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Mr Justice Choudhury :

Introduction

1.

The Claimant, AbbVie Ltd, is a manufacturer of pharmaceutical products. The
Defendant, the NHS Commissioning Board (NHS England), is the statutory body with
responsibility for, amongst other things, procuring drugs for use in the NHS. In 2018,
the Defendant commenced a procurement exercise (“the Procurement”, sometimes
labelled the “strategic procurement”), pursuant to the competitive dialogue procedure,
for the award of up to three public contracts for the supply of Hepatitis C (“HCV”)
treatments and related elimination initiatives. This is the largest procurement for drugs
ever undertaken by the Defendant and is worth up to about £1 billion over a period of
up to five years. The Procurement is still ongoing having reached stage two of three
stages. The contracts are due to commence in April 2019.

The Claimant complains about two specific aspects of the rules governing the
Procurement, which it says amount to a breach of the duty of equal treatment and/or
are otherwise unlawful:

i) The first is the “dummy price mechanism” (“DPM”). The DPM operates under
the Revenue Capped Model (“RCM?”) of the Procurement to impute a price to a
bidder in respect of a particular HCV genotype/patient group notwithstanding
the fact that that bidder does not produce any drugs capable of treating that
group. The Claimant contends that the DPM thereby confers an unfair
advantage on a bidder unable to supply part of the market as compared to a
bidder that can;

i) The second relates to the rules under the Unmetered Access Model (“UAM”) of
the Procurement. Part of the UAM involves the payment of a fixed fee in return
for the treatment of a number of patients which the supplier has committed to
treat. The Claimant contends that the relevant rules operate unfairly in that the
failure by one bidder to treat the number of patients that it has committed to
treat means that other bidders may be required to supply treatments to patients
exceeding the number they have committed to treat without additional
compensation or remuneration.

The Claimant invites the Court to declare that the two main tender documents, the
Invitation to Participate in Dialogue (“ITPD”) and the Invitation to Submit Final
Tenders (“ISFT”), are unlawful in these respects and to order that they be set aside,
pursuant to reg. 97 of the Public Contract Regulations 2015 (“PCR”). This would
require the Defendant to re-issue the tender documents and seek further bids.

The Defendant denies that there is any unequal treatment or that the Procurement is
unlawful. It contends that a bidder that is only able to provide drugs appropriate for
part of the market is in a different position from a bidder who can supply the whole
market, and that, in those circumstances, the application of the DPM for the purposes
of assessing bids does not involve treating like situations differently. Alternatively,
the Defendant contends that if there is any unequal treatment, such treatment is
justified as a means of adopting a “whole market approach”, which facilitates three-
way competition and maximises the health benefits achievable from the Procurement.
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As to the UAM, the Defendant says that the Claimant’s complaint is concerned more
with the content of the contract rather than the procedures for their procurement, and
that, as such, it falls outside the scope of the PCR. Even if the complaint is within
scope, it is said that this is a case where the same rules are applied to all bidders and
there is therefore no unequal treatment. Finally, it is said that fixed fees are justified in
any event as a means of encouraging suppliers to invest in and adopt effective
initiatives for the elimination of HCV.

Confidentiality

6.

The fact that the Procurement is ongoing means that the actual bids and the
Defendant’s analysis and assessment thercof must remain confidential in order to
preserve the integrity of the tendering exercise. In this open judgment, | shall not refer
to confidential material insofar as it is possible to do so. There is a Confidential
Annex to the judgment which contains sensitive information, and which is not to be
published.

Witnesses

Perhaps unusually in a case where the challenge is to the tender design rather than to
the actual assessment decisions made by the contracting authority, | have heard from a
number of witnesses. The Claimant called one witness, Mr Neil Pumford, the
Claimant’s Business Unit Director for Hepatitis C. He gave evidence as to the
Claimant’s understanding of the Procurement and the perceived unfair impact that it
had. Save in one respect, Mr Pumford gave evidence in a largely straightforward
manner and fairly made concessions in cross-examination where appropriate. The one
aspect of his evidence which was less satisfactory was in relation to a series of
questions about the manufacturing cost of the Claimant’s drugs. Mr Pumford claimed
to have “no idea” what those manufacturing costs were. This was a surprising claim
to make since, as Business Director, Mr Pumford might be expected to know the
margins available to the Claimant when setting a price for its drugs. Upon closer
questioning, Mr Pumford accepted that the manufacturing costs would certainly be
comfortably below the bid prices submitted by the Claimant and was sure that these
would be “fairly low”. However, he maintained that the actual costs were not known
to him. Although this aspect of Mr Pumford’s evidence was a little unsatisfactory, it
did not undermine the general impression that Mr Pumford was a witness of truth
doing his best to assist the Court.

The Defendant called three witnesses. The first of these was Mr Peter Huskinson, the
National Commercial Director for Specialised Commissioning for the Defendant. Mr
Huskinson was the senior responsible officer for the Defendant in relation to the
procurement of the new generation of treatments for HCV. Mr Huskinson was clearly
very knowledgeable about HCV, the treatments available for the disease and the aims
and objectives of the Procurement. However, he had an unfortunate tendency to
provide long, rambling answers to questions during cross-examination, and often
strayed off the point. The Claimant attacks his evidence as being “extremely evasive”.
Whilst the manner of giving evidence was less than satisfactory, in my judgment Mr
Huskinson was not being deliberately evasive or attempting to hide or avoid revealing
the truth. Mr Huskinson was evidently very keen to defend the whole market
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10.

approach and the DPM to which he had become closely wedded in the past year or so,
and this keenness did, on occasion, make it difficult for him to step back from the
detail and to refrain from being defensive in his evidence. | shall address some of the
Claimant’s specific criticisms of Mr Huskinson’s evidence below, but I should say at
this stage that, notwithstanding those criticisms, | regarded him also to be a witness of
truth.

The Defendant’s second witness was Mr Mark Perkins, who is the Procurement Lead
engaged by the Defendant to run the Procurement. Mr Perkins’ evidence was
considerably less prolix than that of Mr Huskinson. However, he too is criticised for
allegedly not providing a full or proper answer to questions about an internal email in
which he proposed looking for a means of excluding one of the Claimant’s products
from the Procurement. I shall deal with Mr Perkins’ evidence in this regard below.
However, as with Mr Huskinson, and notwithstanding the Claimant’s criticisms, I
found Mr Perkins also to be a witness of truth.

The Defendant’s final witness was Dr Sebastian Moritz. Dr Moritz is the Managing
Director at TWS Partners Limited (““TWS”). He is an economist specialising in Game
Theory and Auction Theory and the application of those theories in the context of
procurement and supply chain management. TWS advised the Defendant as to the
design of the Procurement and, relevantly for present purposes, as to the inclusion of
the DPM. His witness statement was supplemented by a series of calculations which
sought to demonstrate that the DPM did not ‘systematically disadvantage’ the
Claimant in the Procurement. The Claimant subjected those calculations to a detailed
attack in cross-examination in an attempt to show that, amongst other things, Dr
Moritz had attempted to “fiddle” the figures in order to assist his client. I shall deal
with the particular criticisms and challenges to Dr Moritz’s evidence below, but I
should make clear at this stage that | reject the suggestion that Dr Moritz was seeking
to “fiddle” the figures or that he was attempting to do anything other than assist the
Court in its understanding of the operation of the DPM.

Factual Background

HCV

11.

12.

HCV is a cancer-causing infectious virus. It is spread through infected blood which
may be as a result of sharing needles, transfusion of unscreened blood, or unprotected
sex. Those at risk of becoming infected by HCV include some of the most
disadvantaged in society, such as those who inject drugs, who are homeless or who
are in prison. HCV is a serious disease which presents a major public health threat.
According to the World Health Organisation (“WHQO”), there are an estimated 71
million people chronically infected by HCV worldwide resulting in around 400,000
deaths per year. As at 2015 there were approximately 160,000 people in England who
were chronically infected, with an additional 5,000 becoming infected each year.
HCV-related deaths in England doubled in the years 2005 to 2014.

Although the symptoms of HCV infection are initially mild, in the longer term, those

infected suffer from liver damage. In 30% of those infected, liver damage progresses
to cirrhosis (severe liver damage). The disease may then progress further so as to
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result in ‘decompensated cirrhosis’, where the remaining liver can no longer
compensate for the loss of function.

Treatments for HCV

13.

14.

15.

16.

Up until a few years ago the only available treatments for HCV were complex and
prolonged. Side-effects were numerous and severe, and many patients required
sophisticated medical support to complete the therapy. Even for those patients who
could endure the lengthy treatment the success rate was variable. On top of all that,
the available drugs were very expensive. More recently, pharmaceutical companies
have developed a new type of treatment, namely, direct acting anti-virals (“DAAS”),
which are highly effective in curing HCV infection more quickly and with fewer side
effects. Whilst DAAs are also relatively expensive, they are becoming increasingly
affordable. DAAs present health services with the opportunity to eliminate HCV as a
major public health concern. “Elimination” in this context has been defined by the
Defendant (consistently with the WHO of definition elimination) as treating 80% of
the chronic cases. WHO has set a target of 2030 to achieve this. The Defendant
announced its intention for England to be the first country in the world to achieve that
goal and to do so by 2025 at the latest.

The various categories of HCV patients can be placed into three key “Patient Groups”
based on which one of the six HCV genotypes (“GT1 to GT6”) by which they have
been infected, namely:

) those infected by GT1 or GT4 who do not have decompensated cirrhosis.;

i) those infected by GT2, GT3, GT5 or GT6 who do not have decompensated
cirrhosis; and

iii)  those infected by any of GT1 to GT6 who have decompensated cirrhosis.

The market for HCV treatments can be divided up into corresponding segments. Thus,
the GT1/4 patient group is referred to here as ‘Market Segment 1° (“MS1”); and the
GT2/3/5/6 patient group is referred to as ‘Market Segment 2° (“MS2”).

There are three suppliers of DAAs: the Claimant, Merck Sharp & Dohme (“MSD”)
and Gilead Sciences, Inc (“Gilead”). They currently supply the following drugs
relevant to this procurement:
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supplier Dru Patient Group(s) Percentage of HCV-infected | Percentage of HCV-infected
PP i P population in this group1 population treated by Drug
MSD Zepatier GT1/4 (ND?) 51.4% 51.4%
Harvoni GT1/4 (ND) 51.4% 51.4%
GT1/4 (ND) 51.4%
Gilead
Epclusa GT2/3/5/6(ND) 45.3% 100%
Decompensated 3.3%
V&E GT1/4 (ND) 51.4% 51.4%
Claimant GT1/4 (ND) 51.4%
Maviret 96.7%
GT2/3/5/6 (ND) 45.3%
17.  As the table above shows, all three suppliers have treatments suitable for the GT1/4

(ND) patient group, i.e. MS1. However, only Gilead and the Claimant have treatments
suitable for all genotypes where patients have not developed decompensated cirrhosis.
These “pan-genotypic” drugs have been developed fairly recently, with Gilead’s
Epclusa being introduced into the market in April 2017, and the Claimant’s Maviret
being launched in September 2017. Epclusa is also suitable for patients with
decompensated cirrhosis making Gilead the only supplier able to supply a product
suitable for the whole HCV population. MSD only provides one HCV treatment,
namely Zepatier, suitable for GT1/4. MSD was developing a pan-genotypic HCV
treatment which would have treated GT2/3/5/6 as well but ceased doing so in late
2017.

Recent Procurement History

18.

As at 2015, it was estimated that about 160,000 people in England were infected with
HCV. The average price per patient of HCV treatments available at that time was in
excess of £20,000. The cost of treating the entire infected population would therefore
have been around £3.2 billion. Patient treatment target figures published by the
National Institute for Care and Health Excellence (“NICE”) of around 10,000 patients
per annum in 2016/17 rising to 15,000 patients by 2020 and beyond, would have

1 Based on data as at September 2018
2“ND” stands for “not decompensated”, i.e. those without decompensated cirrhosis.
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19.

20.

21.

22.

23.

meant annual expenditure on HCV treatments increasing to £330 million if prices
remained static. The annual budget for HCV treatments is £190 million inclusive of
VAT. Affordability was therefore a real concern for the Defendant if it was to have
any chance of meeting the HCV elimination target which it had set.

The Commercial Medicines Unit (“CMU”) runs procurement exercises to try and
reduce the cost of the thousands of different branded and generic medicines used by
NHS England. The structure of the CMU procurements, whereby all qualifying drugs
were awarded a place on a framework, meant that, in effect, there was little
competition to get onto the framework. Some competitive pressure was introduced
with the implementation of a rate card system into CMU tenders in 2016. These rate
cards directed clinicians towards prescribing particular medicines from the ones
available, subject of course to contrary clinical indications requiring a different
prescription. Compliance with the rate card was encouraged by means of a reduced
payment from NHS England to the relevant hospital where there was non-compliance
with the rate card recommendations.

The CMU commenced its first HCV—focused tender in around May 2017 with a
proposed contract start date of 1 September 2017. This tender incorporated several
new requirements. These included the requirement that suppliers provide a single
price per drug (i.e. differential pricing for different patient groups was prohibited);
and to provide a flat price per drug (i.e. volume discounts were precluded). Gilead’s
new pan-genotypic DAA, Epclusa, became available around this time (April 2017).
Gilead at this time had a monopoly on pan-genotypic DAA treatments and therefore
faced no competition in setting the price of its new drug, which was correspondingly
relatively high.

In order to facilitate the inclusion of new treatment options and greater competition,
particularly in MS2 (which at that stage was supplied only by Gilead), the Defendant
worked with the Claimant to enable its new treatment to be included in the CMU
tender subject to the Claimant achieving market authorisation and in advance of NICE
guidance being issued. As a result of this cooperation, the Claimant’s drug, Maviret,
was made available from 1 September 2017, over 7 months earlier than might
otherwise have been the case. As might be expected with the introduction into the
market of an additional pan-genotypic treatment from the Claimant, the CMU tender
did result in substantial reductions in the price of Gilead’s pan-genotypic drug. The
rate card recommendations resulted in a very significant shift in market share as
between the three suppliers. (Further findings in Confidential Annex).

Supplier feedback following the CMU tender suggested that the “winner takes all”
approach of these tenders was leading to significant volume uncertainty for suppliers,
big swings in usage, challenges for production and supply, and disincentives for
suppliers to invest in case-finding (i.e. identifying patients in need of treatment).

By this stage, the Defendant had already commenced developing its new strategic
procurement (the Procurement) with the objective of, amongst other matters, reducing
the average cost per treatment, capping the total cost of treatments to the Defendant,
creating incentives for suppliers to identify patients, and developing a mechanism that
would encourage more patients to be identified and treated earlier during the term of
any contract. The last of these objectives has the obvious consequence of reducing the
impact of HCV by reducing the duration of patients’ pain and suffering and also
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24,

25.

reduces the number of people becoming infected due to the shorter time during which
infections may be transmitted. Given the overarching aim of eliminating HCV, it was
apparent that the Procurement would potentially be the last substantial tendering
exercise in respect of HCV drugs.

Before the Procurement was ready, there was a need for a further procurement to
bridge the change from the CMU style procurements to the strategic procurement.
The Bridging Tender, as it was known, was published on 22 December 2017 with a
view to contracts commencing on 1 April 2018. The Bridging Tender required
suppliers to submit offers for two different models, with the model offering the best
value to the Defendant being adopted. The first model was similar to the previous
CMU tender. The second model introduced a number of new features, including the
introduction of a market share award rather than a ‘winner takes all’ approach. The
purpose of this was to encourage and maintain a healthy, sustainable and competitive
market with multiple participants. Under this model, each supplier would be awarded
a market share (either 65%/25%/10% or 55%/30%/15%). Furthermore, the Bridging
Tender introduced a mechanism whereby the Comparison Price, i.e. the score by
which bids were ranked, reflected the value offered across all market segments within
the overall market, and not just the prices bid for individual drugs. The Bridging
Tender resulted in further reductions in the average price per treatment for MS2. It is
therefore apparent that with just two procurement exercises, the price per treatment
for MS2 had fallen very substantially. (Further findings in Confidential Annex).

This background to the Procurement, and in particular these substantial reductions in
prices, led the Claimant to challenge some of the Defendant’s assumptions about the
market prior to going into the Procurement. The relevance of these challenges is
somewhat limited given the nature of the issues | have to determine, and were not
developed to any significant extent in oral submissions. Notwithstanding that, | deal
with some of them very briefly out of deference to the amount of evidence adduced in
relation to them:

The Claimant took issue with the emphasis placed by the Defendant in its
evidence on the relatively low cost of manufacture of HCV treatments and the
suggestion that prices being charged were “excessive”. Mr Huskinson relied
upon publicly available research material which suggested that the cost of
manufacture was in the region of £160 per treatment, which was many multiples
below the cost per treatment to the Defendant. There was no evidence before me
as to the actual cost of manufacture to the Claimant. As mentioned above, Mr
Pumford claimed to have “no idea” of such costs but accepted that they would
be fairly low. There is no doubt that manufacturing costs represent a relatively
small part of a manufacturer’s outlay in getting a new drug approved for market.
The research and development costs, including the costs that need to be
recouped in respect of unsuccessful development work, are likely to comprise
the major element of the cost to the business of developing new pharmaceutical
products. This is recognised by the Department of Health’s non-contractual
voluntary scheme for regulating pharmaceutical prices, the ‘Pharmaceutical
Price Regulation Scheme 2014’ (“PPRS”). This notes the importance of
pharmaceutical companies being able to recoup the costs of research and
development, and incorporates an R&D allowance into a cap on companies’
overall profits. Mr Huskinson’s belief that the Claimant’s continuing costs
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i)

would be limited to manufacturing costs alone appears to be based on an
assumption that the Claimant had already recouped R&D costs for Maviret.
There is no evidence before me that such costs have been recouped. In those
circumstances, it might be said that it was somewhat inappropriate to use the
emotive terminology of prices being “excessive”, but there was, in my view, a
reasonable basis for the Defendant to assume that there was scope for further
reductions to be achieved. To that extent, it was not unreasonable for the
Defendant to refer to the prices as still being “high”.3

The Claimant suggested that the problem of high costs had resolved itself with
the reductions achieved in the two tendering exercises prior to the Procurement,
and that the Defendant was, therefore, already in a position to achieve HCV
elimination by 2025. Costs had certainly reduced but that did not mean, in my
judgment, that the Defendant was not entitled to seek better value, in terms of
elimination solutions and price, than had already been achieved.

