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INTRODUCTION

Fundacion CEFI, within the framework of
its Transparency Observatory and driven by
its concern about the impact on economic
and commercial interests and in terms of
competition, has been studying the impli-
cations of the new Transparency Law in the
field of medicine for years. In particular, as
regards the requirement for information re-
lated to the net price and commercial offers
of medicinal products within the public pro-
curement of innovative medicinal products.

Throughout these years, we have reviewed
doctrine and jurisprudence in the journal
Cuadernos de Derecho Farmacéutico, seek-
ing to address the novel aspects of this is-
sue from different perspectives: private
interest, public interest, aspects of compe-
tition and economic implications.

We began this analysis with the necessary
step of hearing from third parties whose
rights and legitimate interests may be
affected if the administration agrees to
provide information and / or documenta-
tion that is their property without allow-
ing them to intervene before making this
decision. This issue was resolved judicially,
establishing the right of hearing of the in-
terested party.

Once this first question had been tackled,
we went on to study the subject in detail,
the balance of interests at stake, each line
of reasoning, the analysis of compara-
tive law; all this has led us to advocate the
confidentiality of commercial offers of
medicines.



Naturally, we support necessary transpar-
ency within the actions of the Administra-
tion and its procedures. Confidentiality re-
sponds to a series of characteristics, rights
and interests at stake that prevail over
transparency and which are very clear in
the pharmaceutical industry. The authors
will explain it very well over the next few

pages.

This is a special issue of Cuadernos de
Derecho Farmacéutico in which we have
compiled all the articles published over the
yearsinthejournaland broughtthemall to-
gether in thisthemed issue. It also includes
five previously unpublished articles: The
first one provides a general analysis from
an economic perspective of the necessary
confidentiality; the second focuses on the
new approaches that can be taken and
regulatory alternatives; the third examines
the scope of the exception for commercial
interests in the context of a request for ac-
cess to advance purchase agreements for
COVID-19 vaccines following the recent
judgment of the General Court of July 17,
2024, the fourth explores exceptions to the

principle of transparency regarding drug
prices and the issue of proving future harm
as analyzed in the ruling of the Federal Ad-
ministrative Court of Switzerland; and the
final new article that completes the collec-
tion refers to transparency and confidenti-
ality in the procurement of COVID-19 vac-
cines, analyzing Judgment 3935/2024 of
the National Court.

The reference to comparative law, as well as
examples of how confidentiality has been
handled in the procurement of COVID vac-
cines has been particularly interesting in
this study of transparency vs. confidential-
ity of the commercial offers and unit prices
of medicines.

We would like to thank all the authors and
the members of the CEFI Transparency
Observatory for their great contributions

to this study.

We hope it will be of interest to you.

ﬁwcﬂwoi/&% %_77
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RESUMEN: La transparencia de los precios netos de los medicamentos innovadores ha estado en el centro
de un animado debate en los Ultimos afos. Este articulo revisa el estado de la literatura, enfocandose en
la disponibilidad de evidencia empirica para respaldar la formulacién de politicas. La literatura tedrica no
proporciona una orientacién clara sobre el posible impacto de la transparencia de los precios netos en los
niveles de precios y la dispersion de precios. A nivel empirico, la evidencia es escasa y no generalizable, ya
gue actualmente no existen analisis de alta calidad disponibles. Se citan ejemplos recientes de evidencia
de alta calidad sobre el impacto de la transparencia de precios en los servicios médicos como el estandar
de referencia para futuras investigaciones sobre este tema. También se destacan posibles falacias en el
debate actual para fomentar politicas rigurosas, coordinadas internacionalmente y basadas en evidencia.

PALABRAS CLAVE: Fijacion de precios farmacéuticos; transparencia de precios; precio de referencia inter-
nacional; innovacién farmacéutica; Unién Europea.

