled following an assessment by the healthcare professional for suitability against the PGD inclusion
and exclusion criteria and the summary of product characteristic indications and contraindications.

The Stop Smoking service is available to individuals aged 12 and above (18 and above for the use of
Varenicline/Champix) who live, work or are registered with a GP within Leicestershire County.

[N
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3. Service Delivery

3.1 Service eligibility

To be eligible to participate in the Smoking Cessation community based service, the contractor must:

Be able and competent to prescribe Varenicline.
Be able and competent to dispense Varenicline.

Ensure that all staff delivering the service have completed NCSCT approved training on very
brief advice (VBA) and medications (www.ncsct.co.uk) and PGD training as appropriate.
Evidence of training will be required by commissioners.

It is the responsibility of the pharmacists working under the PGD to assess the patient’s
suitability against the PGD inclusion and exclusion criteria and the summary of product
characteristic indications and contraindications.

Keep an accurate electronic record of activity and interventions, to be submitted quarterly for
payment through the Public Health online CBS claim system.

3.2 Description of Service

i)

ii)

All smokers engaging with the Leicestershire Stop Smoking service will develop a
treatment plan with their Stop Smoking Advisor. Medication may form part of that plan.

With regards to stopping smoking there are three generally accepted MHRA approved
medications that smokers may use. Varenicline is one of these.

Should Varenicline/Champix form part of the smoker’s treatment plan then they will
receive a voucher code from the Stop Smoking service which they then take to a
participating community pharmacist to be dispensed.

Information sharing —

The following data/information must be collected and submitted quarterly for payment via the CBS
online claim system at www.PH-CBS.org;

Voucher code from the Stop Smoking Service which will include the medication to be
dispensed

Number of Varenicline/Champix prescription issued
What part of regimen is being dispensed — starter pack, 28x1mg pack, 56x 1mg pack.

This information will be collected via the CBS online claims system on a quarterly basis for payment
to be made to the qualifying community pharmacy.

Advice to pharmacies/Information/Data Requirements

The recommended dose regimen for Varenicline is to begin with a two-week starter pack one to
two weeks before an agreed quit date, during which time the dose increases, followed by ten
weeks of maintenance treatment as follows:



http://www.ph-cbs.org/



Dose Duration
0.5 mg once daily First three days
0.5 mg twice daily Next four days
1 mg twice daily Next seven days until starter pack finished
1 mg twice daily Ten weeks

Varenicline is available as:

e A starter pack containing one blister of 11 x 0.5 mg tablets and a second blister of 14 x 1mg
tablets.

e A blister pack containing 28 x 1 mg tablets.

e A blister pack containing 56 x 1 mg tablets.

To follow the recommended dose regimen the patient will require: e 1 x starter pack (2 weeks’ supply);
and ¢ 140 x 1 mg tablets (i.e., 5 of the 28-tab 1 mg packs or 2.5 of the 56-tab 1 mg packs).

In exclusive circumstances individuals may receive a two week starter park as part of a tapered or
weaning down process at the end of treatment. This is at the discretion of the Stop Smoking Service
Advisor and Manager on a case hy case basis and will be communicated to the pharmacist.

In other circumstances if patients experience severe nausea the dose may be halved as per the
advisors discretion and discussed with the patient. In these circumstances half the dose of the tablets
will be recommended. For example, 0.5mg x 2 times per day for the duration of the treatment.

Pharmacists are required to submit all voucher codes/number of prescriptions dispensed on a
quarterly basis via the CBS Online Claim system and this will be tallied against voucher codes issued
by the Stop Smoking Service.

A smoker will be issued a voucher code from the Stop Smoking Service for each stage of their
regimen and will be given the option to go to a participating community pharmacy to redeem the
prescribed medication. The smoker will be advised to attend the same pharmacist throughout
their regimen to ensure continuity of care.

Please note the submission dates below, but do take note that there may be some prescriptions that
would fall over two quarters depending on initial assessment date.

Submissions can be input onto the CBS claim system and saved even before claim period has
opened. These can then be submitted once the window for claim period opens.

CLAIM PERIOD DATE WHEN SUBMISSION
RECEIVED BY LCC
Q1 April, May and June July 1% to July 15
Q2 July, August and September October 1% to October 15"
Q3 October, November and December | January 1* to January 15"
Q4 January, February and March April 1 to April 157

4. Quality Assurance
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An annual audit and review of the service delivered will be undertaken in line with the Public Health
contract. For this purpose the following information/data will be audited in line with the PDG (appendix
a)

i) Evidence that the provider has assessed themselves against the relevant professional
standards.
ii) Evidence that all healthcare professionals providing the service hold membership of the

appropriate professional body.

iii) Pharmacies have a consultation room on site to ensure patient confidentiality and
discretion during stop smoking screening consults.

iv) Evidence that staff delivering the scheme remain up to date with relevant training and
guidance and are required to attend at least one update training session per year as
requested by the QuitReady Stop Smoking Service.

V) Documentation of any significant variation or deviation in the quality of the service
provided as specified. Note such variation or deviation must also be notified in writing to
the Local Authority as soon as identified, with proposed actions to rectify.

Vi) Pharmacies are required to ensure that all appropriate paperwork regarding patient
consultations are maintained and filed appropriately and are able to present as and when
required by the LCC Contracts team and or the QuitReady Stop Smoking Service.

On occasion the Local Authority will undertake audits to assure the quality of the service. Providers
will be notified in advance and will be expected to agree appropriate access. The provider should
have/develop electronic systems to collect and record accurate and timely activity data in line with the
requirements outlined above.