There is an allegation that the Defendant, and Mr Huskinson in particular, had
set out to misrepresent to suppliers the true position in respect of HCV treatment
prices after the 2017 CMU tender. The relevance of this allegation, other than to
undermine Mr Huskinson’s evidence as to the background to the Procurement,
is somewhat unclear. There is no specific claim or issue before me that the
Procurement itself breached the duty of transparency and/or contained
misrepresentations.

The Claimant also attacks the suggestion made by the Defendant that there were
unjustified price differentials between the treatments for MS1 and MS2. Once
again, the relevance of this challenge is unclear. There were explanations for the
difference in prices — including the longer time that MS1 treatments had been on
the market and the functional advantages which the MS2 treatments had over
MS1 treatments — and it was probably incorrect to describe these differentials as
“unjustified”. However, it was open to the Defendant to seek to achieve further
reductions in MS2 prices or to achieve a price per supplier taking account of all
of the products (for both MS1 and MS2) which suppliers could make available.

The Procurement

26.

27.

On 23 April 2018, the Defendant released the ITPD in respect of the Procurement. It
was a condition of participation that a bidder had at least one DAA for the treatment
of HCV in its portfolio. That condition meant that there were only three potential
bidders, namely, the Claimant, MSD and Gilead.

The Procurement is undoubtedly complex in its structure. The tender rules provided
for the award of up to three contracts for the supply of HCV products and related
HCV elimination initiatives (i.e. the provision of various services and related
investments by which the pharmaceutical companies would seek to identify HCV
patients to treat). The maximum duration of the awarded contracts is to be five years.
There is an overall annual funding envelope for the awarded contracts of up to £190m
per year.

3 Notwithstanding the fact that Maviret had been approved by NICE as being “cost effective”.
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28.

29.

30.

31.

32.

33.

34.

Bidders were required to formulate and submit bids on no fewer than four different
bases. The Defendant would then review all of the different proposals received and
choose on which (if any) of the four bases it wished to proceed to award contracts.
The Defendant also expressly reserved the right not to award any contracts at all
pursuant to the Procurement if the bids submitted did not provide better value than
current arrangements. The meaning of “better value” in this context is considered
further below.

The four bases on which bidders were required to formulate and submit tenders result
from the combinations created by two different pricing models and two different
pricing structures. As mentioned above, the two pricing models are referred to as the
Revenue Capped Model (“RCM”) and the Unmetered Access Model (“UAM?”). The
two different pricing structures are Price per Drug (“PPD”) and Price per Supplier
(“PPS™).

The RCM and the DPM

Under RCM, bidders compete to be awarded contracts entitling them to provide
treatments in respect of an allocated ‘market share’ of the HCV patient population i.e.
an allocated percentage of the entire HCV patient population. The Defendant can
award up to three contracts, with the largest and most valuable contract (the Gold Lot)
representing the largest allocated market share and the smallest and least valuable
contract (the Bronze Lot) representing the smallest allocated market share.

Bids under the RCM are based on one of two pricing structures, PPD and PPS. Under
PPD, bidders were required to submit an offer price for each individual treatment that
they proposed to provide. Thus, if the Claimant decided to make them available in the
Procurement, it would submit a price for V&E and a price for Maviret. Under PPS,
bidders were required to submit a single ‘blended’ offer price in respect of all of the
treatments they proposed to provide. Thus, the Claimant would be required to
formulate a composite (or blended) price in respect of V&E and Maviret.

The offer prices submitted by the bidders (under both pricing structures) would then
be subject to various adjustments, to take account of (in particular) the elimination
initiatives proposed and the investments in elimination which the bidder proposed to
make, in order to produce a “Comparison Price”. The Comparison Prices would then
be ranked, in order to determine bidders’ market share allocations.

The market share allocations under RCM are calculated by reference to the average
Comparison Price as between the three bidders and the deviation between the three.
This means that the greater the average Comparison Price, the greater the spread
between the market shares that will be allocated.

The market share allocations are given effect in the NHS by the use of a ‘rate card’
system, whereby clinicians are issued with instructions regarding which HCV
treatment they are required to prescribe in respect of each genotype. NHS bodies are
incentivised to comply with the rate card system by funding arrangements (known as
CQUIN) whereby they are subject to reductions in additional funding if the rate card
recommendations are not complied with in a stipulated proportion of the cases they
treat.
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35. For the purposes of ranking the bids, the Defendant has adopted a tender rule in the
Procurement which provides that a bidder that cannot provide a treatment that treats a
particular patient group (also referred to herein as “market segment”) will be credited
for the purposes of the evaluation with the lowest price at which any other bidder in
the Procurement has tendered in respect of that market segment. This is the DPM.
This is further described in Appendix 6A to the ITPD as follows:

“1.14 TREATMENT SCOPE ADJUSTMENT FOR RCM - ONE PRICE PER
DRUG

1.14.1 In order to equitably compare the Comparison Price between a Bidder
whose offered treatments cover the full spectrum of Patient Groups and a Bidder
whose offered treatments do not cover the full spectrum of Patient Groups, the
Comparison Price must be adjusted for the treatment scope.

1.14.2 The Authority will use a Dummy Price approach to achieve this adjustment.

1.14.3 The Dummy Price approach means that any gaps in one Bidders offering are
filled by the best available Comparison Price from another Bidder.

1.14.4 This is explained by the hypothetical example below:

Market Segment |: | Market Segment Il | Comparison Price formula (if X
0,
% 100-x% equals 90%)
Supplier A 1000 1300 90% * 1000+10%*1300 =
1030 GBP
Supplier B 1100 1200 90%*1100+10%*1200 =
1110 GBP
Supplier C 1200 n/a 90%*1200+10%*1200 =
1200 GBP

¢ In this example, the Comparison Price Average Cost (CPAC) for Bidders A and B,
is calculated by weighting their Comparison Price per market segment with the size
of the market segment (£1030 and £1110 in the example).

¢ In order to equitably compare Bidders to each other, the Authority will fill the gap
for Bidder C in market segment Il with the best available Comparison Price for this
market segment. In the example this would lead to an CPAC for Bidder C of
£1,200.”

36.  The figure in bold in the table is the Dummy Price imputed to supplier C. In practice,
the DPM is directed to the position of MSD and the Claimant, neither of whom could
supply the whole market. MSD is only able to supply MS1 and the Claimant is unable
to supply the small percentage of patients who have decompensated cirrhosis. The
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37.

38.

39.

UAM

40.

41.

DPM would therefore operate so as to impute to MSD the Comparison Price of either
the Claimant in respect of Maviret or Gilead in respect of Epclusa (whichever is the
lowest) in respect of MS2, and would impute to the Claimant Gilead’s Comparison
Price for Epclusa.

There are two amounts or “Pots” of funding available under RCM: Pot 1, which is
worth £77.5m and Pot 2, which is worth up to £112.5m. Bidders are paid for each
successful treatment actually supplied, at the prices they bid, until the Pot 1 fund is
exhausted; and further treatments beyond that are remunerated via Pot 2.

RCM entails a “‘Whole Market Approach’. The Whole Market Approach, according to
the Defendant, means that suppliers compete by each submitting a single bid for a
share of the whole market for HCV treatments. The Whole Market Approach may be
contrasted with the Separated Market Approach, which involves separate
competitions for separate Patient Groups. The Claimant does not expressly challenge
the use of the Whole Market Approach by the Defendant, but does contend that the
Defendant has not been clear about what this approach entails, and that, in any event,
it cannot provide a justification for the DPM. | shall return to that contention below.

It should be noted that, the ITPD expressly provides that under RCM:

“If a Supplier wins a Lot that includes more market share than they can serve, then
[the] difference will be distributed amongst the other Lots proportionally to the
market share of those Lots. Therefore, the maximum market share per supplier will be
limited to the % of patients a supplier’s product(s) can cure.”

Under UAM, suppliers bid on the basis of the number of patients they commit to cure
in return for a share of an annual Pot 1 sum of £73m. That sum is allocated to the
three bidders, according to the ranking of their bids, in ‘fixed fees’ of £37m, £22m
and £14m for the Gold, Silver and Bronze lots respectively. The bidders’ collective
forecast is used to determine the number of patients associated with Pot 1. Suppliers
are required to provide an unlimited number of Pot 1 treatments as and when required
by clinicians, who have free choice as to which supplier’s drugs they may prescribe.
Once suppliers have collectively treated more patients than the Pot 1 number, further
treatments are remunerated via the Pot 2 bonus pot, worth up to a further £117m.

The ITPD further recognises that the inclusion of non-price factors in the Procurement
will mean that the biggest market share will be assigned to the best supplier overall
and not just the supplier with the most attractive commercial offer on price procured
per patient under RCM, or number of cured patients under UAM, respectively. That is
to say, the best bid does not necessarily mean the ‘cheapest’ bid (in terms of the
lowest price in RCM or largest number of cured patients in UAM).

The Procurement so far

4 There is no equivalent to this provision under the UAM.

Page 12



High Court Unapproved Judgment

42. The OJEU notice in respect of the Procurement was published on 19 April 2018 and
the ITPD provided to bidders on 23 April 2018. Bidder briefings were held between 2
and 4 May 2018. On 17 May 2018, the Claimant wrote to the Defendant raising
concerns about the methodologies used in the RCM and the UAM. The Claimant
issued its Claim Form on 18 May 2018 and filed its Particulars of Claim on 5 July
2018. Thereafter, the matter proceeded with alacrity with the Defence being served on
29 July 2018 quickly followed by the Claimant’s Reply on 17 August 2018.
Meanwhile, the Defendant decided to continue with the Procurement.

The Legal Framework
Relevant legislative provisions

43.  The relevant duties imposed on contracting authorities are set out in Part 2 of the
PCR.

44, Regulation 3(1) provides:
“This Part [i.e. Part 2] establishes rules on the procedures for
procurement by contracting authorities with respect to public

contracts™.

45.  The principal duties relevant to the claim are set out in Regulation 18 in Part 2, which
provides:

“18. — Principles of procurement
(1) Contracting authorities shall treat economic operators equally and

without discrimination and shall act in a transparent and proportionate
manner.

(2) The design of the procurement shall not be made with the intention
of excluding it from the scope of this Part or of artificially narrowing

competition.

(3) For that purpose, competition shall be considered to be artificially
narrowed where the design of the procurement is made with the
intention of unduly favouring or disadvantaging certain economic
operators.” (Emphasis Added)

46.  The EU principle of equal treatment is thus clearly reflected in Regulation 18(1). The
requirements of that principle were set out in Cases C-21/03, C-34/03 Fabricom v
Belgium [2005] ECR 1-01559, where the ECJ said as follows:

“...the equal treatment principle requires that comparable situations

must not be treated differently and that different situations must not be
treated in the same way, unless such treatment is objectively justified.”
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47.

48.

49,

50.

Prof Arrowsmith in her text, The Law of Public and Utilities Procurement, Volume 1,
3" Edition, states at para 7-11, that in deciding which situations are ‘comparable’ in
applying the Fabricom definition:

“... Itis necessary to have regard to the purpose of equal treatment in
this context. In general, this is to “ensure the development of effective
competition”, leading to the selection of the best bid. Thus, it is
submitted, the principle generally forbids different treatment of entities
in a comparable competitive position. This approach to equal
treatment, as articulated in the previous edition of the present book,
was expressly endorsed in domestic law by Briggs J in the High Court
in Azam v Legal Services Commission, concluding that all potential
bidders need to be given access to substantially the same information.
Similarly, all bidders will, for example need to be given the same
opportunities (for example, to clarify or amend bids) and to be subject
to the same rules (such as the same qualification requirements and time
limits)....” (Emphasis Added)

The words in quotations in that extract are derived from Case C-243/89 Commission
v Denmark [1993] ECR 1-03353 at paragraph 33. It is clear, therefore, that the
question of whether or not there has been a breach of the equal treatment principle is
to be considered in context and having regard to the general purpose of ensuring the
development of effective competition.

Of course, it is not the case that any difference between two contractors, however
minor, would render them not comparable. In the procurement context, where
different contractors will, almost of necessity, be in different competing positions, an
approach to comparability based on ‘any’ difference would mean that no two
contractors would ever be regarded as being in a comparable position. The difficulty
of applying the equal treatment principle in the procurement context in a mechanistic
or automatic way was highlighted by Prof Arrowsmith, at para 7-015 of her book:

“It needs to be emphasised that very often the equal treatment principle
as described above cannot be applied automatically. In deciding
whether firms should be considered in a comparable position in a
particular case and/or in deciding what differences in treatment of such
firms can be considered as justified, the CJ is frequently making policy
decisions on how to balance the principle of equality of treatment and
the policy consideration behind it with other goals of the procurement
process and also with the interests of national authorities in deciding
how those interests should be pursued. The existence of such a
principle and its extensive scope under the procurement directives
gives rise to both considerable uncertainty in the law and a very wide
potential for the CJ to restrict the discretion of national authorities in
implementing national public procurement objectives in all aspects of
procurement procedures.”

One area where the ECJ has accepted that contractors may not be in a comparable
position is where, in a re-tendering exercise, one of the bidders is the incumbent
provider: see e.g. Case T — 345/03 Europaiki Dynamiki v Commission. The
“inherent de facto advantage” of an incumbent provider over other providers was

Page 14



High Court Unapproved Judgment

accepted as putting the incumbent in a different position such that differential
treatment intended to neutralise the advantage enjoyed by the incumbent did not
amount to a breach of the equal treatment principle. However, there are limits to that
principle in that, according to the same case (at paragraph 76), the advantage can only
be neutralised to the extent that to do so is technically feasible, economically
acceptable, and does not infringe the rights of the existing provider or a tenderer
connected with that provider.

51. A more recent example of the European Court applying the equal treatment principle
to ‘neutralise’ what might otherwise be regarded as a competitive advantage is Case
T-211/17 Amplexor Luxembourg Sarl v European Commission. In that case, upon
which the Defendant places particular reliance, an incumbent (Amplexor) challenged,
as a breach of equal treatment, a 3% funding allowance for new tenderers to finance
take-over costs in the transition phase of the contract being procured; whereas the
incumbent (Amplexor) would receive only 0.3%. The General Court held that the
financial adjustment in question was lawful. Treating tenderers in different positions
differently in this way was likely to encourage the development of healthy and
effective competition between tenderers and ensure the broadest possible competition.
By contrast, an absence of any remuneration during the transition phase would run the
risk of deterring tenderers other than the incumbent contractor from participating in
the relevant market.

52. Regulation 67 concerns the criteria by which contracts are to be awarded. It provides:
“67. — Contract award criteria

(1) Contracting authorities shall base the award of public contracts on
the most economically advantageous tender assessed from the point of
view of the contracting authority.”

53.  There can be little doubt that contracting authorities are afforded a wide margin of
discretion in designing and setting award criteria. As Professor Arrowsmith states at
para 7-195 of her book:

“Another issue is the extent to which the directive restricts the freedom
to choose, or not to choose, particular award criteria for contracts, or to
choose the weightings that are attached to each criterion. Since the
choice of award criteria reflects the decision on what to buy, in the
sense of how to allocate national financial resources between benefits
such as quality of services, environmental benefits, etc., and it is not a
concern of the directive to regulate these matters, it seems clear that
the choice and weightings, etc. are not in principle constrained by the
directive.”

54, Caselaw confirms that approach: In Case C-448/01 EVN AG v Wienstrom GMBH
Austria [2003] ECR 1-14527, at paragraph 39, the ECJ stated:

5 Judgment 28 June 2018, paras. 52 and 53; ECLIL: EU: T: 2018 392 (French version; not yet available in
English).
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55.

56.

S7.

58.

“... provided that they comply with the requirements of Community
law, contracting authorities are free not only to choose the criteria for
awarding the contract but also to determine the weighting of such
criteria, provided that the weighting enables an overall evaluation to be
made of the criteria applied in order to identify the most economically
advantageous tender.”

The Court in EVN went on to state, at paragraph 53, that the award criterion in that
case - a requirement that a contractor supply energy which was produced from
renewable sources - could not be regarded as unlawful “simply because it did not
necessarily serve to achieve the objective pursued” by the contracting authority (i.e.
increasing electricity produced from renewable energy sources). The ECJ’s refusal to
interfere with an award criterion even where its application did not result in the stated
objective being achieved is a measure of the wide margin of discretion enjoyed by
contracting authorities when setting award criteria.

The same is reflected in domestic authority. As explained in Lion Apparel Systems
Ltd v Firebuy Ltd [2007] EWHC 2179 (Ch); [2008] Eu. L.R. 191 at paragraph 93,
the choice of methodology is:

“...a matter of evaluation by the procuring authority. The court can
interfere with the decision of the procuring authority, if the decision is
manifestly wrong. The fact that one scoring system favours one bidder
as compared with an alternative system does not, ipso facto, make it
manifestly wrong. There must be something else wrong with the
system before the court could reach the conclusion that it is manifestly
wrong.” (Emphasis Added)

It is clear, therefore, that a contracting authority does not necessarily breach the equal
treatment principle simply by selecting a scoring system which could favour one
bidder as compared with an alternative scoring system. As set out in Lion Apparel
above, award criteria are a matter of choice for the contracting authority. That choice
will reflect its views about what it considers valuable. If, as a result, a bidder is more
or less likely to win, and another more or less likely to lose, that does not in itself
entail any breach of the equal treatment principle.

