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1. EXECUTIVE SUMMARY 

Background 
The Department of Health wishes to establish a panel of law firms – pursuant to a multi-supplier pseudo framework agreement – to act for, and provide advice to, the Department of Health in connection with its civil litigation cases against companies in the pharmaceutical industry. The ongoing requirement is for exploratory legal and professional advice and representation within civil proceedings.

The objective of this procurement exercise is to appoint expert external legal advisers to provide legal support to the Department of Health to recover (on behalf of the NHS) overpayments made to pharmaceutical firms by pursuing arbitration or civil litigation if appropriate and viable. 

The scope of legal proceedings may involve investigation into deceit, anti-competitive agreements and the abuse of a dominant position by a company. 

The lead time for individual pieces of work may take several years from inception to resolution in the form of financial recompense to the Department of Health or applicable NHS body. 

The Department of Health currently uses the Government Legal Department as part of its in-house legal resource. The Department of Health or NHS body shall continue to retain the option to instruct the Government Legal Department in respect of certain cases.

This procurement relates to legal services within the meaning of Schedule 3 of the Public Contracts Regulations 2015. Given that this procurement process relates to ‘social and other specific services’ only, it is subject to limited regulation and accordingly will be conducted in accordance with Regulations 74 to 76 of the Public Contracts Regulations 2015. Any references to fully regulated processes or requirements are for ease of reference only and should not be taken as recognition or acceptance that the same apply to this procurement.


2. KEY POINTS OF THE SPECIFICATION

Contract Type 
Pseudo Multi-Supplier Framework Agreement.

Number of Suppliers to be appointed to the Framework 
Not more than 3 suppliers (where sufficient bids which meet the contract requirements are received). 

Method of Call-off Contract Award 
i. Direct award from a Framework Ratecard (where suitably precise);
ii. Direct award from a Price List for Standard Chargeable Items (where best Value for Money is demonstrable); or
iii. Capability Assessment followed by Further-Competition. 


Framework Value 
Up to £2,000,000 per annum. The Department of Health does not guarantee a minimum spend or exclusivity with any supplier appointed to provide goods and/or services under this Framework. The figure provided is the upper limit for this Framework.

Framework Duration 
Maximum of four (4) years; 2 years plus an option to extend (exercisable at the Department of Health’s sole discretion) for a further period of 2 years. 

Call-off Contract Duration: Call-off Contracts awarded under the Framework may exceed the Framework Duration.

General Scope 
i. Financial Analysis relating to the pricing of Pharmaceutical Medicines; 
ii. Investigation into deceit, anti-competitive agreements and the abuse of a dominant position by a company;
iii. Arbitration and Mediation;  
iv. Civil Litigation;
v. Financial Recovery; 
vi. Supply Chain and Subcontract: Economic Analysis;
vii. Framework suppliers shall have either an existing in-house capability and/or a nominated organisation to conduct Financial and Economic Analysis; and
viii. All framework suppliers are required to be able to work with the Department of Health’s existing supply chain to include but not limited to the Government Legal Department, Financial and Economic Analysts, and other external Legal Advice.

Special Legal Counsel
Framework suppliers may be required to appoint specialist Legal Counsel with Pharmaceutical knowledge in support of the Framework.  

All Counsel will be appointed at Attorney General (AG) rates unless an extraordinary exception is agreed.

Conflicts of Interest
It is considered that the two main potential conflicts of interest that may occur in the performance of Call-off Contracts are: 

i. Where a legal firm represents a defendant whilst also representing the Department of Health, and/or; 
ii. Where an individual employee moves to a new employer. An examples may include; a solicitor that moves from a prosecuting law firm to defendant law firm.  

It is an important requirement of the Framework that conflicts of interest are actively managed. Framework suppliers are required to demonstrate the effective management of conflicts of interest where there is a potential for a conflict of interest with a framework supplier’s prospective, current and/or anticipated future clients. 

Customer Relationship - The Department of Health as a Prime Client
It is a fundamental requirement of the Framework that framework suppliers manage the Department of Health’s contract portfolio. The Department of Health should be considered as a Prime Client whereby the Department of Health’s interests are served in preference of all other Clients especially where Conflicts of Interest apply. 