5. Additional Information ‘

Leicestershire Stop Smoking Service is an e-cig friendly service and all smokers wanting to quit will
be provided behavioural support. However, the service can only reimburse for MHRA approved
medications and, as of this writing, there are no e-cigs approved by the MHRA on the market. If an
individual presents using, or wanting to use, an electronic cigarette (e-cig) then the patient should be
referred back to the Stop Smoking Service for behavioural support and advice on e-cigs.

All medication dispensed will only be reimbursed if accompanied by a valid voucher code as
appropriate.

6. Contract Price and Payment Schedule

e Payments will not be made without proof of patient referral from Stop Smoking Service
(voucher code)

e Should the actual prescription vary from the agreed prescription for any reason (loss to follow-
up, patient stopping medication, etc) then the participant must provide explanation for
reimbursement.

The following payments will be made to the provider for delivery of this service upon receipt of
guarterly claims via the CBS online claim system. ;






INTERVENTION Varenicline (18+)

First visit/ referral. Prescription reimbursement, £10

inclusive of assessment

Dispensing fee £2.50 per pack dispensed
(starter pack or 28x1mg or 56 x 1mg)

Drug cost (including lower rate 5% VAT) Starter Pack -£27.30 + 5% VAT

28x1mg pack cost- £27.30 + 5% VAT
56x1mg pack cost- £54.60 + 5% VAT

28x0.5mg pack cost- £27.30 + VAT
56x0.5mg pack cost- £54.60+ VAT

7.0pt-in service for patients with mental ill health

We are offering pharmacists the opportunity to opt-in to help patients with mild to moderate
mental ill health give up smoking. This includes mental health patients with mild to moderate
symptoms rather than exclude them from receiving Champix. The initial screening and behavioural
intervention will be provided by the stop smoking service advisor with medication dispensed by the
pharmacist as per usual practice. Initial screening will be facilitated by the stop smoking service
advisor supported by a screening questionnaire to ensure that any clients that are accepted for
pharmacy redemption of Varenicline, report stable mental health whilst accessing this service.
Pharmacists will also provide screening and this will include screening questions (see PGD- appendix
6) that they will go through with the patient prior to dispensing Champix. The purpose of the
screening questions ensures that the patient is stable and is in agreement of using Champix.





7. Appendices

PGD (Appendix a — attached)

Definitions

Electronic cigarette (e-cigs) — Relatively new to the market, e-cigs provide users with nicotine and
allow them to determine the dosage they need. E-cigs also provide a wide range of flavours for users
to choose from.

Prescription only — Medications only available with a prescription.

Varenicline — Varenicline (trade name Champix usually in the form of varenicline tartrate), is a
prescription medication used to treat nicotine addiction. Varenicline is a nicotinic receptor partial
agonist—it stimulates nicotine receptors more weakly than nicotine itself does. In this respect it is
similar to Cytisine and different from the nicotinic antagonist, bupropion, and nicotine replacement
therapies(NRTS) like Nicotine patches and nicotine gum.

Very Brief Advice (VBA) — Better described as Brief Opportunistic advice; including 30 seconds brief
advice based on Ask, Advise and Arrange model. Ask: Do you use tobacco, Advise: tailor the
message, why it's important to stop smoking and Arrange: refer to the stop smoking service. VBA
module can be accessed via the National Centre for Smoking Cessation training (NCSCT) on
www.ncsct.co.uk




https://en.wikipedia.org/wiki/Tartrate

https://en.wikipedia.org/wiki/Nicotine

https://en.wikipedia.org/wiki/Nicotinic_receptor

https://en.wikipedia.org/wiki/Partial_agonist

https://en.wikipedia.org/wiki/Partial_agonist

https://en.wikipedia.org/wiki/Nicotine

https://en.wikipedia.org/wiki/Cytisine

https://en.wikipedia.org/wiki/Receptor_antagonist

https://en.wikipedia.org/wiki/Bupropion

https://en.wikipedia.org/wiki/Nicotine_replacement_therapy

https://en.wikipedia.org/wiki/Nicotine_replacement_therapy

https://en.wikipedia.org/wiki/Nicotine_patch

https://en.wikipedia.org/wiki/Nicotine_gum
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Due Regard

The Council’s commitment to equality means that this PGD has been screened in
relation to paying due regard to the general duty of the Equality Act 2010 to eliminate
unlawful discrimination, harassment, victimisation; advance equality of opportunity
and foster good relations.

This document has been assessed to ensure that no one receives less favourable
treatment on the protected characteristics of their age, disability, gender
reassignment, marriage and civil partnership, pregnancy and maternity, race,
religion or belief, sex (gender) or sexual orientation.

It is judged that it is not proportionate (equality relevant) in respect of this PGD as it
specifically enables identified registered pharmacists to supply and administer
medicines in accordance with national guidelines. Due regard has been given in
respect of accessibility (larger print, Braille etc), including the provision of
information or advice in an alternative language and consideration of patient carers
and family members for support.
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Patient Group Direction for the supply of Varenicline by designated
community pharmacists across, Leicestershire and Rutland
Premises

From registered pharmacy premises which have been approved for this service by, Leicestershire
County Council

Purpose of the PGD

For accredited pharmacists to supply Varenicline within its licensed indications as an option for smokers who
have expressed a desire to quit smoking and who will be supported and monitored within a pharmacy
accredited to issue Vaeranacline as part of a PGD. .

e Varenicline is a licensed Prescription Only Medicine as defined by the Medicines Act 1968 and
Prescription Only Medicines (Human Use) Order 1997

e This PGD takes the place of a Prescription, as defined by The Human Medicines Regulations 2012

e This PGD will be reviewed every 12 months, or sooner, in light of any new guidance or information