The final regulation to mention at this stage is Regulation 91 (1) under Part 3, PCR,
which concerns remedies. That provides that a breach of duties owed under Part 2:

“is actionable by any economic operator which, in consequence,
suffers, or risks suffering, loss or damage.”

The margin of appreciation

59.

It is appropriate at this stage to deal with some arguments made as to the margin of
appreciation in the context of assessing whether there has been a breach of the equal
treatment principle. The Claimant submits that there is no margin of appreciation
available to the Defendant at all in this regard. It relies upon a trio of recent
procurement cases in the domestic context. The first is Woods Building Services v
Milton Keynes Council [2015] EWHC 2011 (TCC) in which Coulson J said as
follows:
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60.

61.

62.

“8. Unlike other allegations commonly made during procurement
disputes, such as whether or not a manifest error has been made in the
evaluation, a breach of the transparency obligation does not allow for
any “margin of appreciation”: see para 36 of the judgment of Morgan J
in Lion Apparel Systems Ltd v Firebuy Ltd [2007] EWHC 2179 (Ch).

2.2 Equal Treatment

9. The duty of equal treatment requires that the contracting authority
must treat both parties in the same way. Thus ‘comparable situations
must not be treated differently’ and ‘different situations not be treated
in the same way unless such treatment is objectively justified’: see
Fabricom ... Thus the contracting authority must adopt the same
approach to similar bids unless there is an objective justification for a
difference in approach.

10. Morgan J’s observation in Lion Apparel, noted above, is equally
applicable to the duty of equality: again, when considering whether
there has been compliance, there is no scope for any ‘margin of
appreciation’ on the part of the contracting authority.”

This was followed by Fraser J in Energy Solutions v Nuclear Decommissioning
Authority [2016] EWHC 1988 (TCC) at paragraph 276; and by O’Farrell J in MLS
(Overseas) v Secretary of State for Defence [2017] EWHC 3389 (TCC) at
paragraphs 63-80. It is notable, however, that the principal allegations in Woods (and
indeed the other cases) were based on manifest error, and not specifically on a breach
of the equal treatment principle. To the extent that, in Woods, there was a
consideration of the breach of the equal treatment principle, it was said as follows
(after setting out an extract from cross-examination in that case which suggested that
the assessor had penalised one of the bidders):

“74. 1 consider that this answer was an admission of breach of the
duties of both transparency and fairness. The expression “penalise”
might have been shorthand but its meaning was clear: it meant giving
Woods a lower mark than EAS. Because of these failures, there is
therefore no question of any margin of appreciation...”

Thus, having concluded that there was a breach of the duty of fairness (or equal
treatment) the authority was not afforded any margin of appreciation to explain away
its treatment.

However, the question of whether there has been a breach of the duty of equal
treatment in the first place is, in my judgment, somewhat more nuanced than the
Claimant’s stark proposition that this is a “hard-edged question in respect of which a
contracting authority is not to be afforded any margin of appreciation”. It is helpful
to be reminded of what Morgan J said in the Lion Apparel case at paragraph 36:

“If the authority has not complied with its obligations as to equality,
transparency or objectivity, then there is no scope for the authority to
have a margin of appreciation as to the extent to which it will or will
not comply with its obligations.” (Emphasis Added)
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63.

64.

65.

66.

67.

That suggests that the margin of appreciation is to be denied to the authority once a
failure to confer equal treatment has been established.

The Defendant also relies upon three authorities in support of its contention that in
analysing whether there has been a breach of the equal treatment principle, the court
should permit a certain degree of deference to the decision-maker and its choice of
counter balancing measures. The first two are the Supreme Court’s decision in R
(Lumsdon) v Legal Services Board [2016] AC 697, and the decision of Green J (as
he then was) in Gibraltar Betting and Gaming Association Ltd v Secretary of State
for Culture, Media and Sport [2015] 1 CMLR 28. In both these cases there is a
reference to a “measure of discretion” to be afforded to national authorities when
applying the proportionality test. However, the context of those decisions was
somewhat different from the procurement context before me and, on this issue at
least, I found them to be of limited assistance. The Defendant’s third case was the
Amplexor decision referred to above. That was a decision of the General Court in the
procurement context where it was argued that a financial adjustment of 3% made to
benefit a non-incumbent provider, as opposed to a 0.3% adjustment for the
incumbent, amounted to a breach of the equal treatment principle. In concluding that
there was no such breach, the court said as follows:

“In any event, it must be held that the threshold of 3% does not appear
to be arbitrary or excessive. This threshold reflects the experience of
the contracting authority acquired in previous years. In that regard, it is
clear from the file that the applicant had itself benefited from a period
of compensated resumption following a call for tenders in 2012 which
gave rise to the contract it executed at the time of the launch of the
invitation to tender. However, as the Commission explains, without
being contradicted in that regard by the applicant, the amount collected
as such was used as a basis by the Commission for settling the 3%
threshold for the price of recovery for contractors in the context of the
call for tenders at the issue in this case.”

It is clear from that decision that the court did not conclude that the mere existence of
differential treatment gave rise to a breach of equal treatment principle which had to
be objectively justified. In deciding that the differential treatment was neither
“arbitrary nor excessive” the court was clearly first considering whether the
differential treatment fell outside the margin of discretion available to the authority.

In my judgment, the approach in Lion Apparel, which was followed in the decisions
in Woods, Energy Solutions, and MLS, whereby the margin of appreciation is to be
denied if there is a failure to confer equal treatment, is consistent with the approach in
Amplexor. If that were not the case, and no margin of appreciation was afforded to
the Authority, then any difference in treatment regardless of context, scale or purpose
would fall to be objectively justified. That, in my judgment, cannot be correct.

However, if the difference in treatment falls outside of that margin and/or is
considered to be ‘arbitrary or excessive’, then the Authority has no further margin of
appreciation. The unequal treatment must be shown to be objectively justified and if it
is not then the breach would be established. To the extent that the Defendant
contends that the margin of discretion extends even to the stage of objective
justification, I disagree.
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68.

69.

As to objective justification, the principles are well-established in that it must be
shown that the treatment amounts to a proportionate means of achieving a legitimate
aim. There is a dispute between the parties as to whether the aims in this case are
“purely economic”. The Claimant submits that if they are then such aims cannot
justify any breach of the equal treatment principle. Reliance is placed upon the
decision of the CJEU in C-322/01 DocMorris NV [2003] ECR 1-14887:

“122. Although aims of a purely economic nature cannot justify restricting the
fundamental freedom to provide services, it is not impossible that the risk of seriously
undermining the financial balance of the social security system may constitute an
overriding general-interest reason capable of justifying a restriction of that kind...”

| shall return below to the question of whether the aims in question are indeed “purely
economic” so as to invoke that principle.

The Issues

70.

71.

RCM

The parties have agreed a list of issues. Broadly speaking there are two main issues in
respect of both the RCM and the UAM:

) In relation to the RCM:

a) the first issue is whether the DPM under the RCM amounts to a breach

of the Defendant’s duty of equal treatment contrary to Regulation 18
(1) of the PCR; and

b) if there is a breach of that duty, the second issue is whether the DPM is
objectively justified for the reasons relied upon by the Defendant.

i) In relation to the UAM,

a) the first issue is whether fixed fee provisions breach the Defendant’s
duty of equal treatment; and

b) if there is a breach of that duty, the second issue is whether the fixed
fee provisions are objectively justified for the reasons relied upon by
the Defendant.

A further issue under the UAM is whether the Claimant’s challenge falls within the
scope of the PCR at all. I shall deal with each issue in turn in light of the findings of
fact made above and having regard to the further findings and inferences to which |
refer below.

Does the application of the DPM amount to a breach of the equal treatment principle?

Submissions
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72.

73.

74.

75.

The Claimant submits, in summary, that the DPM plainly gives rise to unequal and
unfair treatment as between MSD on the one hand and the Claimant and Gilead on the
other because MSD is always credited for the purposes of evaluating the bids with the
lowest price bid in respect of MS2.

The Claimant submits that not only is this plainly in breach of the equal treatment
principle, but that this was done entirely deliberately, with the help of TWS in order
artificially to “accommodate” MSD by enabling it to compete across all patient
groups when in reality it can only compete in respect of MSI. Dr Moritz’s
calculations do not assist in this regard, says the Claimant, because he was
considering whether or not the Claimant was ‘systematically disadvantaged’ (i.e.
whether the Claimant was disadvantaged in every possible permutation of the
assessment mechanism) rather than whether there was unequal or unfair treatment,
and, in any event, the calculations are based on inaccurate assumptions and failed to
show what Dr Moritz claims.

The Claimant submits that this is not a case of different cases being treated differently
because all three bidders are similarly situated in that they are all bidders competing
to be awarded contracts in the same procurement (designed specifically with them in
mind), having satisfied the Defendant’s qualification requirements, including, in
particular, that of having a DAA in their portfolio. The only reason that the Claimant
is not in a similar position to MSD is because of the way in which the Defendant has
chosen to structure the evaluation. The Claimant submits that it cannot be right that
the Defendant can, in effect structure the tender in a way which creates an inequality
and then rely upon that inequality as something which renders the bidders not
comparable. Finally, it is said that if the Defendant were to be permitted to apply a
DPM in this context then it could have any DPM no matter how unfair.

The Defendant starts from the premise that this is not a situation where like cases are
being treated differently. It submits that the Claimant and MSD are in different
positions by reason of MSD’s inability to supply treatments for MS2. The DPM is no
more than a means to compare the relative economic value of each of the suppliers’
bids on a like-for-like basis. The whole market approach, which the DPM facilitates,
is designed to ensure effective competition as it enables tripartite competition where
otherwise there would only be a sole supplier for the decompensated cirrhosis sector
and just two suppliers for MS2. Whilst there is differential treatment of MSD to an
extent, by the application of the DPM, this does not mean that the Claimant and/or
Gilead are deprived of the opportunity to achieve a bid lower than MSD’s
Comparison Price and thereby win the Gold Lot. The Claimant’s attack on Dr
Moritz’s analysis does not actually demonstrate that the DPM unduly disadvantages
the Claimant, or unduly advantages MSD.

Unequal Treatment - Conclusions

76.

The first question is whether MSD was in a comparable or different position to that of
the Claimant. In my judgment, MSD’s position was not comparable to that of the
Claimant in this context. | say that for the following reasons:

) MSD was not able to supply MS2 as its drug, Zepatier, could only treat MS1 i.e.

patients with GT1 or GT 4. The Claimant, on the other hand, was able to supply
both MS1 and MS2.
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77.

i)

i)

vi)

That difference is not the result of the assessment mechanism or the
procurement design. It was the existing position from the moment that the
Claimant’s drug, Maviret, came on the market in September 2017 and MSD
ceased its R&D into a pan-genotypic treatment.

The fact that the Defendant designed the Procurement specifically with these
two bidders and Gilead in mind does not, in my judgment, undermine the
conclusion that MSD was not in a comparable position to the others for these
purposes. The DPM was introduced in order to address a difference in position
for the purposes of assessment, but it did not generate or create that difference.
That difference, as stated above, was already in existence irrespective of the
DPM.

The Claimant’s submission that the suppliers are in a similar situation because
all three meet the qualifying condition of having a DAA in their portfolio and
are participating in the same procurement (designed with them in mind) cannot
be accepted. If all that is required to render suppliers comparable is participation
in the same procurement and/or the satisfaction of a key qualifying condition,
then there would be hardly any cases where a relevant difference in position
could arise.

The situation is not wholly dissimilar to that which arises in the incumbent
provider cases such as Europaiki Dynamiki v Commission and Amplexor
considered above. There, both the incumbent (or, more accurately the supplier
intending to use the incumbent as a subcontractor) and the other providers were
in the same procurement and satisfied all qualifying conditions. However,
treatment (in the form of a requirement to undertake an unpaid “running-in”
phase) was permissible notwithstanding the fact that it would be to the
disadvantage of the other providers without a connection with the incumbent.
Whilst the advantage enjoyed by Gilead in the present case, namely its ability to
serve the whole market, is not “inherent” (given that it is an advantage earned
through its R&D efforts), it does nonetheless place it in a materially different
position for the purposes of comparability.

It is relevant to note that the design of this whole market procurement, which
brings into the analysis a supplier who might otherwise have been excluded as
having nothing to offer in MS2, can be said to be consistent with the purpose of
equal treatment in this context, which is to ensure the development of effective
competition leading to the selection of the best bid. Whilst MSD is unable to
offer a specific treatment for MS2, it is able to serve MS1, which comprises a
substantial proportion of the whole market, and is able to provide elimination
solutions which would potentially be of benefit to the Defendant across all
market segments.

If the respective positions of MSD and the Claimant are not alike, the question then is
whether there has been a breach of the second aspect of the equal treatment principle,
which is that bidders in different situations must not be treated in the same way. The
Claimant submits, in the alternative, that there is a breach of the principle in this
regard in that the same evaluation methodology has been applied to all three bidders.
However, it seems to me that the way in which the Procurement operates is to impute
to MSD the lowest price for MS2 but not to impute any such price to a bidder offering
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78.

a higher price. That is clearly a difference in treatment notwithstanding the fact that
the difference arises out of the application of the same evaluation methodology.

As MSD and the Claimant are not comparable as far as MS2 is concerned, there is no
prima facie breach of the equal treatment principle in the application of differential
treatment in the form of the DPM. However, the Defendant does not have free rein in
this regard. It cannot apply any differential treatment it desires if such treatment is
arbitrary or excessive, is intended to unduly favour one bidder over another and/or
does not enable the Defendant to determine the most economically advantageous
tender: see Reg 18(3) and Reg 67, PCR and Amplexor. The Claimant submits that the
DPM was deliberately introduced in order to favour or “accommodate” MSD unduly
notwithstanding its inability to service MS2.

Did the Defendant seek intentionally to unduly favour MSD?

79.

80.

81.

82.

The word “accommodate” has been fixed upon by the Claimant as a result of an email
sent by Mr Huskinson to Mr Perkins and others (and copied to Dr Moritz) on 2 March
2018. In this email, in which Mr Huskinson makes suggestions and raises queries
about a forthcoming slide presentation about the proposed procurement, he said as
follows:

“The other point I think | need to ensure we cover is how the tender
accommodates MDS [sic] only being able to supply 45% of patients
maximum (it might be inferred that they are purely a silver vs bronze
candidate no matter how good their response)”

The Claimant contends that the language used in this email and the chronology, which
demonstrates that the DPM was first raised about a week later on 9 March 2018,
compel one to infer that the Defendant, with the aid of TWS, deliberately set out to
structure the Procurement so as to favour MSD unduly and to “target” the Claimant.
Reliance is also placed upon an email sent by Mr Perkins a few weeks earlier on 31
January 2018 in which he asks Mr Graham Foster whether there were:

“any criteria that [the Defendant] could use to exclude AbbVie 2D/3D
from the procurement that would also not exclude other more attractive
treatments?”

The reference to “AbbVie 2D/3D” in that email is to the Claimant’s non-pan-
genotypic MS1 product, V&E. The Claimant submits that Mr Perkins’ email is
indicative of a certain hostility towards the Claimant and a mindset to pursue any
means, including unlawful ones, to achieve the objective of inducing further price
reductions in respect of Maviret and favouring MSD.

| reject the Claimant’s submissions as to the effect of, or the inferences to be drawn
from, these emails. Dealing first with Mr Perkins’ email:

It is clear that whatever might have been suggested by way of a query in this
email, it was never acted upon. There is nothing in the remainder of the
evidence to suggest that there was at any stage any serious, or indeed any,
attempt to exclude any particular product from the Procurement. The inference
to be drawn is that in the context of a long development period during which
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i)

vi)

various ideas were considered with a view to achieving the Defendant’s
objectives, Mr Perkins made a suggestion that gained no traction whatsoever.

Mr Perkins accepted that he asked the question but could not recall the context
in which it was raised. He did recall having discussions with the Claimant about
the fact that it did not wish to continue providing V&E and preferred only to
provide Maviret. Mr Perkins went on to reject the suggestion put to him that the
mere fact he was thinking about a criterion to exclude V&E shows a certain
hostility towards the Claimant. He pointed out that the Defendant had worked
closely with the Claimant to get Maviret on to the market and said that there was
no intention to disadvantage the Claimant.

In my judgment, the evidence does not point to any hostility towards the
Claimant. It was not disputed that the Claimant had obtained assistance from the
Defendant in getting its new product on to the market sooner than might
otherwise have been the case. Had there been any hostility towards or
predisposition against the Claimant, it is highly unlikely that the Defendant
would have provided such assistance. Indeed, if there had been a desire to keep
the Claimant from participating in the Procurement, it could have accelerated
the Procurement and left the Claimant to bring its new product to the market in
the usual timescales (which might have resulted in Maviret being unavailable
for the Procurement).

Mr Perkins’ inability to recall the context in which he sent the email does not
affect the position. It is possible that the Claimant itself was considering the
future of its V&E offering once it had a pan-genotypic treatment available and
that discussions along those lines with Mr Perkins (which were not disputed)
might have provided the backdrop to the sending of the email.

| consider this email to provide a weak platform from which to mount an attack
on the integrity of the Defendant and/or Mr Perkins. There is no express
allegation that the Defendant was biased against the Claimant. The evidence
clearly suggests that it was not. Not only did the Defendant provide the
Claimant with the assistance referred to above, the Procurement itself conferred
on the Claimant the benefit of the DPM in relation to the decompensated
cirrhosis segment of the market.

It would be extraordinary if contracting authorities had to guard against even
thinking about or testing propositions in the course of designing a tender
exercise for fear that any perceived unlawfulness in the propositions were
subsequently held against them. In the absence of any allegation of bias, the
focus should be on what makes it onto the tender documents; not on isolated
emails taken out of context or which are infelicitously worded.