Contract Management
The Framework, framework suppliers and Call-off Contracts will be managed by a designated Contract Manager within the Department of Health as a Strategically Important contract.  


3. CURRENT LEGAL PROVISION FOR CIVIL LITIGATION

Government  Legal Department (GLD)
GLD are the government’s principal legal advisers whose core purpose is to help the government to govern well, within the rule of law. GLD do this by providing legal advice on the development, design and implementation of government policies and decisions, drafting secondary legislation and working with Parliamentary Counsel on primary legislation, and representing the government in court.

Current External Legal Provision
The Department of Health currently has several ongoing cases whose activity would fall within the scope of this prospective Framework. It is anticipated that the current structure of external legal provision may be retained for these cases, to ensure continuity the external legal provision for these cases may not be procured via this Framework.

Ongoing cases include but are not limited to;
i. Economic analysis of pharmaceutical pricing.
ii. Exploratory legal and professional representation within potential civil proceedings.
iii. Investigation into deceit, anti-competitive agreements and abuse of dominant position. 


4. SPECIAL LEGAL COUNSEL

Legal Advisors
In some instances the framework suppliers will require further Counsel from a Queen’s Counsel Barrister or an equivalent level of professional expertise.   


5. SCOPE AND SPECIFICATION

Exploratory Financial and Economic Analysis
The appointed framework supplier(s) will be required to provide the economic analysis of the pricing of pharmaceuticals and medicines; this may be provided from either in-house by the framework supplier or by appointment of an external organisation. 

The appointed framework supplier(s) will be required to cooperate and work with incumbent or new economic analysts that have been independently appointed by the Department of Health. 

Financial analysts may be supplied in-house by the framework supplier or may be subcontracted to an external organisation. Where subcontracted, it is imperative that the relationship between the framework supplier and financial analyst is seamless and is not a source of delay, loss of data or poor communication.   

The analysis encompasses the following aspects;
i. Pricing of pharmaceutics within the UK 
ii. Distortions to the UK Market for Pharmaceutics
iii. Exploratory analysis of Price Fixing within the UK
iv. Exploratory analysis of Market Structures to identify organisational collusion within the Pharmaceutical Industry. 

The data analysis may require the application of micro-economics to decipher the competition, pricing and cost of pharmaceutics within the UK.

Types of analysis required will include but not be limited to financial analysis, statistical modelling and game theory. 

The Department of Health requires that the complex analysis is presented in an independent and clear format with strong credible evidence. The presented information may subsequently be used by the external legal advice to support the Department of Health arbitration, investigation into deceit, anti-competitive agreements and the abuse of a dominant position by organisations.


6. PROFESSIONAL ADVICE

Exploratory Legal Advice
The appointed framework supplier(s) will be required to provide the Department of Health with professional advice that interprets the output of the Exploratory Financial and Economic Analysis. 

The appointed framework supplier(s) will work with the Department of Health and any associated stakeholders to support the development and appraisal of future commercial strategy. The commercial strategies may involve the; settlement of disputed sums, mediation, arbitration, civil litigation, or other proposed forms of resolution. 

Where professional advice is provided it shall be categorised as Professional Services in all billing as such.

The extent of the professional advice will be in the main focused on the legal aspects of commercial strategy. It is anticipated that the delivery of professional advice may be communicated using multiple modes from verbal advice to formal report and options appraisal.


7. ARBITRATION / MEDIATION / NEUTRAL EVALUATION  

Resolution

The appointed framework supplier(s) will be required to support binding and non-binding Arbitration, Mediation, Neutral Evaluation or the appointment of Ombudsman where resolution of disputes is possible outside of the courts. 

It is anticipated that the scope of the Arbitration and Mediation will be broadly confined to;  
i. Pricing of pharmaceutics within the UK 
ii. Distortions to the UK Market for Pharmaceutics
iii. Exploratory analysis of Price Fixing within the UK
iv. Exploratory analysis of Market Structures to identify organisational collusion within the Pharmaceutical Industry. 
v. Suitable recording and reporting of the pre-litigation stage to demonstrate consideration of ADR.
vi. Review of the respective positions of parties. Consideration of papers and the evidence to evaluate if proceedings are required. 
vii. Consideration of the possibility to narrow any outstanding issues in dispute before the claimant issues proceedings.