¢ Clinical indications, Contraindications, and Cautions are as set out in the Summary of Product
Characteristics

e [nclusion and Exclusion criteria are summarised within the PGD

o "Off Label" use is not supported by the PGD

3|Page





Qualifications e Registered Pharmacist currently on the practicing section of the
pharmaceutical register held by the General Pharmaceutical Council that
have completed the required training for accreditation and competency and ,
working within and for a pharmacy with an agreement with Leicestershire
Council to provide varenicline under PGD.

o Practitioners must hold a current and up to date Enhanced Disclosure and
Barring Service check

e |tis the responsibility of the professional working under this PGD to verify that
the client fulfils the stated criteria for supply of the treatment concerned

e |tis not appropriate to have a PGD in place that is infrequently used by health
care professionals because of progressive unfamiliarity with its contents. Any
healthcare professional that works to a PGD infrequently should consider
whether to cease doing so

e Must have completed the agreed Varenicline training programme.

e This PGD will only apply whilst the pharmacist is employed or
contracted/working at the time in an accredited Pharmacy within
Leicestershire.

e |tis the responsibility of clinicians issuing Varenicline under the PGD to
assess patients’ suitability against the PGD Inclusion and Exclusion criteria
and the SPC Indications/Contraindications. Patients falling outside of these
criteria cannot receive Varenicline under the PGD. In this circumstance the
patient needs to be referred back to the Stop Smoking Service for additional
advice.

ALL HEALTHCARE PROFESSIONALS MUST BE AUTHORISED BY
NAME UNDER THIS DIRECTION BEFORE USING IT.

Method of Before commencing the delivery of this service, all providers must have
Competency attended at least one face to face local training event.
assessment

Pharmacists applying (or re-applying) to be on the Approved Provider List
will have declared themselves competent using the Centre for Pharmacy
Postgraduate Education (CPPE) Declaration of Competence for
Community Pharmacy National Centre for Smoking Cessation and
Training online training (accessed via CPPE) and will undertake to keep
themselves up to date.

Leicestershire County Council will approve pharmacies to provide the service
in that locality and pharmacy providers, at the request of the commissioner,
will be required to provide evidence to confirm that pharmacists have the
necessary skills and competencies in accordance with the requirements of the
contract.
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Specialist
competencies or
qualifications

The pharmacist must be competent to assess a client’s capacity to understand
the nature and purpose of the treatment in order to give or refuse consent.

Evidence of completion of approved CPPE training packages listed above
and successful completion of their associated e-assessment.

e CPPE’s e-learning on Safeguarding vulnerable adults.

o The CPPE e-assessments must be completed successfully in a
timely way

The practitioner must also attend a local workshop session, organised and
delivered by the Leicestershire Stop Smoking Service.

Frequency of
Competency
review

Yearly

Accountability
for competency
assessment

Pharmacists will self-declare using the CPPE Declaration of Competence for
Community Pharmacy Services

Accountability
for staff involved
in using the PGD

Pharmacists using the PGD are accountable to the Responsible Pharmacist and
the Superintendent Pharmacist of the Pharmacy in which they are providing
pharmaceutical services. The Responsible Pharmacist is responsible for the
correct implementation of the PGD.

Continuing
training &
education

Recording
individual
pharmacist
authorisation

The practitioner should be aware of any change to the recommendations for
Varenicline. It is the responsibility of the individual pharmacist to keep up-to-
date with continued professional development and to work within the limitations
of individual scope of practice.

The practitioner must attend a local workshop session, organised and delivered
by the Stop Smoking Service as a refresher every year.

See Appendix 1

Referral Arrangements and Audit Trail

Additional Facilities and
Referral Arrangements

The client must always be advised to continue to talk to/liaise with
the Leicestershire Stop Smoking Service regardless of whether a
supply is made. Where the circumstances are outside the PGD, or
where there are medical concerns, or if the client wishes it, the client
should be re-referred to the Stop Smoking Service using the Client
Referral Form.

Records/audit trail

Records should be made on the Client Record Sheet (Appendix 2)
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Ongoing Monitoring

Method of auditing adherence to PGD Adherence to the PGD will be monitored through the

data submissions to Leicestershire County Council and
mystery shopping/audit exercise

Frequency of audit

Annually

Accountability for audit and monitoring Respective Consultant lead in Public Health at

Leicestershire County Council

Supply of Vareniclinefor helping to stop smoking , by designated community pharmacists
across , Leicestershire-Clinical Condition

Indication Varenicline as an option for clients wishing to quit smoking and who are being
monitored by the Stop Smoking Service but who require varenicline to be
dispensed in a community pharmacy setting

Inclusion criteria °
[ ]

Clients over 18 years of age

Tobacco users identified as sufficiently motivated to quit

Tobacco users who are receiving support to stop smoking with Leicestershire
Councils contracted Stop Smoking Service

A medical history is taken and documented to establish that there are no
contraindications for treatment with varenicline and that any cautions for use
are recorded (see Criteria for exclusion and Criteria for cautions). Refer to
Appendix 2 for Assessment to Supply Varenicline
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Exclusion criteria

Tobacco users not sufficiently motivated to quit or to use varenicline
Clients under 18 years of age

Sensitivity to varenicline or any of its excipients

Clients who have experienced serious or worrying side effects from a
previous course of varenicline

Client already receiving varenicline prescribed by GP

Pregnancy/ breastfeeding

Renal impairment or end stage renal disease as decreased clearance by
kidney increases side effects.

Epilepsy or history of fits or seizures

Substance misuse patients (taking methadone to be checked )

Clients with active or history of psychiatric illness should be referred to their
GP

Actions if client
excluded or if

treatment declined

by client

Pharmacists should direct the client back to their original Leicestershire
contracted Stop Smoking Service Provider.