83. | turn now to Mr Huskinson’s email, which is the subject of particular ire on the
Claimant’s part:

i)

The Claimant submits that “The “accommodation” of MSD which PH [Mr
Huskinson] wanted to see was to ensure that it could win the gold lot in the first
place.” Mr Huskinson was certainly asked about this email, but it was not put to
him that he wanted to ensure that MSD could win the Gold Lot in the first place.
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i)

i)

vi)

The word “accommodate” or “accommodating” is used no less than three times
in this short email. The other contexts in which the word is used suggest that no
more is meant by the use of the word than “to include”. It is certainly not
conclusive that by using the word “accommodate”, Mr Huskinson was
indicating that there should be some special arrangement for MSD to put it in an
unduly favourable position.

The desire to include MSD is entirely consistent with the Defendant’s overall
desire to undertake a whole market approach to the Procurement whereby all
suppliers are considered across the whole market.

Mr Huskinson’s evidence in relation to this email was, in keeping with much of
his evidence, rather rambling and unfocused. However, he did manage to say
that there was a concern that the rules should “accommodate all bidders”; that
there was a “more broad structural concern about how do we make this work
for the 3 suppliers in the market”; that the context was “whether in a price per
supplier arrangement, how we accommodate a situation where all 3 bidders
are bidding on a price per supplier and the question is how do we accommodate
the fact that MSD in this case can only supply 45% of patients”. In my
judgment, none of these responses is inconsistent with the general case being
put forward by the Defendant as to the purpose of the DPM as part of the whole
market approach; they certainly do not indicate any more nefarious thinking
such as intentional hostility towards the Claimant.

Mr Huskinson accepted that, as a matter of chronology, the DPM first appeared
in the documents a week or so after this email but said as follows:

“MR JUSTICE CHOUDHURY: We can read all that, Mr Huskinson.
As a matter of chronology, you make a reference to accommodating
MSD the top of page 1339, and what [Counsel] is putting to you is that
within a week the dummy price mechanism had been developed. Do
you accept that as a matter of chronology that is what happened?

A. My Lord, I think it would be a question for Mr Perkins and Mr
Moritz as to the development time of the dummy price. | would be
staggered if, off the back of an email on the afternoon of the Friday,
that by the Tuesday we had gone from no idea of having a dummy
price to full — to developing and talking through the way that a dummy
price would work, with slides being made available in advance of the
Tuesday session, my Lord. I think it would be for the other witnesses
to confirm, but my sense of the likely situation is that actually the
dummy price was much, much longer in gestation that in relation to
this particular email.”

In my judgment it is not plausible that the DPM was invented at the 11" hour in
response to Mr Huskinson’s email. The tenor of the Claimant’s questions in
relation to this correspondence appeared to imply that TWS had colluded with
the Defendant to come up with a means of specifically favouring MSD unduly
to the detriment of the Claimant and/or Gilead. The Defendant and its witnesses
certainly appeared to understand that some sort of collusion was being alleged.
However, no allegation of collusion or bias is actually made in the pleadings
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vii)

and therefore, as with Mr Perkins’ email, the relevance of this material to the
Claimant’s case is somewhat limited, although I accept it is not irrelevant.
Furthermore, Dr Moritz’s evidence was clear that DPM was not invented at the
11" hour and that it is a mechanism that is a well-established means of assessing
bids in order to determine the appropriate market share where one or more
bidders are unable to supply a segment of the market. The Claimant criticised
the Defendant’s failure to adduce evidence of past uses of the DPM in other
procurements. However, the Court is faced with a situation where a witness of
fact involved in the design of the Procurement gave clear evidence as to the
well-established nature of the DPM. This is not an assertion that has only been
made in Court. Both Mr Perkins and Mr Huskinson gave unchallenged evidence
that TWS had informed them in the course of designing the Procurement that
the DPM was well-established and had been used in many procurements before.
It is implausible in the extreme that Dr Moritz would lie about the provenance
of the DPM to his clients at a stage when there was no litigation in prospect and
where TWS would gain no advantage from lying, and for him to then come to
Court and repeat the same lie. Far more plausible, in my judgment, is the
contention that the DPM is indeed a well-established mechanism; it is, as Dr
Moritz described it, “a conceptual answer to a conceptual question”, which is
how to evaluate bids across the whole market when one or more suppliers is
unable to supply a particular segment of that market. | accept that evidence as to
the DPM being ‘well-established’ in the sense that it has been used to address
similar situations in other procurements.

Mr Perkins was also asked about Mr Huskinson’s email and it was put to him
that the DPM was the means by which the Defendant would ensure that it gave
MSD the chance of winning the Gold Lot. Mr Perkins answered as follows:

“A. My Lord, I think we have an obligation to ensure that any of the
suppliers could win gold, and that was what we have done in terms of
the dummy price mechanism. | don't think it's fair to say that this is -
should be interpreted that we are trying to favour MSD; purely that we
are trying to make sure that each of the bidders can participate on an
equitable basis. The dummy price mechanism, as | have tried to
explain previously, does allow us to compare the whole market with
different combinations of solutions to determine which of those
solutions delivers the overall best value and from that to determine
who should be awarded the Gold Lot, who should be awarded the
Silver Lot, who should be awarded the Bronze Lot, and then go on to
say what the market share should be. And in the event that somebody
gets awarded a market share that they cannot deliver, then obviously -
to the best of my recollection because | haven't read all the three or
four pages that this relates to - we have this rule that scales back their
market share.

Q. Mr Perkins, I put it to you that's not what is going on here at all, and
you well know it, don't you?

A. | am being truthful, my Lord, in terms of the purpose of what | described to
you, in terms of in the event that somebody who cannot deliver part of the
market, their market share gets scaled back. And I can tell you hand on heart
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84.

viii)

that we have not tried in any way in this procurement to favour one bidder or
another.”

The Claimant submits that Mr Perkins was wrong to suggest that there was an
obligation to ensure that any of the suppliers could win the Gold Lot. That is
undoubtedly correct; a contracting authority is not obliged to design a
procurement so as to ensure that any bidder, irrespective of capacity, can win
the biggest market share. However, the thrust of Mr Perkins’ position was that
the DPM allows a fair comparison to be made in circumstances where one of the
suppliers cannot supply the whole market, and that by implementing it the
Defendant was not seeking to favour one bidder unduly over another. | accept
that evidence as to the Defendant’s intention in implementing the DPM.

The Claimant also submits that irrespective of intention, the way in which the DPM
works means that it is “hard wired” to confer an unfair advantage on MSD to the
detriment of the Claimant. Whether or not the DPM does build in an unfair advantage
in this way is the next question to be considered.

Does the DPM confer an unfair advantage on MSD?

85.

The Claimant submits that the DPM “hard wires” an advantage for MSD into the
RCM, because it results in MSD always receiving the benefit of the lowest price bid
submitted in respect of MS2. The Claimant makes a series of points in support of the
submission. It is convenient to set each of these points out (in italics) as they appeared
in the submissions, followed in each case by my conclusion:

i)

The effect of the DPM is that MSD is always credited for the purposes of the
evaluation with the lowest price bid in respect of MS2, which represents 50% of
the market, and so 50% of MSD’s Final Comparison Price.

The DPM imputes a price to MSD, which is the lowest of the bids for MS2. If
MSD had been capable of supplying MS2 then the imputed price would
unarguably have put MSD in a very favourable position. However, the reality
is that MSD cannot supply MS2. The purpose of imputing a price to MSD is
simply so that a comparison can be made between the bids on a like-for-like
basis. In this context, the term “dummy” price is particularly apt; as there is no
prospect of the price translating to a real transaction price for MS2 treatments
from MSD. In the event of MSD winning a market share greater than that
which it can deliver, the tender rules require that the excess shall be
redistributed amongst the other bidders who can. Thus, whilst the Claimant’s
assertion is a factually correct description of what the DPM does, the end
result is not unfair as MSD does not win market share that it is unable to
service.

It is therefore impossible for AbbVie or Gilead to better MSD’s Comparison
Price for the purposes of 50% of the assessment that determines the allocation
of gold, silver and bronze lots. They are deprived of the advantage that a
bidder would ordinarily obtain, and can legitimately expect to obtain, from
lowering its prices. No matter how low they go, and no matter what the cost to
them of reducing their prices, MSD will get the benefit of that price. To put the
point another way, in respect of 50% of the assessment (i.e. the part that relates
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to the MS2 pricing) AbbVie and Gilead each have the opportunity to submit,
and be credited with, the lowest priced bid. However, the dummy price
mechanism means that MSD always has a 100% guarantee of being credited
with the lowest priced bid in respect of that 50% of the assessment.

Insofar as this implies that the Claimant could never win the Gold Lot then it is
clearly incorrect. As the analysis in the section dealing with Dr Moritz’s
calculations shows (see below), there are many permutations that would result
in either the Claimant or Gilead earning a greater market share than MSD.
Whether or not they do so will depend on the level of their bids. Whilst the
DPM means that they cannot beat the price imputed to MSD in respect of
MS2, their bids in respect of MS1 and relative to each other could well result
in beating MSD overall and winning the Gold Lot. Indeed, one of the aims of
the whole market approach incorporating the DPM, as will be seen below, was
to encourage bidders to compete and lower their prices in this way. Dr Moritz
explained how, notwithstanding the fact that MSD would be allocated the
lowest Comparison Price for MS2, the two suppliers with pan-genotypic drugs
would still be incentivised to compete and obtain greater market share overall:

“Q. I put it to you earlier on that if the dummy price is the lowest
price, then AbbVie and Gilead can never beat MSD for market
segment two because MSD will always get the lowest prices on offer.

A. Correct, we established that before, yeah.

Q. So if you use the average price as the dummy price, then AbbVie is
in a position to reduce its price in the market segment to below that of
MSD?

A. But still that is not the incentive that we wanted to create. We
wanted to create an incentive where you have a plain competition
across all of the three bidders, and in the example that you described
with the minimum dummy, AbbVie and Gilead have at any point in
time an incentive to compete. Let us walk through the three examples
because it's so trivial. If | am the second best, yeah, talking AbbVie or
Gilead, on the market segment two, that means if | improve my pricing
on market segment two it helps me against the one who is leading on
market segment two, and it helps me because it is a pan-genotypic drug
against the supplier who is currently leading on market segment one.
So, in that case lowering my pan-genotypic drug gets me necessarily
into a better position, meaning more market share. Now, let's say | am
leading on market segment number two. Now, what's the question, and
we need to make a distinction how | am positioned with my non pan-
genotypic drug in market section one. If I am leading there, no
difference. What I'm doing probably with my market segment two
price but I am willing, against my competitor in market segment two,
the distance to the others in market segment one remains the same. So
I'm not worse, but also not better off. If I am not - if my market
segment price, market segment one price is higher than my market
segment two price, it means again that if | move my pan-genotypic
drug | gain market share by being in a better position in market
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segment one and in market segment two. That means in whatever
situation you are, you have an incentive to move on your market price
segment - in market segment two with your pan-genotypic drug - sorry.
So, it's very clear that at any point in that procurement you have an
incentive to move. And therefore, | don't see any disincentive, and let's
say lack of incentive to compete just because MSD gets a lower
dummy price. | can't share that.

Q. Would it not obviously provide an additional incentive to lower
prices in market segment two for AbbVie and Gilead if they knew that
they could get an advantage over MSD by doing that?

A. They are getting it, as | just explained, by lowering your price in
market segment two, you necessarily gain an advantage, and as soon as
you overtake MSD in market segment number one, you have every
opportunity to win the Gold Lot. There is no question about that.”

The evidence that there is every opportunity to win the Gold Lot is not a bare
assertion as the calculations below will show and as Mr Pumford, in his evidence,
appeared to accept (whilst maintaining that the outcome was still unfair for the
Claimant):

Q. What he says there is right, isn't it, as a matter of strategy. That is
how that would be won?

A. My Lord, it's correct that if we bid lower for both [V&E] and for
Maviret, then that would give us the best opportunity obviously to win
gold.

Q. But again, don't you agree it is entirely within the power of any of
the three bidders to offer a lower price, isn't it?

A. My lord, it's correct that bidders can obviously bid any price that
they would like into either model of price per supplier or price per
drug. The table there is to try and illustrate that it was helping MSD
versus Gilead in that example.”

iii)  This is on any view a significant competitive advantage for MSD. To use a
simpler analogy, it is as if an authority prescribed a 50/50 quality/price
evaluation methodology, but stipulated that one out of three bidders is not
required to present a quality submission and will always be attributed the best
quality score achieved by either of the other two bidders.

In my judgment, this analogy is not apt. That is because in the analogy the
bidder could provide a quality submission but is being excused from doing so.
That is to be contrasted with the situation here where MSD cannot bid any
price at all for MS2, and is not therefore being excused from providing a
submission that it could otherwise provide.

¢ The table referred to here is reproduced below at paragraph 125.
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Iv)

vi)

vii)

viii)

Further, and relatedly, the dummy price mechanism results in MSD always
being credited with an advantage in respect of the 50% of the assessment
relating to MS2 relative to whichever of AbbVie or Gilead does not bid the best
Comparison Price. Perversely, the methodology therefore results in a position
where the bidder (MSD) that cannot treat MS2 at all is given more credit in
respect of that 50% of the assessment than a bidder that can.

This appears to be simply another way of putting the points made in (i) and (ii)
above.

MSD is advantaged in this manner despite the fact that it is unable to provide
any treatment that treats MS2, still less to do so at the lowest price tendered by
any other bidder. MSD tried but failed to develop a treatment capable of
treating MS2.  Accordingly, 50% of MSD’s Final Comparison Price is
determined not by its own efforts or investments in developing a pan-genotypic
treatment, but by those of AbbVie or Gilead. Put another way, MSD would be
in a worse position in the evaluation if it had succeeded in developing its own
pan-genotypic treatment, in which case it might or might not be assessed as
offering the lowest price in MS2, rather than automatically being credited with
the lowest price.

It is not correct, in my judgment, to say that MSD would be in a worse
position if it had its own pan-genotypic treatment to offer. The application of
the DPM in that situation would directly translate to an increased and actual
share of MS2, whereas the reality is that MSD gets no part of MS2 at all.
Many of the Claimant’s assertions as to unfairness appear to ignore or sidestep
this important characteristic of the DPM.

Conversely, the effect of the dummy price mechanism is to deprive AbbVie and
Gilead of the legitimate commercial advantage they would otherwise possess
over MSD in the Procurement, which they have developed as a result of their
considerable investment, ingenuity and effort in developing innovative
treatments capable of treating MS2. They are artificially deprived of the
competitive advantage they have invested heavily to acquire.

This makes the same point as in (v) above.

Perversely, therefore, the DPM inherently rewards, and treats more
advantageously, the bidder that has tried but failed to develop an MS2
treatment, and has chosen not to invest the necessary resources in continuing to
develop such a treatment, over the two bidders who have succeeded in bringing
MS2 treatments to fruition.

This makes the same point as in (v) above.

Whereas AbbVie and Gilead are evaluated and ranked based on what they are
offering to provide, MSD is evaluated and ranked (to the extent of 50%) on the
basis of treatments which it cannot provide.

This makes the same point as in (i) and (ii) above.
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IX) Because MSD can only serve MS1, the effect of the DPM in respect of MSD is to

determine how much of the MS1 market share it should be awarded. Yet 50% of
that assessment is determined not by what MSD or the other bidders offer to
provide in respect of MS1, but rather what AbbVie and Gilead offer in respect
of MS2.

This is correct, but is a function of the whole market approach which the
Defendant wished to adopt. The Claimant does not challenge the whole market
approach as being unlawful.

The TWS Calculations

86.

Table A

Example

1a (PPD)
1b (PPD)
1c (PPD)
1d (PPD)
2a (PPS)
2b (PPS)
2c (PPS)
2d (PPS)
3a (PPD)
4a(PPS)

87.

Dr Moritz’s statement included a series of calculations of how the DPM would work
in various scenarios. The calculations were based on nominal prices submitted by
bidders under the PPD and PPS price structures. For each calculation Dr Moritz
produced a set of figures based on the dummy price equivalent to the lowest bid price
for MS2 and the average bid price for MS2. The calculations also included a
separated market analysis. That is to say an analysis of what the market share for each
bidder might have been had the Procurement been conducted on the basis of separate
competitions for each market segment. The results of Dr Moritz’s calculations are
helpfully summarised in the following table produced by the Claimant (to which |
have added some highlighting — in bold — to show which supplier obtains the highest
(or Gold) share in each of the whole market examples):

Decreases
Decreases
Decreases
Decreases
Decreases
Decreases
Decreases
Decreases
Increases

Whole market, min dummy Separated Markets Effect of dummy price on market shares
MS AbbVie Gilead A+G MS AbbVie  Gilead A+G MS AbbVie Gilead
44.5% 22.5% 33.0% 55.5% 24.5% 14.6% 60.9% 75.5% Increases Increases Decreases
17.0% 58.0% 25.0% 83.0% 6.7% 32.4% 60.9% 93.3% Increases Increases Decreases
17.0% 25.0% 58.0% 83.0% 6.7% 21.3% 72.0% 93.3% Increases Increases Decreases
25.0% 17.0% 58.0% 75.0% 13.4% 14.6% 72.0% 86.6% Increases Increases Decreases
44.5% 22.5% 33.0% 55.5% 24.5% 14.6% 60.9% 75.5% Increases Increases Decreases
10.0% 70.0% 20.0% 90.0% 6.7% 69.6% 23.7% 93.3% Increases Increases Decreases
17.0% 25.0% 58.0% 83.0% 6.7% 21.3% 72.0% 93.3% Increases Increases Decreases
25.0% 17.0% 58.0% 75.0% 13.4% 14.6% 72.0% 86.6% Increases Increases Decreases
38.0% 29.0% 33.0% 62.0% 40.1% 5.3% 54.6% 59.9% Decreases Increases Decreases
38.0% 29.0% 33.0% 62.0% 40.1% 5.3% 54.6% 59.9% Decreases Increases Decreases

Increases

Dr Moritz accepted that the table was an accurate summary of his calculations. The
table shows that in 8 out of 10 of Dr Moritz’s worked examples the effect of the
dummy price was to increase MSD’s market share when compared to the separated
market approach. However, the table also shows that the Claimant’s share is greater
as a result of the DPM in every case as compared to the separated market approach.
Gilead’s share of the market decreases as a result of the DPM in all of the examples.”