8. PRE LITIGATION

Support
The appointed framework supplier(s) will be required to support the Department of Health in all aspects pre-litigation. 

Robust case management at the pre-litigation stage is fundamental; it is a requirement that the appointed framework supplier(s) is able to manage the following key factors;
i. Analysis of risk and probability of successful claims either via litigation or out of court settlement.
ii. Conduct reasonable and proportionate steps to identify narrow and resolve the legal, factual or expert issues.
iii. Compliance with the relevant legal protocol for pre-litigation.
iv. Appointment of relevant experts to support building the case to ultimately lead to resolution.
v. Correspondence with the supplier market to establish whether an inquiry into their losses has been conducted.
vi. Consideration of whether negotiation or similar form of ADR might enable settlement without commencing proceedings.
vii. Managing communications with the opposing organisation where applicable.
viii. Regular reporting to the Department of Health to communicate developments of the case.
ix. Management of legal costs relative to the probability of outcome and financial value of return to the Department of Health.

The pre-litigation stage shall be documented to ensure that suitable evidence can be presented to demonstrate to the court that suitable and proportionate steps have been taken at the pre-litigation stage. 


9. CIVIL LITIGATION

Support
The appointed framework supplier(s) will be required to support the Department of Health in all aspects of civil litigation, where applicable across UK, EU and International Courts.

It is anticipated that action will primarily be conducted within the Commercial Court of the Queen’s Bench Division of the High Court, and if applicable the Court of Appeal and UK Supreme Court.

Key aspects of the requirement that are in addition to a ‘normal’ protocol for Civil Litigation are;  
i. Preliminary analysis, review and appraisal of pre litigation data.
ii. Building the internal Department of Health case to pursue litigation. 
iii. Engaging with Senior Civil Servants within the Department of Health to identify whether the claim can be supported and pursued by the Secretary of State, supporting the Department with the subsequent presentation via business case to the Secretary of State. 
iv. Preparation of the letter of claim to defendant, seeking damages on behalf of the Secretary of State.

Conducting without prejudice meetings with the defendant or the defendants solicitors. 

Claim and counterclaim; reviewing and advising in relation to any substantive arguments put forward by the defendant in advance of any without prejudice meetings.

Management of claim timescales to ensure that any claim is not prejudiced by delay.

Review of all without prejudice offers made by the Defendant and any offers to be made by the Secretary of State.

Provision of advice relating to the adequacy of any without prejudice offer.

Where applicable the drafting of Settlement Agreements or Issuing proceedings and court documents.

Preparation of applications for the Department of Health’s losses to be assessed by the Court, to be used as part of the without prejudice negotiations. 

10. JUDGMENT AND RESOLUTION

Once a Judgement is obtained or a Resolution is arrived at, the appointed framework supplier(s) may be required to support the Department of Health to ensure that the Judgement or Resolution is finalised and subsequently enforced.

Key aspects of the requirement that require management;
i. Offers to settle.
ii. Offer to settle a dispute using ADR - a party who unreasonably refuses an offer to settle a case in this way may incur cost penalties.
iii. Injunctions – in some cases it may be necessary to stop a party from doing something immediately or to preserve assets until after the trial.
iv. Security for costs – the usual costs rule is that the losing party will pay a substantial proportion of the winning party's legal costs.


11. COMMUNICATIONS

It is a requirement that the appointed framework supplier(s) is able to take advantage of multiple modes of communication with the Department of Health. It is considered that the correct use of multiple modes of communication should be applied to ensure efficient use of time and resource. 

Suitable modes of communication should be used relative to the importance, cost and privacy requirements of the subject matter;
i. Email.
ii. Telephone / Teleconference / Video Conference.
iii. Video-conference / Skype.
iv. Face to face meeting; primarily within the Department of Health Premises or the Appointed Legal advisors premises. 
v. Briefing paper.
vi. Formal Letter.
vii. Formal report.