Document action in client’s medication record Stop Smoking Service referral
proforma.

Cautions/Need for further advice (including consideration of concurrent medication)

¢ Smoking cessation, with or without pharmacotherapy, has been associated with the exacerbation
of underlying psychiatric illness (e.g. depression). Clients with a history of psychiatric iliness
should be referred to their GP via the Stop Smoking Service:

o Changes in behaviour or thinking, anxiety, psychosis, mood swings, aggressive
behaviour, depression, suicidal ideation and behaviour and suicide attempts have been
reported in patients attempting to quit smoking with Varenicline in the post-marketing

experience.

o A large randomised, double-blind, active and placebo-controlled study was conducted to
compare the risk of serious neuropsychiatric events in patients with and without a history
of psychiatric disorder treated for smoking cessation with Varenicline, bupropion, nicotine
replacement therapy patch (NRT) or placebo. The primary safety endpoint was a
composite of neuropsychiatric adverse events that have been reported in post-marketing
experience. The use of Varenicline in patients with or without a history of psychiatric
disorder was not associated with an increased risk of serious neuropsychiatric adverse
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events in the composite primary endpoint compared with placebo (see section 5.1
Pharmacodynamic properties - Study in Subjects with and without a History of
Psychiatric Disorder).

o Depressed mood, rarely including suicidal ideation and suicide attempt, may be a
symptom of nicotine withdrawal. Clinicians should be aware of the possible emergence of
serious neuropsychiatric symptoms in patients attempting to quit smoking with or without
treatment. If serious neuropsychiatric symptoms occur whilst on Varenicline treatment,
patients should discontinue Varenicline immediately and contact a healthcare
professional for re-evaluation of treatment

o Cigarette smoke stimulates a liver enzyme responsible for metabolising some medicines in the
body, such as theophylline, warfarin and insulin, meaning that the metabolism of these
medications increases. Patients should be warned that physiological changes resulting from
smoking cessation, with or without treatment with Varenicline, may alter the pharmacokinetics or
pharmacodynamics of some medicinal products for which dose adjustment may be necessary
(examples include theophylline, warfarin and insulin). As smoking induces CYP1A2, smoking
cessation may result in an increase of plasma levels of CYP1A2 substrates.

e If aclientis a diabetic or is taking theophylline/aminophylline or warfarin, ensure their GP is
notified of their quit attempt/use of varenicline using the letter provided with this PGD. (see
appendix 3)

o When the client stops smoking, metabolism of theophylline is reduced which could cause
plasma theophylline levels to rise, possibly to toxic levels if the dose of theophylline is not
adjusted. Signs of theophylline toxicity are: - vomiting, dilated pupils, sinus tachycardia
and hyperglycaemia

o Patients on Warfarin, should advise the clinic of their intention to quit smoking using
varenicline when they next attend for a blood test

o Patients on insulin may be supplied with varenicline. However they should be advised to
monitor their blood glucose levels closely

If in doubt about cautions, refer to or telephone the Stop Smoking Service
Please refer to the current BNF edition for further information.

Interactions

No clinical meaningful drug interactions have been reported.

Since metabolism of Varenicline ¥ represents less than 10% of its clearance, active substances known
to affect the Cytochrome P450 system are unlikely to alter the pharmacokinetics of Varenicline ¥ and
therefore a dose adjustment of Varenicline ¥ would not be required.

However, levels of certain drugs taken by a patient once smoking has been stopped may be affected
and thus, patients should be monitored for adverse effects. These drugs include:
- Caffeine

Clozapine

Dextropropoxyphene

Flecainide

Fluvoxamine

Insulin

Olanzapine

Pentazocine
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Phenylbutazone e.g. Oxazepam

Some beta blockers e.g. Propranolol
Tacrine

Theophylline

Tricylic Antidepressants such as imipramine
Warfarin

Please note: This list is not exhaustive and further clarification using relevant reference sources, cross
referencing the patients current medication profile, should be made by the pharmacist supplying

Varenicline ¥
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Name, form & strength
of medicine

Drug Details

Varenicline (Champix®) 0.5mg and 1mg tablets

Route/Method

Oral administration

Licensing/Use of label

This is a Prescription Only Medicine

Off Label use is not permitted

Dosage

Days 1 - 3:
0.5 mg (white tablets) once daily

Days 4 -7:
0.5 mg twice daily

Day 8 to the end of treatment (normally 12 weeks in total):
1 mg (light blue tablets) twice daily

Patients who cannot tolerate the adverse effects of varenicline can have
the dose lowered temporarily or permanently to 0.5 mg twice daily. (See
BNF 4.10.2).

Smokers should set a date to stop smoking and treatment with
Varenicline should commence 1 to 2 weeks before this date.

Titrate lower dose towards end of treatment (normally 12 weeks in
total) if appropriate as directed by the Leicestershire Stop
Smoking Service: 0.5 mg (white tablets) twice daily

Duration of treatment

The normal treatment course is 12 weeks

Quantity to
supply/administer

¢ Clients should be supplied a 14 day initiation pack and should set a
quit date 7 to 14 days after initiation

e Clients should be seen weekly (by the Stop Smoking Service) for at
least 4 weeks after the quit date, then fortnightly

e Only 14-day prescription packs should be used throughout the quit
attempt
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Instructions on identifying, e For clients experiencing mild adverse effects after dose increase

managing & reporting to 1mg twice daily, and where this is interfering with the quit

adverse drug reactions attempt, consider a temporary or permanent dose lowering to
0.5 mg twice daily. (See BNF) Review at next scheduled
appointment.

e Smoking cessation with or without treatment is associated with
various symptoms (see BNF Cautions/Need for further
advice). For example, dysphoria or depressed mood; insomnia,
irritability, frustration or anger; anxiety; difficulty concentrating;
restlessness; decreased heart rate; increased appetite or weight
gain have been reported in clients attempting to stop smoking.