ABSTRACT: The net price transparency of innovative medicines has been at the center of a lively debate in
recent years. This paper reviews the state of the literature, focusing on the availability of empirical evidence
to support policy-making. The theoretical literature does not provide clear guidance on the potential im-
pact of net price transparency on price levels and price dispersion. At the empirical level, the evidence is
sparse and not generalizable, as no high-quality analyses are currently available. Recent examples of high
quality evidence on the impact of price transparency in medical services are cited as the gold standard
for future research on this topic. Potential fallacies in the current debate are also highlighted to promote
rigorous, internationally coordinated and evidence-based policy.

KEYWORDS: Pharmaceutical pricing; price transparency; international reference pricing; pharmaceutical
innovation; European Union.
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A stronghold of perfectly competitive mar-
kets is price transparency. Perfect competi-
tion in textbooks requires buyers and sellers
who are too small to influence the price (price
takers). There are no barriers to entering or
exiting the market, and companies pro-
duce a homogeneous good, i.e. customers
do not care whether they buy a version of
the product from one particular company
or another. Finally, all buyers and sellers are
perfectly informed, i.e. they know exactly the
price that other sellers are charging. In this
case, prices are equal to marginal costs and
thus maximize social welfare. This ideal situ-
ation assumes that all conditions are fulfilled
simultaneously. In the case of generic drugs,
for example, companies produce a homoge-
neous good and customers should not care
which version of the product they buy. Since
the patents have expired, there are almost
no barriers to market entry or exit. Therefore,
perfect competition is considered the proto-
type for generic markets, and there is a gen-
eral consensus among economists that price
transparency in generic markets helps to
increase competition and reduce prices close
to the marginal cost of production.

However, this approach cannot be naturally
extended to all pharmaceutical products. In
most cases, pharmaceutical products are by
Nno means homogeneous, especially when a
product can guarantee better clinical results
and patients do care whether they are cured
with better or worse treatments. In these
circumstances, innovative pharmaceutical
products are, in most cases, patented and
the manufacturer has a considerable degree
of market power. Consequently, demand is
generally in the hands of a few public or pri-
vate payers, resulting in a bilateral monopoly
(a single buyer and seller) in some national
markets. In this scenario, is price transpar-
ency still desirable to stimulate competition?
In other words, is price transparency good in
the case of monopolistic competition and in
the more extreme case of bilateral monop-
oly? This question is at the center of a lively

debate on price transparency in pharmaceu-
tical markets.

Of course, other considerations apply in the
case of public payers, as general consider-
ations of transparency in public procurement
and, more generally, in public administration
are relevant. However, this review focuses
on prices and the economic tenants of the
debate, as transparency in price negotiations
is a more general issue that concerns not
only prices but also the transparency of the
process, contracts, possible conflicts of inter-
est, etc. Moreover, the rules of public admin-
istration vary from country to country and
from jurisdiction to jurisdiction.

With this in mind,

we will examine the
latest evidence on

the pros and cons of
price transparency to
ensure wider access to
innovative medicines
at lower prices.
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With this in mind, we will examine the latest
evidence on the pros and cons of price trans-
parency to ensure wider access to innovative
medicines at lower prices. Before we turn to
the economic debate, a final reflection on
prices as part of contractual agreementsisin
order. As customers know very well, the price
we find when booking a hotel or a flight in
the aggregators can be misleading, as some
additional services may be excluded (e.g.
breakfast). Similarly, the price is only one of
many elements of the negotiated contrac-
tual agreement. Take conditional payments,
for example. The negotiated price might look
lower if conditional payments are included.
On the other hand, it is almost impossi-
ble to include contingent payments in the
price because these payments depend on
uncertain future circumstances. As a result,
pressure on price transparency, as in online

Because more
information is not
always better, it is
important to analyze
the real-world
evidence supporting

the pursuit of
transparency in
drug pricing to
avoid unintended
consequences of
price transparency.

markets, could translate into additional com-
plexity in contractual solutions, such as more
frequent use of managed entry agreements.