12. CONFIDENTIALITY 

In accordance with the Framework Terms and Conditions confidentiality is a pre-requisite for the delivery of Call-off Contracts from the Framework. 


13. CUSTOMER RELATIONSHIP

Framework suppliers shall be required to maintain the Department of Health as a Prime Client throughout the duration of the Framework. This aspect shall be monitored and managed as a constituent of the Contract Management of the Framework. 

Where conflicts of interest arise between the Department of Health’s interests and that of a framework supplier’s client, the Department of Health will require that its interest is served as a priority. Framework suppliers will be required to demonstrate that suitable control policies and procedures have been implemented to ensure the effective management of conflicts and confidentiality.  This may include but is not limited to;
i. Existing clients
ii. Prospective clients
iii. Current Employees
iv. Ex-employees that have worked on behalf of the Department of Health and have subsequently left to work for an organisation that represents a conflict of interest with the Department of Health.  
v. Formal and informal communications between employees and external parties.

The key facets of the Department of Health’s Prime Client status are;
i. Management of Conflicts of Interest. 
ii. Partnership. The period of call-offs for significant pieces of work may be in excess of several years, consequently; it is a requirement that an approach to client management is implemented that seeks to secure the Department of Health as a Prime Client. The Department of Health will reciprocate the Partnership by ensuring that the Framework is used for all work that is reasonably within scope whilst fostering a close professional relationship.
iii. Transparent Pricing. 

13.1.4	Such provisions should be at both an organisational and employee level.


14. FEES / BILLING / PRICING

A billing system shall be required that provides;
i. Clear information to show all costs incurred.
ii. Clear information about time spent on documents and any underlying work.
iii. Suitable use of time-recording software.
iv. A format of bills of costs should be provided that is informative and capable of yielding information at different levels of generality (Phase, Task, Activity).
v. Software should be applied which will (a) be used for time recording and capturing relevant information and (b) automatically generate schedules for summary assessment or bills for detailed assessment as and when required. 
vi. The information from the output of the billing system may be used by the Department of Health for costs budgeting, costs management, summary assessment and detailed assessment.
vii. A standardised way of capturing time-recorded information.
viii. A standardised method to categorise work.


15. CALL-OFF CONTRACT PERIOD/DURATION

Framework Duration
15.1.1	The duration of the Framework Agreement will be a maximum of 4 years; 2 years plus an option to extend for a further period of 2 years. The Department of Health has the sole discretion to exercise the option to extend. 

Call-off Contract Duration
The duration of Call-off Contracts awarded under the Framework will vary, depending on the project in question. For example, a Call-off Contract may be for a very short period of time or may be in excess of 4 years until resolution of the case in question or in any event not more than 10 years. Where longer term contracts are awarded these shall be managed by performance against clear contractual and financial milestones.


16. PRICING STRUCTURE

Award of Call-off Contracts from the Framework will be via;
i. Rate card pricing for simple requirements where the rate or combination of rates are suitably precise to demonstrate value for money in accordance with the award criteria.
ii. Price List for Standard Chargeable Items. For standard requirements where the chargeable items are suitably precise to demonstrate value for money in accordance with the award criteria.
iii. Further competition for litigation / technical packages of work. The competition will be awarded in accordance with the original award criteria although the Department of Health reserves the right to revise the original award criteria to support the requirement.

Capability Assessment
All further competitions will be firstly communicated by a capability statement via the standard organisation capability template. Framework suppliers will be required to state their interest in competing prior to the documents being issued, if there is only one expression of interest then the work will be awarded directly to this framework supplier. The capability assessment will categorise the opportunity into one of the four categories stated below: 

i. Entirely New Work not related to any existing case or advice.
ii. A progression of an existing case from which an incumbent legal provider is already advising.
iii. Subsidiary Work. Work that is related to existing case work provided by an existing supplier but may be plausibly delivered by another organisation.
iv. Financial Analysis with Legal Opinion. Work that requires financial analysis and legal opinion. 