¢ No attempt has been made in either the design or the analysis of
the veranacline studies to distinguish between adverse events
associated with study drug treatment or those possibly
associated with nicotine withdrawal.

¢ Clients should be asked at every appointment about their mood.
If the client develops suicidal thoughts or behaviour they should
be told to stop treatment and contact their GP immediately. The
pharmacist should also inform the Service Provider.

e If the client, family or care givers have concerns about
agitation, depressed mood or changes in behavior,
varenicline should be stopped immediately.

Please refer to current BNF and SPC for full details.

The pharmacist is required to report all adverse reactions to the
CSM via yellow card system.
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Side effects

Always refer to the current BNF and Summary of
Product Characteristics (SPC) available from:
www.medicines.org.uk.

The most common adverse effects are:

¢ Nausea is the most common side effect (about 30% of patients).
This can be reduced by taking the tablet after food and with a full
glass of water.

Sleep disorders/ abnormal dreams

Headache

Appetite changes

Dry mouth /taste disturbances

Drowsiness

Dizziness

Abnormal thinking

Mood swings (but see pages 7 and 8, Cautions/Need for
further advice)

See Latest BNF or Varenicline SPC for less common side effects
www.medicines.org.uk

Use the Yellow Card system to report adverse drug reactions (ADRS)
directly to the Medicines and Healthcare Products Regulatory Agency
(MHRA). Yellow cards (and guidance) are available in the back of
the BNF or obtained via Freephone 0808 100 3352 or online at
www.yellowcard.mhra.gov.uk.

Report all significant ADRs to patient’'s own GP (with patient consent)
(Appendix 3).
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Advice to patient e Advise client to read Manufacturer’s Patient Information Leaflet

o Please supply and advise client to read Patient Information Sheet

Advice to clients should include specific product advice on dosage,
method of administration and side effects.

Clinicians should be aware of the possible emergence of depressive
symptoms in patients undertaking a smoking cessation attempt and
advise patients accordingly. Patients should be advised to seek
medical advice if symptoms occur.

It is important that client be encouraged to declare any current or
history of mental iliness (see information on exclusion criteria).

Pharmacists should be aware of the possible stigma associated with
the declaration of such conditions and therefore ensure that the client
has sufficient privacy during the initial consultation to facilitate such
conversations.
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Pharmacists should be aware of the possible stigma associated with the
declaration of such conditions and therefore ensure that the client has
sufficient privacy during the initial consultation to facilitate such
conversations.

It is important to make sure that the client understands the following
points:

1. Varenicline is not a magic cure: effort and determination are crucial;
2. It works by acting on the parts of the brain which are affected by
nicotine in cigarettes;

3. It does not remove all the temptation to smoke, but it does make
abstinence easier (it takes the edge of the discomfort by reducing the
severity of tobacco withdrawal symptoms such as craving to smoke,
irritability, poor concentration and low mood)

4. Varenicline is safe, but about a third of clients may experience mild
nausea usually about 30 minutes after taking it. This reaction often
diminishes gradually over the first few weeks, and most patients tolerate
it without problems.

The following general advice should also be given:

Follow-up and obtaining further supplies

Possible changes in the body on stopping smoking e.g. weight
gain

Varenicline may cause drowsiness. If affected the patient
should be advised not to drive or operate machinery

Patients on insulin should monitor blood glucose closely

If the patient forgets to take Varenicline, they should not take a
double dose to make up for the one they missed. It is important
they take the medication regularly and at the same time each
day. If they have forgotten to take a dose, they should take it as
soon as they remembered but if it is almost time for the next
dose they should not take the tablet they have missed

At the end of treatment, discontinuation of Varenicline has been
associated with an increase in irritability, urge to smoke, and/or
insomnia in up to 3% of patients. The pharmacist should inform
the patient accordingly and discuss or consider the need for
dose tapering.

The major reasons for Varenicline failure are:

- Unrealistic expectations;

- Lack of preparation for the fact that tablets may cause nausea;
- Insufficient support from trained smoking cessation advisor
-poor patient compliance
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Arrangements for The Vareniclineshould be dispensed from the community
medicine supply pharmacy stock labelled and recorded on the Patient
Medical Record system.

The client should be given a Patient Information Sheet as well as the
Manufacturer’'s Patient Information Leaflet for Varenicline.

Storage requirements The usual community pharmacy storage of medicines
requirements apply.

Follow up Clients will be seen by the Stop Smoking Advisor weekly for at least 4
weeks after the quit date and by the pharmacist at each supply of
Varenicline.

e Criteria for the stopping Varenicline treatment immediately:

o The client does not want to continue treatment.

o The stop smoking advisor or pharmacist believes that
Varenicline treatment is no longer appropriate.

o An absolute contra-indication is brought to light or
develops.

o A client develops agitation, depressed mood, suicidal
thoughts or other serious mood changes (client to be
referred to GP for prompt medical advice (Appendix 3)

o Side effect is so severe as to impair quit attempt

Informed consent Client must be informed that information relating to the supply of
Varenicline under a PGD needs to be passed to other health service
organisations, in particular their GP and Smoking Cessation provider to
ensure proper record keeping and patient safety.

Any information about clients will be stored securely.
Information will be recorded on the assessment form (Appendix 1)
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This patient group direction must be agreed to and signed by all health care professionals involved
in its use.