7 The Claimant seeks to rely upon Gilead’s position as much as its own in these worked examples.
The Claimant’s pleaded case is very much based on its own position and not that of any disadvantage
caused to Gilead. It is notable that Gilead is not party to these proceedings and has not launched its
own proceedings in respect of the DPM. The most that Gilead has said in respect of the DPM is in a
clarification question where it queried the apparent advantage given to MSD and asks whether it has
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88.

89.

Notwithstanding that, Gilead wins gold on 4 out of 10 occasions when applying the
DPM as does MSD, with the Claimant winning gold on two occasions.

It was put to Dr Moritz by the Claimant that his team “fiddled with the market shares”
by, in particular, using a specific market share split in the examples 3a and 4a that: (a)
was not consistent with the other examples; and (b) was used specifically to try and
identify a “black swan” or exceptional situation where the Claimant would not be
disadvantaged as a result of the DPM. The Claimant sought to rely on its reworked
calculations which were based on a consistent set of market share assumptions for the
separated market approach comparison. Dr Moritz rejected the accusation of fiddling.

In my judgment, the accusation that Dr Moritz “fiddled” the calculations to produce
the desired results is unfounded:

i) Dr Moritz explained that the market share splits used in his calculations were a
sample of the possible market share splits used in the table at figure 3 in
appendix 5A of the ITPD. That table shows that the market share that would be
awarded for each of the Gold, Silver and Bronze Lots would range from a
35%/33%/32% split up to a 100%/0%/0% split depending on the average
Comparison Price of the bids. It is clear that the market share splits fixed upon
by Dr Moritz had a rational basis.

i) As for the market share splits for the separated market analysis, as Dr Moritz
explained, he had to make certain assumptions about what that approach would
have looked like because it was not an option developed as part of the
Procurement and the Claimant did not specify what those shares should be in its
claim. Dr Moritz opted to use two different fixed market share splits: one
involving 55%/30%/15% split in respect of MS1 (where there are 3 suppliers)
and an 85%/15% split in respect of MS2 (where there are just 2 suppliers); and
another involving a 90%/10%/0% split for MS1; and a 90%/10% split for MS2.
Dr Moritz explained that the reason for adopting a more asymmetric split
(where one bidder wins a very large share of 90%) was that it was “a highly
plausible option” under the separated market approach and reflects the lower
competitiveness under that approach as compared to the whole market approach
involving three suppliers.

iii) In my judgment, Dr Moritz was doing no more than using a range of examples
of market share split in order to analyse whether or not there was a ‘systematic
disadvantage’ to the Claimant as a result of using the DPM. There is nothing to
suggest that in doing so he was trying to mislead the Court or, as the Claimant

understood the mechanism correctly. The Claimant seeks to characterise that question as a
“complaint”, but it seems to me that that is putting it too high. The upshot is that Gilead has not
complained expressly about the DPM in the documents, or by issuing a claim.

8 The Claimant has not sought to challenge any of these potential market share splits in the ITPD as
being unlawful, notwithstanding the fact that they would not reflect market share in a free
prescribing environment. It is inherent in any procurement that seeks to award a market share to all
participants that there will not be a precise match between the awarded share and the free prescribing
market share. That does not appear to me to be any more unfair than a procurement resulting in a
‘winner takes all approach’, whereby a supplier wins 100% (or 83%) of the market even though in a
free-prescribing environment with other suppliers it would only win 45%.
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90.

91.

put it, ‘fiddle’ the results. As Dr Moritz stated, there is an infinite number of
permutations for market share split that could be used for the purposes of
comparison, with the result that it is very difficult to say that one separated
market comparator is better or worse than any other. What can be said, in my
judgment, is that the Claimant’s reworked examples, which use a consistent set
of market share assumptions across all examples, do not necessarily provide a
more reliable guide as to the effect of the DPM. That is because the Claimant
sought to use the actual prices bid under the RCM in determining what the
outcome would be under the separated market approach. However, it seems to
me that Dr Moritz is correct to say that one cannot assume that under the
separated market approach the prices bid would be the same as under the RCM.
That is because the situation where three suppliers are seeking a share of the
whole market would be likely to engender different bidding strategies from one
where two or three suppliers are seeking a share of only part of that market.

In any event, whatever the outcome of the various calculations, it seems to me that the
exercise of comparing the level of market share achieved under the RCM (using the
DPM) with what might be achieved under the separated market approach, does not
greatly assist in determining whether there has been a breach of the equal treatment
principle. The RCM is an example of a whole market approach. That is, by definition,
different from the separated market approach. The fact that a bidder might fare better
than a rival under a particular model does not necessarily mean that that model entails
a breach of the equal treatment principle: see Lion Apparel Systems Ltd v Firebuy
[2007] EWHC 2179 (Ch) at paragraph 93. The choice of model falls within the wide
discretion available to contracting authorities to choose award criteria which suit their
purposes. An alternative comparator model, which is closer to the RCM but without
the DPM, would be the Bridging Tender. The parties agree that the Bridging Tender
was another instance of a whole market approach. It is instructive that the Claimant
fares better in terms of market share under each of Dr Moritz’s worked examples than
it did under the Bridging Tender.

The better analysis, in my judgment, is not by reference to whether the Claimant
would fare better or worse than under another model, but whether under the particular
model used by the Defendant it was placed in a position where it could either not win
the Gold Lot or not beat MSD. Such an outcome could be said to be restrictive of
competition and therefore in breach of Regulation 18, PCR. The calculations from
both sides, such as they are, clearly demonstrate that the Claimant could win gold and
could beat MSD notwithstanding any apparent advantage conferred on the latter by
the use of the DPM. Whether or not the Claimant did do so would depend on the
prices which it chooses to bid. Mr Pumford accepted that that would be the case
whilst maintaining that MSD would still have an advantage.

“Q. If we think about the prices in this hypothetical situation, if we
look at your GT3 price, which if you go down the left-hand column,
GT2, 3, 5, 6 and go across to AbbVie is £100 in this example, if
instead of £100 you had bid, say, £91, that would bring your total
down to 64, from 73, and you would already be in silver as opposed to
bronze position. So, it just shows, doesn't it, that AbbVie was the
master of its own fate. It could win, or win better, by simply lowering
its prices as against its competitors?
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A. My Lord, what | would say is that the arithmetical model that Mr
Moser states is almost certainly correct. However, we would say that -
| agree that the difference in price between Epclusa and Maviret and
the difference in price between Viekirax and Exviera and Zepatier will
overall dictate who gets the silver or bronze in this example. But |
would say that because of the way the lowest price is working, it
distorts and creates unfairness to AbbVie in terms of it gives greater
chance for MSD to win than it does to AbbVie. We have to guess
where those two prices are, and of course it is a sealed envelope but it
is a bid.

Q. But that is in the nature of competition, isn't it, Mr Pumford? You
have to guess and you have to try and put in the most competitive
price. That is the idea, isn't it?

A. My Lord, certainly it is the nature of competition that we have been
bidding and trying to come up with reasonable prices over the last
three  years. It's an ongoing function of the market.

MR MOSER: 96. Yes. Thank you. (To the witness) It would be
better actually if we start at page 514. It is an email, so it goes
backwards. | am not going to read it out now, although if it is felt
more helpful, my Lord, then obviously people will have to pop out for
a moment. There is an email here from Jerome Bouyer, on 514. For
the avoidance of doubt, he is the general manager, UK - yes?

A. That is correct, my Lord.

Q. And he says what he says there. You are copied in on this email.
You see what he says in the last paragraph on page 514?

A. Yes.

Q. What he says there is right, isn't it, as a matter of strategy. That is
how that would be won?

A. My Lord, it's correct that if we bid lower for both Viekirax and
Exviera and for Maviret, then that would give us the best opportunity
obviously to win gold.

Q. But again, don't you agree it is entirely within the power of any of
the three bidders to offer a lower price, isn't it?

A. My lord, it's correct that bidders can obviously bid any price that
they would like into either model of price per supplier or price per
drug. The table there is to try and illustrate that it was helping MSD
versus Gilead in that example.
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92.

93.

94.

RCM -

95.

Q. As a matter of general observation (it is not really a question) |
think we agree that these tables, like most of the tables that have been
produced for the price comparison, they don't take into account the
effect of the elimination solution - the other aspect of the comparison
prices. That is right, isn't it?

A. My Lord, that is correct. These are based on drug prices.”

Mr Pumford’s analysis, as he accepts, is based solely on drug prices and not the
important elimination solutions which the Defendant was keen to secure. In fact, as it
has transpired, the elimination solutions and levels of elimination investment have
varied very dramatically as between the three bidders. (Further details are in the
Confidential Annex).

It is correct to note that Dr Moritz stated that if there are 99 cases out of 100 in which
MSD was favoured and only one in which the Claimant was favoured that would
disprove unequal treatment. I accept the Claimant’s submission that Dr Moritz is
incorrect in construing potentially unequal treatment so narrowly. However, as | have
said above, it is the analysis of the position under the RCM that is most relevant.
Based on the results of that analysis, it does not appear that MSD would, as a result of
the DPM, win gold in a preponderance or even a majority of cases as compared to the
other bidders. The outcome will depend, as it should, on the bids made by each
supplier. In those circumstances it seems to me that the claim of unequal treatment is
not made out.

If I am wrong about that and there is a breach of the equal treatment principle, the
question is whether the differential treatment is objectively justified as being a
proportionate means of achieving a legitimate aim. | shall consider that question next.

Objective justification

If, contrary to my conclusion above, there is a breach of the equal treatment principle
then it is for the Defendant to show that its treatment was objectively justified; that is
to say, that the application of the DPM in this context amounted to a proportionate
means of achieving a legitimate aim. | start by considering whether the Defendant was
pursuing a legitimate aim.

Does the use of the DPM pursue a legitimate aim?

96.
1)

The Defendant submits that its aims were as follows:

Firstly, it was to increase competition. This was achieved by adopting a whole
market approach facilitated by the DPM. More specifically, the aim was to
achieve three-way competition with respect to the decompensated cirrhosis
market segment (which would otherwise be served only by Gilead) and within
MS2 (which would otherwise be served only by Gilead and the Claimant).
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98.

99.

i) Secondly, by virtue of the increased competition, the Defendant aimed to
achieve greater value from bids, value being measured by the Comparison Price,
which includes prices and also Elimination Investments.

iii)  Thirdly, by reducing cost and maximising elimination initiatives, the Defendant
aims to maximise health benefits from the Procurement;

iv) Fourthly, the Defendant’s use of the DPM in its whole market approach aims to
enable like-for-like comparison of different bidders’ bids in circumstances
where two out of three bidders are unable to supply bids which are capable of
serving the entirety of the market.

The Claimant contends that the Defendant cannot rely on those aims because they
were not the ones relied upon in the Defendant’s pleaded case. It further contends that
the only pleaded justification was the need to ensure that the Claimant and Gilead do
not charge excessive or very high prices for their drugs by exploiting their duopoly or
monopoly positions. The Claimant submits that the Defendant has enlarged upon its
aims without seeking permission to amend its case, and has done so because of the
legal obstacles it would face in having to rely on a purely economic justification.

| can deal with the pleading point briefly. Whilst the Defence does make reference to
the need to avoid excessive or very high prices (see e.g. paras 4 and 52(iii) of the
Defence), a fair reading of the whole of the Defence shows that the reduction of costs
(or the avoidance of excessive prices) was clearly not the only aim being pursued:

Para 52 of the Defence states as follows:

“Secondly, insofar as the RCM methodology does entail any prima
facie discrimination, such discrimination is objectively justified and
therefore unlawful.

i) On the basis of the Defendant’s chosen “whole market” approach, it
follows that some mechanism must be found for coping with bidders
who supply a substantial part, but not the whole, of the market. An
imputed price is an obvious way to solve this problem.

i) There is no presumption in favour of an approach restricted to
individual Patient Groups or genotypes.

iii) Alternatively, if there were such presumption, the Defendant is in
any event entitled to take a “whole market” approach to the
procurement in order to ensure that excessive prices are avoided by
facilitating tripartite competition for all Patient Groups, and/or to
reflect the fact that elimination initiatives are inherently Patient
Group-neutral and that pan-genotypic drugs can treat different
Patient Groups: see paragraph 19 above.

IV) The imputation of the “best available Comparison Price” to a bidder
which is unable to supply drugs for all Patient Groups is an
appropriate proxy for the consequences of that bidder’s tender for
the Defendant’s purchase of drugs for Patient Groups which such a
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103.

104.

bidder cannot treat. It is rational to assume that, if the Defendant
purchases such a bidder’s drugs in order to treat the Patient Group
which it is capable of treating, then it will purchase the best value
drugs available from other suppliers in order to treat the remaining
Patient Groups.

V) The use of the “best available Comparison Price” in this way is part
of the overall mechanism for encouraging lower prices.”

One sees from the underlined word in paragraph 52(iii) that the Defendant is not
relying solely upon the aim of ensuring that excessive prices are avoided.
Furthermore, even within paragraph 52 (iii), there is a reference to the facilitation of
tripartite competition and the elimination initiatives. This sub-paragraph alone
therefore articulates at least the first two of the aims relied upon by the Defendant as
set out above.

Paragraph 52 (i) of the Defence also refers to the choice of the whole market
approach. The Defendant’s reasons for adopting a whole market approach are more
extensively set out in paragraph 19 of the Defence (which is expressly cross-
referenced at the end of paragraph 52(iii)). That paragraph refers to, amongst other
things, the aim of making drugs more affordable, the increased competition that
would result from a whole market approach, and the benefits of a procurement for
HCV drugs and elimination initiatives. Thus, paragraph 52 when read, as intended, in
conjunction with paragraph 19, articulates the first, second and third of the aims now
relied upon.

Paragraphs 52(i) and (iv) of the Defence set out the rationale for using the DPM on a
lowest bid price basis. The DPM is further explained in paragraph 25 of the Defence.
Taken together, these paragraphs clearly articulate the fourth aim relied upon by the
Defendant, which is to ensure that bids are assessed on a “like-for-like” basis.

The Claimant objects to the Defendant’s reliance upon the aim of increasing the
health benefits for HCV patients on the basis that this is something new and not
mentioned in the pleadings. However, it cannot be forgotten that this is a procurement
by or for an authority that exists for that very purpose. It is implicit that an increase in
competition, a potential reduction in costs and improved elimination solutions will
assist in achieving the aim of maximising health benefits. The Defence does mention
the aim of eliminating HCV. The benefits of elimination are also set out in the ITPD
at2.1.21:

“With the financial commitment on offer from NHS England, the right
response to this procurement from industry, and the collective efforts
of all stakeholders, England can be the first country in the world to
seize this once in a generation opportunity to eliminate a major disease
—while improving the lives of hundreds of thousands and saving money
for its health system.”

Taking these matters together, it is my view that the failure to state, in terms, the aim
of maximising health benefits in the Defence cannot sensibly be a reason for denying
the Defendant the right to rely upon it.
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105. There is one further point to address before leaving the pleading point: the Claimant
in its Reply pleaded that it would rely upon the content of the Defence as an
admission that the justification was reducing the cost to the Defendant. The Claimant
highlights the fact that there was no answer to that Reply and no attempt to amend the
Defence. On that basis it submits that, “it is therefore common ground between the
parties that NHSE's objective is that of reducing cost.” 1 see no ‘common ground’ at
all in the circumstances. For reasons already set out, it is clear that cost was not the
only justification relied upon. But in any case, an unanswered assertion in a Reply
cannot be taken as an admission.

106. For these reasons, | conclude that the Defendant is entitled to rely upon its four aims
as set out. This is not a case where the Defendant is relying solely upon financial
reasons to justify its actions. It is, therefore, unnecessary to consider whether the
Claimant is right to say that unequal treatment in a procurement exercise cannot be
justified on “purely economic grounds”. The Claimant did not seek to suggest that
the Defendant could not include cost savings as one of several aims. Indeed, such a
suggestion, if it had been made, would be difficult to sustain, since an authority that
had several aims, of which cost reduction was only one, could not be said to be
relying on aims of a “purely economic nature”™®.

107. The Claimant does, however, contend that whatever might be said or not said in the
pleadings, the “real justification™° for the Defendant’s actions was the desire to avoid
being charged excessive prices. I do not accept that that is the Defendant’s real
justification. Mr Perkins and Mr Huskinson both gave extensive evidence supporting
the aims articulated above. Much of that evidence went unchallenged, particularly in
Mr Perkins’ case.

108. The Claimant clearly takes umbrage with the suggestion that it has at any time
charged excessive prices, and it took Mr Huskinson to task for suggesting otherwise.
This line of questioning (which also aimed to demonstrate that the Defendant’s
affordability concerns had diminished due to the substantial savings already made
through the CMU and Bridging Tenders, and that the elimination target could be met
with prices already achieved) appeared to me to be something of a side-wind in this
case. There is insufficient evidence before this court to make any findings as to
whether prices were excessive or otherwise, not least because of Mr Pumford’s
coyness as to the manufacturing costs involved. What can be inferred perhaps, based
on Mr Pumford’s evidence, is that prices have not reduced to a level of unprofitability
for the Claimant. Moreover, it was not unreasonable for the Defendant to assume, as it
clearly did, that there were further reductions to be achieved. As such, and given the
requirement for the Defendant to obtain the “most economically advantageous tender”
(Regulation 61, PCR), there seems to me to be nothing remotely improper or
inappropriate in the Defendant seeking to re-procure, increase competition and
achieve further reductions with a view to maximising health benefits. A further
reduction in prices in combination with improved elimination strategies may well
result, as Mr Huskinson stated, in the elimination target being achieved even more
quickly than anticipated. It is axiomatic that the sooner HCV is eliminated the fewer

9 This phrase, upon which the Claimant relies, appears at para 122 of Case C-322/01 DocMorris NV
[2003] ECR I-14887. See above at para 68.
10 see paragraph 62 in Case C - 243/01 Gambelli.
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people will have to suffer the pain and misery associated with infection. That is not,
on any view, a “purely economic aim”.