The intention of the above step is to provide enough information around the package of work to allow framework suppliers to make an informed decision about the opportunity and whether they wish to submit a response to a further competition. This is not a taxi-rank system; it is anticipated that this will facilitate informed responses to opportunities and provide continuity for larger pieces of work whilst also providing an opportunity for framework suppliers to compete for all work.

For each new further competition a new conflict of interest form will need to be signed and confirmed.

See Appendix 1 for an example template Capability Assessment.

17. RISK 
 
The framework suppliers will be required to work with the Department of Health to ascertain and understand the Departments exposure to commercial risk for each specific requirement.

It is required that the framework suppliers will work with either externally appointed financial analysts or internal expertise to quantify any applicable financial impact of any proposed Civil Litigation, Arbitration and Mediation. 

It is expected that the framework suppliers will be capable of providing the Department of Health with a suitable breakdown of probability of success that is measured against the likely financial risk / benefit. 

The decision to pursue Litigation, Arbitration or other settlement is the product of many individual contributing factors. Where advice is provided by a framework supplier to pursue a course of action, it is expected that the framework supplier shall provide a transparent reasoning to underline the approach. This may take the form of a standard or repeatable report format that can be applied to several projects.

Where an algorithm or mathematical approach is used to consider chance of success; the methodology should be explained clearly to the Department of Health.


18. RELEVANT KEY STAKEHOLDERS

There are a broad range of key project stakeholders from across the NHS and Government. These Stakeholders can be viewed at two levels;
i. Primary- the people or groups that stand to be directly affected.
ii. Secondary – groups that do not engage in direct economic exchange with the business but are affected by its actions.

The primary project stakeholders are listed below. All listed stakeholders may have a direct interest in the outcome of the procurement, namely; the accurate pricing of drugs to the NHS and subsequent litigation and remuneration where drugs are overcharged.
i. Department of Health Anti-Fraud Unit (DHAFU)
ii. NHS Protect. http://www.nhsbsa.nhs.uk/Protect.aspx
iii. NHS England. https://www.england.nhs.uk/
iv. NHS Patients.

The secondary project stakeholders are listed in i to v below. All listed stakeholders may have an interest in the scope of the procurement, namely; the accurate pricing of drugs to the NHS and subsequent litigation and remuneration where drugs are overcharged. 

i. National Institute Clinical Excellence (NICE) https://www.nice.org.uk/

ii. Pharmaceutical Price Regulation Scheme (PPRS) https://www.gov.uk/government/publications/pharmaceutical-price-regulation-scheme-2014

iii. Medicines and Healthcare Regulatory Agency (MHRA)
https://www.gov.uk/government/organisations/medicines-and-healthcare-products-regulatory-agency

iv. Medicine Pharmacy & Industry (MPI)
https://www.gov.uk/government/collections/commercial-medicines-unit-cmu

v. Competition and Markets Authority
https://www.gov.uk/cma-cases?keywords=drug&closed_date%5Bfrom%5D=&closed_date%5Bto%5D


19. FRAMEWORK PRICING

Rate Card
As part of the tender submission a Rate Card must be completed. The Rate Card will form the basis of pricing for Call-off Contracts from the Framework. 
The Rate Card contains fixed pricing for a range of professional personnel, in addition the Rate Card provides fixed pricing for items that have standard charges; to include but not limited to Court Fees, Travel and Subsistence, access to External Experts.  
The Rate Card pricing may be used for direct call off where the pricing is suitably precise to demonstrate value for money for a package of work. 

Capability Assessment
Prior to the commencement of a further competition from the Framework a capability assessment will be issued to all framework suppliers. The purpose of this document is to provide framework suppliers an early indication of the package of work prior to full documentation being issued. If it is ascertained that only a single framework supplier is likely to bid then a direct award may be awarded in accordance with the Framework Ratecard.  
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20. SERVICE LEVELS 

Scope
This Annex sets out the Service Levels which a Solicitor is required to achieve when delivering the Services.
The objectives of the Service Levels are to ensure that the Contract Services are of a consistently high quality and meet the requirements of the Department.
The Service Levels for the framework shall be incorporated into the specification that is subsequently issued with the tender documentation.
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