Leicester City Council, Leicestershire County Council and Rutland County Council will hold the
original signed copy.

The PGD must be easily accessible in the clinical setting

PATIENT GROUP DIRECTION WORKING GROUP

NAME POSITION SIGNATURE
Zaheera Stop Smoking Service Manager
Chatra

Leicestershire County Council

Dr. Mike Consultant in Public Mels o —2lsf
McHugh Health (Leicestershire and —_ ﬁL
Rutland County Councils) :

Luvjit
Kandula
PATIENT GROUP DIRECTION CONTRIBUTORS
Name Position Signature
Aaron
Bohannon

This PGD is approved for use within the area covered by Leicester City Council, Leicestershire
County Council and Rutland County Council.

PGD Authorisation and Adoption by Leicester County Council

Director of Public Health Name Mike Sandys
Leicestershire County Council

Signature

Date
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Responsibility for updating the PGD

Leicestershire County Council Public Health commissioners will review the
Service Specification to update the PGD.
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PGDs DO NOT REMOVE

Appendix 1

Individual Authorisation

INHERENT PROFESSIONAL OBLIGATIONS OR

ACCOUNTABILITY

Pharmacy Details

Name

Address

Telephone Number

It is the responsibility of each professional to practice only within the bounds of their own

competence and in accordance with their own Code of Professional Conduct.

Note to Authorising Managers:

Authorised staff should be provided with an individual copy of the clinical content of the PGD
and a photocopy of the document showing their authorisation.
Pharmacists should sign the table and keep their personal copy of this document.

| have read and understood the Patient Group Direction and agree to supply/administer this

medicine only in accordance with this PGD.

| also declare that | am aware that | have an obligation to keep my practice and knowledge up
to date and to respond to any changes that affect the content of this PGD and any changes in

the use of PGDs in general.

Name of Professional

Signature

GPhC No

Authorising

Manager/
Superintendent
(if appropriate)

Date
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Leicestershire County Council- Assessment to supply Varenicline (Champix)

Appendix 2

Quit

Leicestershire

Criteria for Exclusion: Please complete the table with an (X) in the appropriate column

Client Name Sensitive to Yes No
Varenicline or any
excipients?

Date of birth Is the client
pregnant?

Voucher no Is the client

breastfeeding?

GP name and
address

Is the client under
18 years old?

Ethnicity

Does the client
have renal
impairment?
Further
information

Allergies (Please
list type of
reactions)

Does the client
have epilepsy or
has been
diagnosed by a
seizure disorder?
Further
information

Client’s current
medications

Does the client
have a history of
low moods/
depression?
Further
information

Access to
client’s records-
consent given

Consent obtained: Yes/ No

Has the client
been prescribed
medication for low
moods/
depression?
Further
information

Client signature

Does the client

and date: have an eating
disorder?
Further
information
Pharmacist Does the client
name: have a history of
GPhC bipolar?
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registration
number:
Signature:
Date:

Further
information

If the client has answered yes to the above criteria: Offer the option of NRT refer to Stop Smoking

Service
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Appendix 3
Additional Guidance for Pharmacists

Referral Proforma
Patient Group Direction —Referral by Community Pharmacist to GP

Dear Doctor,

The named client below is considered to be unsuitable for issue of Varenicline under the Leicestershire
County & Rutland County Council’s Patient Group

Clients name

Date of Birth

Date and time of consultation
with Pharmacist

Appendix 4

Patient information leaflet-to be confirmed
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PUBLIC HEALTH COMMUNINTY BASED SERVICES
SERVICE SPECIFICATIONS

Service Specification No: CBS18-19(05)

Provision of Emergency Hormonal Contraception (EHC) to
women under 25 years of age

Authority Lead: Janet Hutchins

Period: 1% April 2018 to 31st March 2019

Commissioner: The commissioner detailed as “The County Councils” in
this service specification and refers to Leicestershire
County Council and Rutland County Council

Service:

Leicestershire County Council, County Hall, Glenfield,
Leicester, LE3 8RA

Rutland County Council, Catmose, Oakham, Rutland, LE15
6HP

1. Purpose ‘

This document represents the agreement between the provider and Leicestershire County Council
and Rutland County Council for the following community based service and is an appendix to the
Contract for the Provision of Public Health Services.

2. Contract Price and Payment Method

2.1 The Community provider will be funded for this service, based on the service aims
and criteria, on a cost per case.

2.2  The value of each case will be as follows:

2.2.1 Consultation with patient presenting for EHC £12.50

2.2.2 Provision of EHC £6 (reimburse for drug cost at drug tariff rate).

2.2.3 Additional payment of £6 (Consultation fee not included) will be made
where a replacement dose (vomiting) or a 3000microgam dose has
been provided. The reason for provision of double dose is to be reported on the
claims system.

2.2.4 Payment for the supply of a double dose (enzyme-inducing drugs) is

£12 drug + consultation fee.

Payment for this service will be based on the submission of activity each quarter
submitted through the online Community Based Services Claim System of which all
providers are registered.

2.5 Payment will not be made to the community provider if an unaccredited practitioner
delivers the service.

2.6 This SLA will be reviewed by the Local Authority on an annual basis.

2.7  The provider will be responsible for financing operational aspects of the service from

l|Page





within the agreed payment value. This will include all telephone costs, postage
costs, stationery costs and any other miscellaneous costs associated with delivery of
the service.

3. Service Delivery — Aims and Objectives

3.1 This document represents the Agreement between the Local Authority and the
Provider for the provision of free Emergency Hormonal Contraception from
community based settings situated within the Local Authority boundaries.