In my judgment, the four aims articulated above are legitimate aims for this authority
to pursue.

Was the DPM a proportionate means of achieving a legitimate aim?

110.

The next question to consider under objective justification is whether the use of the
DPM is a proportionate means of achieving those aims. This involves considering the
following issues:

) Was the DPM suitable for securing the stated aims?

i) Does the DPM go beyond what is necessary to achieve those aims?

i) Were other means available to achieve those aims?

Was the DPM suitable for achieving the stated aims?

111.

112.

The Defendant’s case is that the DPM is suited to the stated aims for the following
reasons.

i) The DPM is designed to enable the comparison of bids on a whole market basis.
i) The whole market approach is, in turn, an effective way to enhance competition.

iii)  As a matter of basic economic theory, greater competition should yield superior
bids (in the form of lower prices and/or superior elimination solutions).

iv) Lower prices will enable the Defendant to purchase more treatments in return
for its annual budget of £1290m. Superior elimination solutions will enable more
individuals with HCV to be identified and treated.

V) In these ways, the DPM is therefore well-suited to maximisation of the health

benefits of the Procurement, and the avoidance of unnecessary suffering and
death.

The Claimant submits that the DPM is not a suitable means of obtaining lower prices
and that the evidence does not demonstrate that lower prices would be achieved. The
Claimant says that the Defendant’s case amounts to no more than assertion, an
example of which appears at paragraph 66 of the Defendant’s submissions, in which it
states, “the critical element of these points [showing that DPM is suited to the stated
aims] is the DPM’s encouragement of superior bids through enhanced competition.”
In oral submissions, Mr Coppel invited me to read “superior bids” in that extract as
meaning “lower prices”. I decline that invitation, because the Defendant’s
submissions in the immediately preceding paragraph make it clear that superior bids
incorporate both “lower prices and/or superior elimination solutions”. The reference
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114.

115.

to elimination solutions is important. Both Mr Huskinson and Mr Perkins made it
quite clear that the Procurement was not just about reducing the prices at which drugs
were purchased but also about encouraging investment and ideas to accelerate the rate
at which patients are identified and treated. The Claimant’s insistence that this is all
about price is therefore somewhat misplaced. That is particularly so when the ITPD
itself recognised that the Procurement, as designed, might not result in drugs for a
particular market being purchased at the cheapest price. That would appear to
underline the Defendant’s interest in matters going beyond price.

The Claimant submits that the likelihood was that a further procurement would result
in further reduction in prices in any event irrespective of the procurement model used.
However, that submission once again seeks to diminish the importance which the
Defendant clearly placed on the elimination solutions. Whilst the Bridging Tender did
invite elimination solutions as well, it is clear from the evidence that this Procurement
has already proved to be far more successful in that regard than any previous exercise,
both in terms of the level of investment offered and the solutions devised. Mr
Huskinson’s evidence was that he had:

“...been delighted and overwhelmed at some of the innovation that
I’ve seen through these responses in quality, with amazing tools that
actually help to flag it in every GP practice in the country, patients who
will be needing to be diagnosed in the future, through to partnerships
with major high street pharmacy chains, through to partnerships with
the major drug treatment services, all put in place with great clarity.
So, both qualitatively my Lord and in sheer money terms, | think we
have an overwhelming sense, my Lord, that the strategic procurement
will do what we aspire to do and go way beyond it...”

The Claimant submits that there is simply no evidence to support the contention that
the DPM was in any way responsible for superior bids. It highlights the fact that there
was no modelling or analysis of how the DPM would operate in practice done prior to
the launch of the procurement.

The Defendant relies upon the evidence of Dr Moritz as to how the DPM would
operate in practice. He accepted that no modelling or analysis had been done, but
maintained that it was not necessary to do so:

“Q. Dr Moritz, both Mr Huskinson and Mr Perkins have told the court
that to their knowledge no detailed analysis was done as to the likely
effects of the dummy price mechanism in this procurement before the
procurement started. Can you confirm that, please?

A. My Lord, I can't confirm that statement because the dummy price
has been used by us before in a number of occasions and would even
consider to be part of the core expertise of TWS. We have used it in
hundreds of procurements before for large organisations in Europe.
So, the answer is clearly no, it was not invented at the 11th hour, as
suggested before when | listened to the evidence of Mark Perkins and
Peter Huskinson earlier.
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117.

A. So, we haven't done any specific modelling but there are two
reasons why it was not required. The dummy price is the conceptual
question of how the ensure comparability when it comes to the
awarding of the gold lot and this was conceptually explained to Mark
Perkins. It was not personally me but I reconfirmed that with my
colleague, Dr Christian Paul. So, there was no need of modelling
something which is obvious and is the conceptual answer to a
conceptual question.”

In my judgment, the fact that no modelling was done does not, in the circumstances of
this case, undermine the Defendant’s contention that the DPM was suited to the aim
of increasing competition and producing superior bids. Whilst modelling may in
certain situations be desirable, it is by no means a necessary prerequisite in respect of
every element of a potential procurement model. The DPM in this case was
considered by Dr Moritz to be a “4™ level of detail” within the context of the larger
whole market approach of the RCM. The DPM is not the procurement model but a
small part of it. Furthermore, the DPM, according to Dr Moritz, is a standard device
used in many other procurements. | have already stated above that | accept Dr
Moritz’s evidence in this regard. It appears to me that the DPM is, for Dr Moritz at
least, a sort of ‘boilerplate’ technique used to address the situation where, in a
procurement designed to confer market shares, not all bidders in a proposed
procurement can supply the whole market. The introduction of a standard or
boilerplate technique would not automatically require extensive or any modelling to
be done. The Defendant, having a wide discretion as to selection of award criteria,
could reasonably rely on the specialist expertise of Dr Moritz in accepting that the
DPM would help in achieving the desired aims in the situation it faced.

The Claimant invites me to exercise caution in accepting the evidence of Dr Moritz
and the proposition that the Defendant was entitled to act on his specialist advice. Part
of the reason for this is the absence of modelling, which | have already considered
above. A further reason, submits the Claimant, is that Dr Moritz has, by simply
importing the DPM from other unevidenced procurements, acted contrary to one of
his own ‘golden rules’, revealed during cross-examination, which is that one cannot
simply transpose something from one model to another:

“Q: Now, the Claimant’s assumptions for its calculation, they actually
reflect what has happened in the procurement more closely than yours,
do they not?

A. It is suggesting that, but in my view as an economist and someone
who specialises in game theory market design, it is a completely
flawed argumentation because if there is one conclusion of market
design, my Lord, then it is the question that there is not the one market
and the one model, and whenever you are trying to copy and paste
something from an existing market into another environment you will
necessarily not get the ideal result because it must be tailored to a
specific situation. So just by saying a model worked in a different
environment under different circumstances makes it a good, perfect or
excellent fit for another environment is a completely flawed argument,
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119.

120.

121.

122.

it is not supported by anything that research does in the market design
sphere” (Emphasis added)

Mr Coppel fairly acknowledged that Dr Moritz’s answer as there set out was given,
not in the context of whether it was appropriate to import the DPM from another
procurement, but in the different context of the suitability of using actual bid prices
submitted for the RCM (which is a whole market approach) in an analysis of the
comparative market share achieved under a separate market approach. It seems to me
that the difference in context is highly significant. It is one thing to transpose a
particular type of procurement model or part thereof into a different type of model;
but it appears to me to be something quite different to import a ‘boilerplate’ technique
used in another whole market procurement. | accept that Dr Moritz did not provide
any actual evidence of the other procurements in which the DPM was used. But it is
quite clear from the nature of the DPM that it would have no place in a separate
market approach and would only be likely to have been used in other whole market
scenarios in which one or more participants was unable to supply the whole market.

| therefore do not consider that Dr Moritz broke his own rules or undermined his
evidence that it was logical to solve the issue in the RCM by importing the DPM used
in previous procurements.

A similar failure to have regard to context gives rise to the Claimant’s further
argument that the limited documentary evidence pertaining to the introduction of the
DPM is actually contrary to the Defendant’s case that the DPM is likely to produce
superior bids. On 9 March 2018, TWS gave a slide presentation which included
reference to the DPM. This was the first documented occasion on which DPM was
discussed. The slide presentation is entitled “NHS Strategic Procurement Tender —
Remaining Questions”. The presentation identifies remaining questions in respect of
the Procurement one of which was “How to price per drug vs price per supplier”. The
12" slide is headed as follows: “For “one price per drug” we see 2 options which
virtually achieve the same goals”.

Two options are then set out: the first option is to “divide into 2 markets” (i.e. a
separated market approach); and the second option was to “create a dummy quote”.
The second option contains a table showing how the DPM would work to produce a
Comparison Price in a 3-supplier market where one supplier does not supply 55% of
the market.

The Claimant submits that this demonstrates that the Defendant had in fact been
advised that the effect of incorporating the DPM into the PPD methodology would be
to achieve “virtually the same goal” as conducting a procurement based on
competition by patient group segment. Dr Moritz was asked about this slide:

“Q. Well, that is very interesting, Dr Moritz, but I am sure you
understand the point of my question, which is that these two options
(separate market/whole market with dummy price) were said to
virtually achieve the same goals?”

A. They would achieve both the procurement and the awarding of
business to suppliers, but achieving fundamentally different objectives.
The option 1 here is looking at separate markets and ask the question,
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124,

125.

how do we deal with the problem that we can't directly compare
suppliers? The same thing we do in option 2. So, they achieve the
same thing, answering the question, how we deal with the problem that
suppliers are not directly comparable? To that extent they are virtually
comparable, but they are not comparable when it comes to solving the
problem under a whole market approach because option 1 is
fundamentally contradicting the philosophy of the strategic
procurement.

Q. So, where this advice says that these two models can virtually
achieve the same goals, your position is, what it meant was that these
two models achieve fundamentally different objectives? | thought you
just said to me that these two options achieve fundamentally different
objectives?

A. They achieve the same goal to the extent that | need to establish
comparability across suppliers which are not directly comparable. To
that extent, absolutely correct, these two things do exactly the same,
but in the broader context of the strategic procurement, option 1 needs
to be disregarded because it's fundamentally contradicting the objective
of the strategic procurement. And then only one option is actually left,
and we wanted to have an open discussion with NHS England at that
point in time to say, "Anything changed? Do we still go for a full-
blown whole market approach? And, if so, we need to discuss what
we are doing, but only option 2 leads itself to a solution of the
problem.”

Dr Moritz’s evidence makes it clear that the “same goals” being referred to were the
procurement goals of involving and comparing 3 bidders. However, the separated
market approach would not achieve the additional objectives of the Defendant as
would be the case under the RCM/whole market approach. To that extent, the
reference to achieving “virtually the same goals” is somewhat opaque and inapt
because it was intended to refer only to some and not all of the Defendant’s goals. It is
perhaps also significant that the word “virtually” was used, which would tend to
denote that there is not a precise correspondence between what is achieved by each
option. Based on the entirety of the Defendant’s evidence, including that of Mr
Huskinson and Mr Perkins as to what they understood Dr Moritz to be saying, | am
satisfied that Dr Moritz was not intending by this slide to say that the DPM would
make no difference in the sense submitted by the Claimant.

Finally, in this regard, the Claimant submits that one cannot take at face value the
Defendant’s assertion that, as a matter of basic economic theory, greater competition
should yield superior bids. It might be thought that it is a matter of common sense that
having three players in a procurement would engender greater competition than if
there were only one or two players. However, even if that common-sense proposition
IS not correct, the Defendant’s assertion is not unsupported by evidence. Dr Moritz
has explained both in his witness statement and in the course of his cross-examination
how the DPM operates so as to incentivise better bids: see paras 85(ii) and 91 above.

The Defendant’s position is further supported by a hypothetical example provided by
Mr Pumford in his evidence:
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i)

RCM - PPD

Patient Cohorts Market Size Zepatier Harvoni Epclusa Maviret

GT1/4 44.5% £46 £20 £40

GT2/3/5/6 53.1% £90 £100

Decomps 2.4% £90

Post Dummy Price

Patient Cohorts Market Size MSD Gilead AbbVie

GT1/4 44.5% £46 £20 £40

GT2/3/5/6 53.1% £90 £90 £100

Decomps 2.4% £90 £90 £90
£70 £59 £73

Award MSD Silver Gilead Gold AbbVie Bronze

This hypothetical example illustrates how the DPM incentivises the Claimant and
Gilead to offer competitive prices for MS2 because, if one of them fails to beat the
other’s MS2 prices, then, when bids are assessed, it will:

lose out to the other (by failing to beat the other’s MS2 price);

) and lose out to MSD (because, by failing to beat the other’s MS2 price, it will
have offered a worse price for the MS2 market than that which is attributed to
MSD).

Mr Pumford accepted in cross-examination that if the Claimant had bid £91 (instead
of £100 as in his example) for MS2, then it would have beaten MSD.* This
demonstrates how the DPM facilitates competition between the Claimant and MSD
across the whole market, such that the price which the Claimant bids in MS2 is
affected by its competition with MSD.

The Claimant’s internal correspondence demonstrates that it was well aware of how
the DPM worked and what would have to be bid to have a chance of winning the
Gold Lot (albeit that in the same email the writer questioned the lawfulness of the
mechanism). (Further details are in the Confidential Annex).

Did the DPM go beyond what was necessary to achieve those aims?

129.

130.

The Claimant contends that the DPM went beyond what is necessary to achieve any
legitimate objectives because it sought to solve a problem, namely that of excessive
pricing, which did not exist; the expressed aims could have been achieved through the
use of a mechanism similar to that of the Bridging Tender; and the DPM could have
been structured so as to use an imputed price based on the average or highest bids
rather than the lowest bid.

As to the first of these points, namely that there was no problem with high prices, the
Claimant is viewing the Defendant’s aims too narrowly. As stated above, the
reduction of cost was not the only aim; it was one of several. Furthermore, the
Defendant was not required to cease looking for means to reduce costs further just
because earlier tendering exercises had achieved substantial reductions; the Defendant
was entitled to continue seeking further reductions and elimination solutions with a

1 The Claimant’s bid would then be: (44.5%x £40) + (53.1% x £91) + (2.4% x £90)= £68.
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132.

view to maximising health benefits for HCV sufferers. That is, to my mind, a weighty
consideration.

As to the second point, namely that the Defendant’s aims could have been achieved
through the use of the Bridging Tender methodology, the evidence was that the
Bridging Tender was considered to be inferior in a number of ways, as Dr Moritz
explained:

“A. Absolutely, yes. My Lord, you want me to give a bit of the
background first on what we tried to do with the strategic procurement,
which was designed, as it were, from Peter Huskinson and Mark
Perkins, to design a population based approach that ensures that we
have a level playing field for all of the suppliers competing in that
procurement, proper tri party procurement, and awarding market shares
to those three suppliers across the entire market. That was the overall
intention.

Now, the Bridging Tender features certain elements of that and we
heard that before. It awarded market shares across the entire market to
the three bidders. That is correct and that is a feature of the whole
market approach. Actually, the reverse order, it was actually the case
that this was backwards integrated into the Bridging Tender, as we
heard before, but the characteristics would identify it as a whole
market approach.

However, what it doesn't identify as a whole market approach is the
way how the competition worked in the Bridging Tender. In the
Bridging Tender it was not a proper tri party competition and a level
playing field for all of the suppliers. Why? Because in the Bridging
Tender the performance of suppliers was measured against historic
weighted prices per market segment. So, suppliers were measured by
the contribution of absent savings that they contribute to the outcome
of that procurement, which was for the Bridging Tender absolutely fine
to try to level the playing field and provide an incentive to suppliers to
get prices closer to each other.

But for a procurement, a strategic procurement, which was designed as
an end of life procurement, as | would call it, meaning the last major
procurement for a specific demand in a market, it does not help it look
at relative improvements compared to what we have seen in the past. |
should make that decision on the basis on the right absolute level and if
| want to compare bidders on the absolute level | have the necessity
that | need to be able to compare them and that necessitates the need it
for a mechanism that ensures comparability and the dummy price is
doing that and this is why the dummy price was not needed in the
Bridging Tender but was one means to establish a ranking of suppliers
in the strategic procurement.”

The Bridging Tender had the major shortcoming, as the Defendant saw it, of ranking
bids according to the cumulative price reduction offered against previous prices in a
particular market segment. The Defendant sought, in this “end of life procurement”

Page 44



High Court Unapproved Judgment

133.

134.

135.

(as this procurement would potentially result in elimination thereby obviating any
further need to procure HCV drugs) to adopt a ranking system based on the “absolute
level average” Comparison Price. This would enable it to assess the value of the bids
both in terms of price and elimination solutions. I accept Dr Moritz’s evidence as to
the reasons why the Bridging Tender would not produce results as suited to the
Defendant’s aims as the Procurement. That conclusion is supported by the bids
received thus far, which, as already discussed, have produced far superior elimination
solutions.