3.2  This service must be delivered by appropriately accredited clinical practitioners (e.qg.
Royal Pharmaceutical Society of Great Britain registered) working at the designated
community provider and their name and registration number must be given as
requested by the Local Authority.

3.3 The aim of this service is to reduce unintended pregnancy and improve sexual health
for young people by:

. Provision of free Emergency Hormonal Contraception (Levonelle) to women under
25 years in Leicestershire and Rutland from accessible community based settings
that provide a timely, open access service in line with the criteria as detailed in this
specification.

. Active promotion of the online Chlamydia Screening Programme, general awareness

of chlamydia and other sexual health issues to promote good sexual health and
signposting to other sexual health services as necessary.

o Provision of clear signposting and advice in relation to sexual health services

Strengthening of local network of contraceptive and sexual health services to help
ensure easy and swift access to advice and services.

. Provision of advice on the use of condoms to prevent infection and of public health
information on safer sex practices to increase the knowledge of risks associated with
STIs. Providers will be expected to engage with and support the local C-Card
condom distribution delivery model.

. Provision of information packs and signage as detailed below.
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EHC
+ Levonelle { in accordance with PGD criteria)

+ Patient information sheet (appendix in PGD)

« Condoms and information pack as provided by the LLR Integrated Sexual Health
Service (ISHS)

« Information about pregnancy testing sites and local sexual health services.

» Display of signage to promote service availability.

4. The Service Criteria

General

4.1 It is a condition that the provider delivers the service using professionally accredited
registered pharmacists/practitioners who will offer a user-friendly, non-judgmental,
client-centered and confidential service. The service offered will be in line with the
‘You're Welcome’ criteria which can be found at:
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/21635
0/dh 127632.pdf

4.3 Pharmacists/practitioners providing this service must have an enhanced level DBS
Check.

4.4 The provider will provide support and advice to clients accessing the service,
including advice on the avoidance of pregnancy and sexually transmitted infections
(STIs) through safer sex and condom use, advice on the use of regular contraceptive
methods, including long acting reversible contraceptive methods: Intrauterine
Devices, Contraceptive Implants and injectables, and provide onward signposting to
services that provide long-term contraceptive methods and diagnosis and
management of STIs.

4.5 Clients not eligible for these services will be referred as soon as possible to another
local service that can assist them.

4.6 The community provider providing the service must seek to ensure that the service is
available during the opening hours of each delivery site. If that is not possible the
community provider must demonstrate that they have undertaken an exercise in
demand mapping and ensure that the Service is available at the times of highest
demand and that this is clearly communicated to patients. If the
pharmacist/practitioner accredited to provide the service is not available, then:

e the contractor must alert the Local Authority and inform them of the duration of the
suspension of the service

e the Local Authority will provide (if required) a list of local alternate providers of the
EHC service
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e the provider staff on duty must be able to signpost patients to an alternate NHS or
Local Authority funded source of Services. Information on services is available on
www.leicestersexualhealth.nhs.uk

4.7 Provision of EHC

4.7.1 Community provider contractors (providers) will supply Levonorgestrel Emergency
Hormonal Contraception (EHC) when appropriate to clients in line with the
requirements of the locally agreed Patient Group Direction (PGD).

The supply will be made free of charge to the client.

4.7.2 The community provider providing the service shall annually deliver a minimum of 10
EHC supplies from the individual delivery site. However, a lower activity level will be
accepted where the provider has identified a need in a locality which serves a
community that cannot readily access an alternative equivalent service. This will
require approval from the commissioner.

Where the aforementioned service level has not occurred in year, the provider must
provide explanation as to why at least 10 supplies have not been delivered and
demonstrate sufficient likely demand for the service in the following year. This will be
assessed by the Public Health team and determination made as to whether the
service provision from that contractor should continue.

4.7.3 Clients excluded from the service due to PGD criteria will be referred to another local
service for prompt assistance e.g. GP, local Sexual Health Services and will be
informed of the opportunity to purchase the Provider medicine.

4.7.4 The accredited pharmacist/practitioner must work to the Local Authority Patient
Group Direction and use Fraser competencies to ascertain whether to supply
Levonorgestrel. If a client is deemed non-Fraser competent the pharmacist will
signpost/refer the client to named contacts provided by the Local Authority.
Completion of a client record sheet (Appendix 2 of the PGD document) is required
for every client. The PGD (Appendix A) will be provided, reviewed and maintained by
the Local Authority. The provider will be responsible for adopting the PGD and
ensuring that all relevant processes are in place to ensure that use of the PGD is
clinically safe and follows relevant best practice guidance.

4.7.5 All interaction with the presenting patient MUST take place in a private and
confidential area. It is not appropriate, for this service that advice is given over the
counter.

4.7.6  Non identifiable client information must be provided for each client contact and
submitted in addition to the claim for payment. Information required is as detailed in
Appendix B below.

4.7.7 Criteria for the supply of Levonelle

e  Supply must be made by the Local Authority accredited pharmacist/practitioner.

e The provider service provider must provide Levonelle and information as detailed in
Section 3.

e Women who present and are outside the criteria for Levonelle, must be advised of
their options and signposted to appropriate services.
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5. Accreditation

5.1 The Community Provider must satisfy the Local Authority that
Pharmacists/practitioners are appropriately trained to provide the community based
service detailed in the SLA. Please refer to appendix C

5.2 Health care professionals delivering this service must hold membership of an
approved professional body and be approved and eligible to practice in a setting that
is appropriate to deliver this service. Each individual pharmacist/practitioner offering
this community based service, (for and on behalf of a provider contractor), must be
fully trained with accreditation recognised by the Local Authority.