The Claimant submitted that Dr Moritz’s assertions about the DPM facilitating the
assessment of bids were meaningless and/or difficult to comprehend. Dr Moritz’s
methodology is undoubtedly complex and somewhat counter-intuitive. However, | do
not find that they are meaningless or incomprehensible. The DPM does enable a
comparison on a like-for-like basis because once the dummy price is imputed to MSD
for MS2, all three bidders become comparable. The Claimant contends that this fails
to create true competition because MSD simply gets a “leg-up” in respect of MS2. As
to this, Dr Moritz said as follows:

“Q. But what you've done with your dummy price mechanism is you
have added MSD to the market, but MSD isn't truly competing in
market segment two, is it? You are just giving it the lowest price?”

A. I'm not saying that they're competing on market segment two.
What I'm saying is they're competing, as anyone else in the
competition, for a share of the overall elimination of hepatitis C in the
UK, and this is the definition of our market. We are not talking about
market shares. That they are limited to market share number one is
absolutely natural because of the product portfolio, but this is not what
they are bidding for. They are bidding for a share of elimination.
Peter Huskinson explained at length why it is worthwhile to having
them in there because it's much broader than the drugs that they are
providing. They are providing elimination initiatives which also help
the other bidders, and therefore it's not limited to a pack of drugs that
relate to genotypes 1 and 4. It has to do with their contribution to the
elimination of hepatitis C.”

That evidence, which I accept, highlights that the RCM is a competition for a share of
the overall or whole market and that each supplier is valued for both its products
(which may not cover the whole market) and for its elimination initiatives (which
would be relevant to the whole market). MSD does not get an unfair “leg up” in
respect of MS2 because MSD will not in fact be supplying its product to that segment.

The Claimant’s final suggestion was that DPM went further than it needed to by
imputing the lowest price bid to MSD rather than the average or highest. Once again,
Dr Moritz’s explanation for imputing the lowest price, whilst complex, is not, in my
judgment, either meaningless or incomprehensible:

“Q. But using an average or higher dummy price does not imply that

NHS England will be buying drugs at a higher price once the market
shares are allocated, does it?
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137.

138.

A. It does, of course, because the risk that you are giving someone not
the Gold or not the Silver Lot (whatever it is) at the expense of using a
higher average price, which implies that the value that you place on
their offer is lower compared to other bidders, everything else being
equal. And because you do that, you give someone who is able to
contribute more to the elimination of hepatitis C a smaller share, and
therefore it is illogical.

Q. But using average or higher dummy price does not necessarily give
MSD the higher share, does it? | am sorry. It does not necessarily
give MSD a lower market share, does it?

A. Of course not, but you have shown in the example yourself that it
can change the lot and how they are awarded, absolutely. So, it can
have an impact and | don't see any logical reason why we should go for
anything else than the lowest dummy price.”

That evidence suggests that imputing anything other than the lowest price could result
in a bidder who contributes more by way of elimination solutions being awarded a
smaller market share. Given that a key objective of the Procurement was to maximise
health benefits (including by identifying and treating more patients) it was not
unreasonable for the Defendant to regard that as “illogical”.

A further point made by the Claimant in seeking to demonstrate that the DPM goes
beyond what is necessary is that the DPM does not in fact result in drugs being
purchased at the lowest prices. The possibility that drugs within a segment might not
be purchased at the lowest price was expressly contemplated in the ITPD. This
highlights the importance attached by the Defendant to elimination solutions and does
not, in my judgment, indicate that the DPM was disproportionate.

The Defendant submitted that insofar as the DPM disadvantaged the Claimant the
extent of that disadvantage is relatively modest both in terms of how likely it was to

arise and in terms of its severity. The evidence is clear that even if MSD got a ‘leg-up’
by reason of the DPM:

) The Claimant was not thereby prevented from winning the Gold Lot or beating
MSD;

i) The Claimant is still likely (at least on the basis of the calculations produced) to
win a larger market share through the RCM/DPM than it did under the Bridging
Tender;

i) Whether or not the Claimant did beat MSD or win the Gold Lot would depend
on the bids which the Claimant chooses to offer;

iv) Any advantage that MSD gains from the DPM does not translate to a market

share (in terms of drug sales) within MS2 and does not thereby significantly
diminish the Claimant’s share of that segment.

Page 46



High Court Unapproved Judgment

139.

Based on that evidence, the Defendant is correct, in my judgment, to say that any
disadvantage to the Claimant caused by the use of the DPM is limited.

Were other less restrictive means available?

140.

The Claimant contends here that the Defendant could have achieved its objectives
either by adopting the Bridging Tender model or by using the highest or average price
for the DPM instead of the lowest price. Both of these points have already been
addressed above, the Defendant having established that neither of those options would
have been as suited to achieving its legitimate aims.

Conclusion on Objective Justification

141.

For all of the reasons above, | consider that if there was unequal treatment the
Defendant would have discharged the burden of establishing objective justification.
The DPM used in the RCM is a proportionate means of achieving a legitimate aim.

Manifest Error / Breach of Regulation 18(2) and (3), PCR

142.

143.

144.

UAM

145.

A further agreed issue is whether the DPM is “otherwise unlawful as (a) contrary to
general principles of transparency, non-discrimination and/or proportionality, (b) as
distorting, narrowing and/or undermining competition, and/or (c) as having been
adopted in manifest error.”

The Claimant’s allegations in these respects were not developed to any significant
extent in its pleaded case. The Defendant’s contention that these aspects of the
Claimant’s case are “vague” and/or “unexplained” therefore has considerable merit.
These points were not developed in oral submissions either, the focus being on
unequal treatment and objective justification. The Claimant’s case on manifest error
appears to be based on the contention that the DPM confers an inbuilt advantage on
MSD and could result in it winning the Gold Lot even where its Comparison Price is
not the best within a particular segment. However, for reasons already explained, the
Defendant has, not unreasonably, opted to take a whole market approach, which
means, as set out in the ITPD, that the best bid does not necessarily mean the
‘cheapest’ bid. The “inbuilt advantage” point has already been addressed above. The
Claimant’s case on manifest error adds little and is not made out.

The claim under Regulation 18, PCR is based on the email from Mr Huskinson
containing the reference to accommodating MSD. For reasons already discussed, |
find that there was no intention unduly to favour MSD or disadvantage the Claimant
and/or Gilead.

Under UAM, as discussed above, suppliers bid on the basis of the number of patients
they commit to cure in return for a fixed share of an annual ‘Pot 1’ sum of £73
million. Once the Pot 1 treatment targets are achieved by all bidders, further
treatments are remunerated via the Pot 2 bonus pot, worth up to a further £117
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146.

147.

million. The Defendant’s rationale for offering the fixed fees under Pot 1 of UAM
was to provide financial certainty for suppliers and to avoid the “feast or famine”
pattern of outcomes which some bidders had complained about following previous
tendering exercises.

Clinicians are free to prescribe whatever treatments they wish under UAM and are not
bound by any rate card restrictions. The Claimant contends that this, in conjunction
with the fixed fee, creates a problem in that a bidder with a pan-genotypic treatment
which is popular with clinicians will end up having to treat substantially more patients
than it has committed to treat in return for its Pot 1 fixed fee. The Claimant says that
in a free prescribing environment, MSD is likely only to secure about 8% of
treatments. However, if MSD were to win the Bronze Lot, it would secure a fixed fee
of £14 million, which represents 19% of the total Pot 1 sum. That, says the Claimant,
demonstrates the inherent unfairness of the UAM. The Claimant further contends that,
based on its understanding of the Defendant’s stated requirement that bids provide
better value than those produced by the Bridging Tender, a bidder in MSD’s position
would have to commit to treat a much larger number of patients than it could possibly
hope to achieve, with the result that other bidders would have to treat substantially
more than their committed numbers in order to make up the shortfall.

The Defendant contends that there is no unequal treatment in that the same rules are
being applied to all bidders, that the Claimant’s concerns about MSD committing to
an unrealistic number of treatments are unfounded and based on a misunderstanding
of the nature of the bids expected, that the Claimant has demonstrated no loss so as to
give rise to an actionable claim, and that if there is any unequal treatment, the same is
clearly objectively justified.

Does the UAM claim fall within the PCR?

148.

149.

Before dealing with the specifics of the Claimant’s claim under UAM and the
Defendant’s defences, it is necessary to deal with a jurisdictional point raised by the
Defendant. The Defendant submits that the fixed fee element of the UAM falls
outside the scope of its obligations under the PCR and the Directive. This is because,
submits the Defendant, the duty of equal treatment under Regulation 18, PCR applies
only to “the procedures for procurement by contracting authorities”: Regulation 3(1),
PCR. The fixed fees in the UAM comprise terms of the contracts being procured by
the Defendant and do not concern the procedure governing the procurement of those
contracts.

The Claimant submits that there is no such limitation on the scope of the duty of equal
treatment. The duty applies in respect of the design of the Procurement, as referred to
in Regulation 18, and plainly encompasses all terms and conditions set out in the
procurement documents. These would include terms contained in proposed
contractual documents. If that were not so, submits the Claimant, then a contracting
authority could readily circumvent its procurement obligations by the device of
including objectionable tender rules as contract conditions. Furthermore, if the
Defendant were correct that the PCR do not apply to the terms of contracts then there
would be no obstacle to a contracting authority making changes to the proposed terms
after the contract has been awarded. However, the ECJ has expressly decided that
authorities are not free to make such changes: see C — 496/99 Commission of the
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European Communities v CAS Succhi di Frutta SpA [2004] ECR 1-3801 at
paragraphs 117 to 121.

150. In my judgment, the Claimant’s submissions are to be preferred:

i) Whilst Regulation 3(1) does provide that Part 2 of PCR establishes rules on the
“procedures for the procurement”, there is nothing to indicate that proposed
contractual terms are thereby excluded;

i) A “procurement document” for the purposes of the PCR means “any document
produced or referred to by the contracting authority to describe or determine
elements of the procurement or the procedure, including... proposed conditions
of contract...”: Regulation 2 (Emphasis Added). The express inclusion of the
conditions of contract as a procurement document suggests, in my judgment,
that the duties and obligations under the PCR apply in respect of such
conditions;

iii) If that were not the case then, as the Claimant submits, a contracting authority
could circumvent its obligations by, for example, ensuring that the contractual
terms are designed to produce unequal outcomes;

Iv)  Asstated by the ECJ in Succhi di Frutta:

“120 If, when the contract was being performed, the contracting
authority was authorised to amend at will the very conditions of the
invitation to tender, where there was no express authorisation to that
effect in the relevant provisions, the terms governing the award of the
contract, as originally laid down, would be distorted.”

V) The clear implication of that passage is that the proposed terms of the contract
being procured are very much subject to the same obligations of equality and
transparency as the procedural aspects of the Procurement. Mr Moser argued
that this is no more than an example of the Pressetext principle?, whereby it is
not permissible to introduce material changes to a contract once awarded
without undertaking a re-tendering exercise. However, even if that is the case, it
does not, in my judgment, undermine the conclusion that the proposed
contractual terms fall within the scope of the obligations of equal treatment and
transparency. A contractual change which benefited one supplier unfairly would
clearly be material and could be challenged as a breach of, amongst other
matters, the Pressetext principle. It would be odd if that same unfair contractual
provision could not be challenged as a breach of the equality principle merely
because it was included at the outset;

vi) Finally, it is clear from the ECJ’s recent judgment in the Amplexor case that it
had no difficulty in treating a contractual term as to running-in payments as
being subject to the equal treatment principle.

151. For all of these reasons the Defendant’s jurisdictional argument is rejected.

12 Pressetext Nachrichtenagentur v Austria C-454/06 [2008] ECR I-04401.
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152.

| turn then to consider the specific challenges to the UAM.

Do the fixed fee provisions result in unequal treatment of the Claimant?

153.

154.

155.

156.

The Claimant submits that the UAM gives rise to unequal and unfair treatment in that
a bidder with a more popular treatment will end up having to treat substantially more
patients than it is committed to treat in return for its Pot 1 fixed fee. The Claimant
describes the risk of this happening as the risk of “unremunerated supply”. That
description is somewhat inapt, in my judgment, because the fixed fee ensures that the
supplier will always receive some remuneration. The risk is that it may end up having
to supply more treatments in return for that fixed fee than its commitment. However,
it seems to me that that is the very nature of any fixed fee arrangement, whereby the
supplier accepts the risk of a reduced level of profit in exchange for the certainty of a
fixed sum.

The principle of equal treatment is breached, as set out above, if comparable
situations are treated differently or if different situations are treated in the same way
unless such treatment is objectively justified. The Claimant submits that there is a
difference between the Claimant and MSD in this case that requires different,
proportionate, responses from the Defendant in formulating the tender rules. The
Defendant submits that this is a case where the same rules apply to all bidders and
there is no breach of the equal treatment principle.

In my judgment, it is quite clear that this is a situation where all suppliers are in a
comparable position and are subject to the same rules. The Claimant’s contention that
its position is not comparable to that of MSD for the purposes of the UAM is based on
the differing popularity of the treatments which each is able to supply. However, that
difference in popularity does not mean that the two are not comparable for the
purposes of a tendering exercise in a free prescribing environment. Were that not so
then in any situation where one bidder had a competitive advantage over another, the
tender rules would have to account for that difference in order not to fall foul of the
equal treatment principle. That cannot be the correct approach. As stated by Prof
Arrowsmith at 7-13 of her book:

“... To characterise distinctions based on differences in competitive
position as prima facie prohibited and requiring justification is
inappropriate given that the very objective of national procurement
procedures is to choose the most competitive bid — it would be odd to
characterise the selection of one tenderer above another based on price,
for example, as involving different treatment of comparable situations
and needing justification.”

The situation here is somewhat different from that pertaining to the assessment of bids
in the RCM which involved the award of a particular market share in a controlled
prescribing environment. There, MSD’s inability to service a particular share of the
market did give rise to a material difference between its position and that of the others
for the purposes of assessing the value of its bid across the whole market. Under
UAM, however, there is no fixed market share and no controls on prescribing.
Accordingly, the advantage which the Claimant believes it had by reason of its more
popular product, is a difference in competitive position which does not need to be
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157.

catered for in the tender rules. The application of the same tender rules to all
suppliers, irrespective of competitive position, does not amount to unequal treatment.

The Defendant submits that the absence of unequal treatment is sufficient to dispose
of this part of the claim. | agree. However, it is necessary to deal with a further aspect
of the Claimant’s case in this regard based on the Claimant’s understanding that each
supplier’s bid had to offer greater value than that supplier’s bid under the Bridging
Tender. This has been referred to as the Claimant’s “value understanding”.

The Claimant’s ‘Value Understanding’

158.

159.

160.

161.

162.

The value understanding, according to the Claimant, means that MSD would have to
commit to a much larger number of patients than it could possibly hope to treat,
thereby greatly increasing the risk that the Claimant and/or Gilead would be called
upon to “plug the gap” and provide additional treatments for no additional fee. Such a
bid from MSD would also mean that the collective treatment target for Pot 1 would
not be met, with the consequence that Pot 2, and the potential for additional
remuneration, would not be triggered.

It is first necessary to determine whether the Claimant’s value understanding is
correct. There is no dispute that the tender required each bid to be compliant and
competitive. There is, however, a dispute as to what was meant by a ‘competitive’ bid
in the circumstances. The Claimant submits that a competitive bid can only mean one
which offered better value than that bidder’s existing offer under the Bridging Tender.
This submission is based on an answer to a clarification question (submitted
incidentally by MSD), which provided as follows:

Question: “Can the Authority please specify the conditions under which a proposal
could be deemed “non-competitive”?”

Response: “A proposal is considered competitive if it delivers greater value than the
current arrangements.”

The Claimant submits that the words “proposal” and “it” in that response can only be
read as meaning that each bidder’s proposal must be competitive in the sense of
delivering greater value than that bidder’s bid in the Bridging Tender.

The Defendant submits that the Claimant’s value understanding, based as it is on a
single isolated response to a clarification question, is erroneous and inconsistent with
what is said in the tender documents more generally. The Defendant relies on what
actually transpired in terms of bids received, which, in its submission, clearly indicate
that the other parties did not share the Claimant’s value understanding. Furthermore,
the Defendant submits that the Claimant’s fear that MSD would, based on the said
value understanding or otherwise, commit to treating unrealistically large numbers, is
unfounded because of the existing mechanisms in the tender rules designed to prevent
such unrealistic bids.

The test to be applied in construing tender documents is that one should adopt the
construction which would be adopted by a reasonably well-informed and normally
diligent (“RWIND?”) tenderer: see Healthcare at Home Ltd v The Common Services
Agency [2014] PTSR 1081 at paragraphs 8 to 12.
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163.

The RWIND tenderer would take account of the whole of the tender documentation.
That includes the following:

i)

i)

Paragraph 1.18.1 of the ITPD contains the following condition (which is
repeated a number of times throughout the document) applicable to both
models:

“Subject to receipt of compliant and competitive offers that deliver
greater value than current arrangements, the Authority intends to award
up to 3 contracts...”

That reference to competitive offers (plural) delivering greater value than
current arrangements indicates that it is the overall position with which the
Defendant is concerned rather than whether each individual bid delivered
greater value. That interpretation appears to be supported by the following
section of the ITPD, which explained that the “value of current arrangements”
means “the outcome of the Bridging Tender” and that for the purposes of
comparing value the authority will use the “average value per cure”. The
average value per cure (which is based on the Comparison Price, i.e. a figure
which takes account of elimination solutions) is clearly one derived from an
overall assessment of all the bids. It seems to me that these provisions make it
abundantly clear that the Defendant’s concern was to ensure that the overall
value of the bids provided greater value than the existing arrangements.

The question then is whether the response to the clarification question upends
that interpretation as far as the RWIND tenderer is concerned. In my view it
does not. In the first place, it is to be noted that there are no express terms
anywhere in the rest of the procurement documentation which would support the
Claimant’s value understanding. Secondly, the response to the clarification
question talks of a proposal being competitive if it delivers “greater value than
current arrangements”. It does not state specifically that proposals had to
provide a lower price than those under the Bridging Tender. The Bridging
Tender did contain some limited provision for elimination initiatives and was
not based on price alone. Of course, the emphasis on elimination solutions was
greatly increased under the Procurement meaning that the Defendant might
consider the bids to deliver greater value overall even if the raw prices were not
lower in every case. Thirdly, read in that context, the response to the
clarification question cannot be taken to mean that, contrary to what is said
elsewhere, each individual bid had to commit to a lower price than that in the
Bridging Tender.

The Claimant accepts that the ITPD did appear to refer to the overall value
having to be better than current arrangements. However, it points out that the
ISFT did not include the detailed references to the “average value per cure”
contained in the ITPD, and notes that the ISFT was issued following the issuing
of the response to the clarification question. The combined effect of these
developments, submits the Claimant, is that any previous intended meaning in
the ITPD as to what amounted to a competitive bid, no longer applied. I do not
accept that submission. If the intention had been to revise the hitherto clear
meaning of a competitive bid, then the RWIND tenderer would expect that to be
done in a clear and express way and not by way of a clarification response.
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164.

165.

More fundamentally, the ISFT retains the reference to “the value of current
arrangements”. If the intention had been to change what was meant by “value”
in that context as between the ITPD and ISFT, the RWIND tenderer could
legitimately expect the fresh definition to be set out in the ISFT and would not
expect to have to infer, from a response to one of many clarification questions,
that something had changed.

Mr Pumford gave evidence as to the value understanding. However, he did not
suggest that that understanding was influenced by the changes to the ITPD
document. Mr Pumford made clear that he considered better value to mean
primarily better price:

“Q. But the clarification you refer to at 109, the clarification
question, only talks about a proposal having better value than the
current arrangements. It does not say, "Each respective price has to
be better", does it?

A. Better value, my Lord, is a combination, as we have discussed,
of price and elimination initiatives and actions, but price is the single
thing that drives it more than anything else. So, I would read that as
being - competitive is better value and, therefore, competitive is
better price.”

The Claimant’s evident determination to view value through the prism of price
does not match the Defendant’s emphasis on elimination solutions.

The Claimant’s value understanding was not therefore one that would be adopted by
the RWIND tenderer. Support for that conclusion is to be found in the fact that neither
MSD nor Gilead placed bids, which reflected the Claimant’s value understanding.
(Further details are in the Confidential Annex).

The Claimant’s fear that MSD would commit to treat an unrealistic number of
patients was based on MSD adopting the same value understanding as the Claimant.
Clearly MSD did not do that. But there were, in any case, mechanisms built into the
tender which would have dissuaded MSD and other tenderers from putting in
unrealistic bids. These may be summarised as follows:

The UAM reimbursement rule: This provides that any supplier that fails to cure
at least 90% of the number of patients which it has committed to cure must
reimburse a sum of money proportionate to the shortfall (not including the first
10% of the shortfall). Any supplier finding itself in this position is credited for
the actual value of any elimination investment it has made. The aim of this is to
incentivise greater elimination investment. The Defendant has submitted a
calculation using hypothetical figures to demonstrate how an excessive bid
would be likely to result in a bidder receiving only a small proportion of the
fixed fee. In the example, a bidder that managed to treat 16% of its committed
patient numbers would receive only 26% (16% + 10%) of the fixed fee for that
lot. For the Gold Lot, that would amount to £9.6 million. By comparison a more
realistic bid, based on the bidder’s knowledge and expectation of prescribing
rates for its product, might result in it winning the fee for the Bronze Lot — £14
million — without any reimbursement. The Defendant submits that a bidder is
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166.

167.

168.

169.

therefore incentivised by the reimbursement rule to bid realistically. Although
this rough and ready calculation does not take account of elimination
investments, | accept that it is a reasonable illustration of how the
reimbursement rule works. In my judgment, the rule renders it highly unlikely
that any reasonable bidder would make unrealistic treatment commitments.

i) The UAM disqualification rule: This entitles the Defendant to disqualify a
bidder in various defined circumstances, including where the prices are deemed
to be ‘“unsustainable/unrealistic”’ and where the bid is considered to be
“implausible”. The Claimant contends that the requirement that UAM bids be
realistic was only introduced at the ISFT stage. Whilst it is correct that the
provisions as to disqualification were enhanced at the ISFT stage, | do not
accept that the rule against unrealistic bids did not exist from the outset in
respect of both RCM and UAM. Mr Perkins’ unchallenged evidence was that
the reference to unrealistic “prices” at the ITPD stage meant patient numbers in
the UAM context. In any case, it seems to me to be somewhat surprising to
suggest that a power to disqualify bids as being unrealistic should apply only to
one model and not to another.

These conclusions as to the Claimant’s value understanding and the rules
discouraging unrealistic bids mean that the underlying premise of the Claimant’s
primary case under this head, namely that it would have to plug the large gap created
by MSD’s failure to meet its commitments, falls away.

The Claimant’s further contention is that MSD’s actual bid is likely to result in a price
per treatment that far exceeds its Bridging Tender price and which cannot be said to
be competitive or deliver better value. (This argument is considered in further detail in
the confidential annex). In my judgment, the argument cannot be accepted.

The argument ignores the considerable importance attached by the Defendant to the
elimination solutions. Given that ‘better value’ in this context is not defined solely by
the raw price, it is quite clear that substantial elimination solutions might well result
in the bids overall being deemed to provide better value than existing arrangements
notwithstanding the fact that the price per treatment in respect of a particular bidder
might be higher.

The Claimant considers the unfairness of the rules is demonstrated by the fact that
MSD could, by winning the Bronze Lot, receive 19% of the Pot 1 sum in return for
providing only 8% of the treatments.’* However, if one were to assume that the
remaining 92% of treatments were divided equally between the Claimant and Gilead,
it would mean that the winner of the gold lot would receive 51% of the fee (37/73) for
providing only 46% of treatments. Whilst the disparity is not as great, the calculation
demonstrates that there will not be a precise match between the fixed fee for any
particular lot and the number of treatments provided. The risk that one supplier may
end up providing more or less than its committed treatment number is inherent in any
fixed fee model. It is for the supplier to consider whether that risk is one worth taking

13 The ‘8%’ figure appears to have been fixed upon by the Claimant. There is other evidence to suggest
that the percentage of treatments which MSD could end up providing in a free prescribing
environment could be somewhat higher.
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170.

171.

172.

in exchange for the certainty of a substantial fixed income. | see nothing inherently
unfair in that approach.

The Claimant also refers in its submissions to the considerable uncertainty associated
with recovering a Pot 2 payment. That is not a pleaded ground of inequality and
unfairness and there is no need to lengthen this judgment by considering it.

In conclusion, it is my view that the Claimant has not established that the provisions
of the UAM give rise to unequal treatment. The situation is one where comparable
situations are subject to the same rules and, in any event, the fundamental factual
premise of the Claimant’s claim, which is based on its value understanding, is
incorrect. As such, its claim under this head fails.

However, as with RCM, | go on to consider the question of objective justification in
case my conclusions about unequal treatment are incorrect. Before doing so, | deal
briefly with a broader point raised by the Defendant, and that is that even if there is
any breach, it is not actionable by the Claimant within the meaning of Regulation 91,
PCR because there is no loss.

Is the claim actionable?

173.

174.

Regulation 91 provides that a breach of duty is actionable by any economic operator
which, in consequence, suffers, or risks suffering, loss or damage. The Defendant
relies upon the absence of particulars in the Claimant’s pleaded case in this regard and
further contends that insofar as the Claimant has suffered a risk of loss that risk has
arisen because the Claimant chose to take a particular course of action that was not
dictated by the tender rules. (Further details are in the Confidential Annex).

I agree that the Claimant’s pleaded case is somewhat vague on the issue of loss.
However, I am satisfied that the Claimant’s case is tolerably clear in that it says it was
forced to take a particular course of action by reason of the unlawfulness of the UAM
methodology and has therefore suffered loss and damage, or the risk of loss and
damage. The Procurement here is designed specifically not only to assess bids but
also to influence their content. In those circumstances, the deviation by a bidder from
a course that it might otherwise have taken had it not been for the impugned tender
rule, and which results in a potential loss to that bidder, remains actionable within the
meaning of Regulation 91.

UAM - Obijective justification

175.

176.

The Claimant submits that the particular feature of the UAM methodology that gives
rise to unequal treatment, and which requires objective justification, is the absence of
any effective tender rule to address or mitigate the risk of unremunerated supply.

It is notable that in its Reply (paragraph 31), the Claimant did not seek to suggest that
the Defendant was directing its case on objective justification to the wrong target. In
any case, what needs to be justified is the unequal treatment in question. In this case
the unequal treatment complained about by the Claimant is the risk that a bidder with
a more popular treatment will have to treat substantially more patients than it has
committed to treat in return for its Pot 1 fixed fee. Measures which might address or
mitigate that risk would be designed to remove the inequality, but the absence of such
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177.

178.

measures does not create a further inequality that needs to be justified. | should also
add that the agreed list of issues provided that the unequal treatment to be justified
was the “fixed fee” provisions set out in the ITPD, and not the absence of tender rules
to mitigate the risk of unremunerated supply.

In my judgment it is clearly the fixed fee system under UAM that falls to be
objectively justified if it gives rise to unequal treatment.

Turning then to the Defendant’s case on objective justification, the Defendant (upon
whom the burden would lie in this respect) relies upon the following:

The fixed fee system pursues the legitimate aim of encouraging greater
investment in elimination solutions. It has not seriously been contended that this
is not a legitimate aim. In my judgment, it clearly is.

There is a rational connection between fixed fees and the legitimate aim in that
the fixed fee system addresses concerns expressed by suppliers as to the
unpredictability of revenue, which in turn acted as a disincentive for suppliers to
commit to substantial investment in elimination solutions. The fixed fees create
greater financial certainty and encourage investment in elimination solutions.
Mr Pumford accepted that, in earlier HCV procurements, fluctuating revenues
had made it “very difficult to therefore decide on what to invest in England”. He
further agreed that the fixed fee model under UAM was intended in part to meet
that concern:

“Q. In previous exchanges, AbbVie has complained, has it not, of
fluctuating revenues being bad for investment in the UK - the winner
takes it all model? That is something that AbbVie has in the past said
to the NHS is not good for its business, is that not right?

A. My Lord, | agree that the previous tender system which allowed
somebody to have 90 plus percent or zero percent was very difficult to
therefore decide on what to invest in England, so AbbVie did not think
that that allowed us to plan and project what we had to spend in the
market.

Q. But do we at least agree that the NHS' fixed fee model is intended
in part to meet that concern because everybody will get something?

A. My Lord, | can agree that, if you have three fixed fees, keeping
three suppliers on the market, there is an element that allows the three
companies to continue to invest within the market. That makes sense.”

It is notable that Mr Pumford agreed that keeping three players in the market
so that they may all continue to invest, “makes sense”. In my judgment, the
Defendant was entitled to consider that it did make sense to design the
Procurement in such a way that it enabled all three suppliers to remain in the
market; the combined effect of their elimination investments potentially had
the effect of accelerating elimination. The evidence, as discussed above, shows
that the Defendant has received elimination solutions that are a very
considerable improvement on those received in previous exercises.
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179.

180.

i)

Before concluding this section, | shall deal with one or two further arguments raised

The fixed fees are a proportionate means of achieving the legitimate aim:

a) Any discriminatory effect would be modest and therefore relatively
easy to justify. The Defendant’s submission in this regard is based
upon its understanding (based on publicly available research) of the
likely manufacturing costs of DAAs. As | have said above, | do not
make any findings on the actual manufacturing costs in question; the
evidence was simply not there for me to be able to do so. However, |
am able to conclude that these costs are likely to be very considerably
lower than the price per treatment obtained by each supplier. | see no
reason why a reasonable authority cannot rely upon credible, publicly
available estimates of likely manufacturing cost in order to analyse the
potential impact on suppliers of the fixed fee system. Based on that
material, Mr Huskinson’s view was that if a supplier were required to
treat a larger number of patients than it had committed to treat, the
scale of additional cost incurred would be relatively limited in
comparison to the size of the fixed fee. The Claimant did not adduce
any evidence to discredit the estimate contained in the research.
Instead, the Claimant simply claimed not to know what its own
manufacturing costs were. Based on this evidence, or the lack of it, it is
my judgment that the conclusion reached by Mr Huskinson as to the
likely limited financial impact of having to treat more patients is not
unreasonable. That limited impact is relevant to the question of
proportionality. It is of course entirely open to the supplier to consider
that the commercial risks associated with a particular tender are too
great for it to be involved; but the fact that a supplier might regard the
diminution of profitability as too great does not mean that the tender is
inherently unfair. The supplier in these circumstances can simply

choose not to participate.

b) On the other side of the scales, one has the importance of the
elimination solutions to the achievement of the Defendant’s objective

of eliminating HCV in England within a few years.

c) In my judgment, the latter clearly outweighs the former.

d) Accordingly, the unequal treatment, if that is what it is, does amount to
a proportionate means of achieving a legitimate aim and is objectively

justified.

by the Claimant in the course of its submissions on objective justification:

The Claimant submits that the Defendant could have adopted mechanisms applicable
to the RCM in the UAM in order to mitigate the “risks of unremunerated supply”.
These mechanisms involve capping the market share allocation according to the
ceiling of patients a bidder can treat, and allowing for a remunerated redistribution
where a supplier wins a lot that includes more market share than it can serve. The
Claimant’s case in this regard is set out in paragraph 13 of its Particulars of Claim.

Paragraph 31(v) of the Defence provides as follows:
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181.

182.

183.

“As to paragraph 13, UAM market share allocations are not capped
according to the ceiling of patients a bidder can treat, and there is
accordingly no “remunerated distribution” of market shares. However:

(@) bidders should be able to estimate reliably the number of patients they are
able to treat based on their knowledge of the size of each Patient Group
and their awareness from past experience of physicians’ treatment
preferences;

(b) it is reasonable to expect that, when bidding, bidders will not “commit” to
treat more patients than they are able to treat; and

(c) if they do commit to treat more patients than they actually treat, they are
liable to have to make repayments under the UAM reimbursement rule,
which incentivises them to make realistic commitments”

This defence is dismissed in the Claimant’s Reply as speculation as to what bidders
would do. However, having heard the evidence in this matter, | am satisfied that the
assumptions as to what bidders should be able to estimate and the disincentives
against making unrealistic commitments, are entirely reasonable and not speculative.
In my judgment, the points made in paragraph 31(v) of the Defence provide a
complete answer to the suggestion that these RCM mechanisms should have been
applied to UAM. These mechanisms were simply not appropriate or necessary in the
UAM. The fact that the Defendant did not apply them to UAM does not, therefore,
affect the proportionality balance considered above.

The Claimant further complains that there is no comfort in the fact that there is a Pot 2
bonus under UAM because that pot may never be triggered. The Defendant accepts
that the Pot 2 bonus may not be reached but submits that the evidence demonstrates
that it is very likely that it would be. There is a strong incentive to achieve the Pot 1
targets so as to trigger the entitlements under Pot 2. The Claimant’s belief that Pot 2
may not be triggered is largely based on its value understanding and belief that that
would lead to unrealistically large bids which could never be met. For reasons already
discussed, I consider that value understanding to be erroneous and the likelihood of
unrealistic bids to be very low. In those circumstances, it is quite likely, in my
judgment, that the bonus pot would be triggered. Payments from Pot 2 would of
course further mitigate the limited additional costs that might be incurred in treating
additional patients under Pot 1. This weighs in favour of the fixed fee model being a
proportionate means of achieving the legitimate aim.

The Claimant submits that the system whereby suppliers that exceed their Pot 1 target
will need to rebate the difference between the amount paid and the fixed fee,
contravenes paragraph 2.7 of the PPRS policy requiring the Defendant to “seek to
bring to an end initiatives by NHS commissioners (NHS England or clinical
commissioning groups) to arrange for rebates to be paid by manufacturers to the
commissioning body for the supply of medicines... to providers of NHS services in
primary or secondary care.” This rebate mechanism is pleaded at paragraph 11 of the
Particulars of Claim. Paragraph 31(i) of the Defence provides that, “The financial
adjustments referred to in paragraph 11 are immaterial to the substance of the
Claimant’s challenge, which is to the underlying fixed fee arrangements which those
adjustments are designed to achieve.” That paragraph of the Defence is admitted in
the Reply. In those circumstances, it would appear that the rebate mechanism itself is
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not in issue. It is the fixed fee system which is said to result in unequal treatment and
not the rebate mechanism per se. Accordingly, it seems to me that the rebate
mechanism is not relevant to what has to be objectively justified in the present case.

184. However, even if | am wrong about that, the rebates in this case only apply in respect
of any excess over a substantial fixed fee sum (unless the target number of patients is
not reached). This is not a case, therefore, of rebates resulting in the supplier being
left without any remuneration for a supplied product. It is not apparent to me that the
mischief which the policy seeks to address is one that arises in the circumstances of
the present case. In any event, the policy does not seek to prohibit rebates with
immediate effect but notes that the Defendant “has agreed to seek to bring to an end”
initiatives arranging for rebates. In these circumstances, even if this policy were
relevant to the question of justification, | would regard it as a marginal factor which
does not get near to tipping the proportionality balance the other way.

Conclusion

185. For the reasons set out above, my answers to the four issues identified above are as
follows:

i) In relation to the RCM:

a) Does the DPM under the RCM amount to a breach of the Defendant’s
duty of equal treatment contrary to Regulation 18 (1), PCR? No.

b) If so, is the DPM objectively justified for the reasons relied upon by the
Defendant? Yes.

i) In relation to the UAM:

a) Do the fixed fee provisions breach the Defendant’s duty of equal
treatment? No.

b) If so, are the fixed fee provisions objectively justified for the reasons
relied upon by the Defendant? Yes.

186. The Claimant’s claim must therefore be dismissed.
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