5.3 In addition to the above training, individual accredited pharmacists must every three
years attend a refresh session organised by the Local Authority and keep up to date
with changes in clinical practice including the medications and regulations that may
impact upon this service to ensure that they are able to provide the most up to date
and effective service.

5.4 The Community Pharmacist/practitioner(s) delivering the service must have
completed appropriate training to enable them to provide medication using a Patient
Group Direction.

55 Up to date certificates of competency must be maintained and copies may be
requested by the Local Authority.

5.6 COMMUNITY PROVIDER SHALL INFORM THE LOCAL AUTHORITY
IMMEDIATELY SHOULD THE ACCREDITED PHARMACIST/PRACTITIONER
CEASE WORKING AT THE PROVIDER.

5.7 The provider must have an accredited confidential and private consultation area in
line with best practice.

Protocols

5.8 The Community Provider will ensure that all health care professionals are compliant
with the protocols for the clinical management of all patients in receipt of services
commissioned. These protocols must in line with best practice clinical guidelines and
be reviewed on a regular basis. The Community Provider must ensure that all
protocols reflect up to date national and local guidance and are amended in light of
any changes.

5.9 The Community Provider will have their own Standard Operating Procedure to
support this SLA.

5.10 The Provider will ensure attendance at appropriate training for staff to ensure safe
and competent delivery of the services in this agreement.

6. Quality ‘

6.1 The provider will comply with the requirements of the quality schedule as detailed in
the contract schedule in relation to clinical effectiveness, patient safety and patient
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experience.

6.2 In addition to terms set out in Section 1 contractors must at all times meet the most
recent standards set out in NICE guidance for one to one interventions to reduce the
transmission of STIs including HIV and reduce the rate of under 18 conceptions
especially amongst the most vulnerable and at risk groups (PH 10003, Feb 2007)
and NICE guidance on Contraceptive Services with a focus on young people up to
the age of 25 (PH51, 2014)

6.3 The provider will offer a user-friendly, non-judgmental, client-centered and
confidential service. The service offered will be in line with the ‘You’re Welcome’
criteria which can be found at:
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/21635
0/dh_127632.pdf in accordance with you're welcome criteria and NCSP guidance.

6.4 The provider will allow ‘mystery shop’ assessment of this service by young people
trained to participate in a mystery shop programme on behalf of the commissioners.

6.5 The provider will commit to receiving feedback from a mystery shop and agree
actions with commissioners in response to feedback. Mystery shop will be a
maximum of once per annum.

7. Monitoring Service Delivery

7.1 The Local Authority and the Community Provider will work collaboratively to monitor
and evaluate the service as set out in this specification.

7.2 For purpose of monitoring performance and service delivery, the Community
Provider will ensure the completed activity monitoring and claim for payment form is
submitted quarterly to allow the service to be analysed and monitored by the Local
Authority.

7.3 The provider acknowledges and understands that the Local Authority will be
reporting on performance by provider (not anonymised).

7.4 The provider maintains completed Sexual Health Monitoring documentation and
makes this available if requested by the Local Authority for monitoring and audit
purposes.

7.5 The provider will also provide such information as may be required by the
Department of Health, NHS England and the Local Authority relating to the service
provided.

7.6 In addition, this monitoring information will also inform the commissioning decisions
of the Local Authority and will be a component of the Annual Review process with
the Community Provider.
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Appendix 1 Patient Group Directive.

@j

Leicestershire -
Rutland Levonelle PG

7|Page





Appendix B — Client Contact Information to be shared with Commissioner

The following Information will be required for each client contact. This information will
need to be submitted alongside claims for payment.

1. Date

2. Client Unique Identifier

3. Client Age

4. Client postcode. ( first 2 letters & first 3 numbers)

5. GP practice ( if known)

6. Reason for request of EHC*

7. Ethnic Group***

8. Levonelle supply (Yes/No)

9. Double dose supply. Reason 1.weight >70kg; BMI>26 or 2. other

10. Condoms given (Yes/No)

11. Referred to Sexual Health Services (yes/No)

12. Referred from code **

13. Signposted to pregnancy testing sites (yes/No)

*Reason Client
for Split No vomited
RequeEtHof Condom= | Misse | Contraception | Levonelle
c C d Pill = =No dose =V Other =OR
**Refe General
r FP Clinic= | Practice | NHS Direct=
Code FP -GP NHS Other =0 Self Referral =SR
**Ethnic Black / Not
Category: Mixed = | Asian /Asian | Black Other- | Stated =
White =W M British = A British =B OE NS
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Appendix C- Training Matrix.

The purpose of this matrix is to identify which training must be undertaken to achieve accreditation.
The LA will consider request from Pharmacists/practitioners who have been accredited in other LAs
(previously CCGs) to provide this service. The Public Health Sexual Health lead will determine
accreditation based on training undertaken.

Training Requirements Evidence Required

Centre for Pharmacy
Postgraduate Education

(CPPE) Modules New providers to complete Certificate of completion of
prior to attending local EHC CPPE module.
(open learning) workshop. Existing providers to

evidence completion.

1. EHC
2. Safeguarding
3. Contraception

Equivalent training will be
considered for practitioners
other than Pharmacists who
will be delivering the services
detailed in this specification.
These practitioners must be
appropriately professionally
qualified to legally enable safe
and competent delivery of the
services.

Local Workshop

which covers

Sessions organised and Certificate of attendance and
delivered by LLR Integrated refresh every 3 years
e PGD Sexual Health Service.
e  Working with young
people

e Local safeguarding

e Local services and referral
routes

e Chlamydia screening

9|Page






image1.png
Leicestershire
County Council

qos)