Another interesting comparative case is pro-
vided by pay transparency (Cullen, 2024).
Even if we all agree in principle that wage
transparency is a good thing that many
elected officials support, Cullen’s recent arti-
cle shows that “[ajmong the lessons learned
in the study of pay transparency is that more
information is not always better.” (pag. 155).
Because more information is not always bet-
ter, it is important to analyze the real-world
evidence supporting the pursuit of trans-
parency in drug pricing to avoid unintended
consequences of price transparency.

Transparency in the pharmaceutical markets
has been examined from various perspec-
tives. These include transparency of costs,
profits, prices, HTA and regulatory procedures,
decision-making and public procurement.
Therefore, we need to start with an appropri-
ate definition of price transparency. We can
adopt the definition of Joosse et al. (2023),
which defines full transparency in this context
as “[t]he sharing, disclosure and dissemina-
tion of information related to medicine prices
to the public and relevant parties to ensure
accountability.” (Fig. 1 in Joosse et al.,, 2023).
Since ex-factory and list prices are available in
most cases, the debate focuses on the trans-
parency of net transaction prices, i.e,, the price
paid by payers/buyers net of confidential dis-
counts and the impact of managed entry
agreements. Sometimes, the call for trans-
parency also includes price determinants
based on cost-plus or value-based logic and
pricing strategies. In our analysis, however, we
will only address the most critical point of the
debate, namely net price transparency.

Additional complications arise, among other
things, from the different pricing depending
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Since ex-factory and
list prices are available
in most cases, the

debate focuses on the
transparency of net
transaction prices,
i.e., the price paid by
payers/buyers net of
confidential discounts
and the impact of
managed entry
agreements.

on volume, packaging, dosage or indication.
Especially when managed entry agreements
are present, even complete transparency
does not ensure that payers and purchasers
can compare net prices between suppliers/
markets. However, for simplicity, we con-
sider the average net price transparency for
a standard unit of a medicine sold in a given

market in a reference year. This can be the
expected average net price at the time of
negotiation or the actual price based on real-
world data. Another dimension that we need
to preliminarily clarify concerns the ques-
tion of who the “relevant parties to ensure
accountability” are. This certainly includes
patients, prescribers and payers, but other
stakeholders should also be considered (e.g.
disclosure among payers).

Because net price transparency is rare, there
is little evidence that it helps to reduce costs
and improve access. There is a paucity of
rigorous empirical evidence on the impact
of increased drug price transparency on rel-
evant outcomes such as lower prices and
highervolumes.Joosse et al (2023) conducted
a systematic review of more than 32,000
studies published in the period 2004-2019.
They found that only two publications were
eligible. Langley et al. (2018) examined the
impact of cost feedback to prescribers in the
UK for antibiotics and inhaled corticosteroids.
Only the effects on price were considered
(weekly therapy costs). The authors found a
significant reduction in costs for antibiotics
and no effect for inhaled corticosteroids. The
GRADE rating of the study is moderate. The
second study reported (Moodley & Suleman,
2019) analyzed the impact of the Single Exit
Plan (SEP) on 50 originators and associated
generics in the South African private sector.
The SEP required the disclosure of net prices
on the South African price registry website.
The study showed that prices fell immedi-
ately after the introduction of the SEP, with
the average price reduction being more
pronounced for generics. The GRADE rat-
ing of the study is low. This literature review,
supplemented by a third study (Moodley &
Suleman, 2019), was the primary reference
for the World Health Organization’s (2020)
guideline on country pharmaceutical pric-
ing policies. The WHO concluded that “[t]he
evidence presented in the systematic review
suggests that mandatory disclosure of the
weighted average of all sales prices after
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considering all discounts and off-invoice
rebates [..] might deliver lower prices for the
health-care system” but “[t]he generalizabil-
ity of the findings is unclear” (page 22).

A more recent and comprehensive review
(Barrenho & Lopert, 2022), covering publica-
tions between 2015 and 2022, found 22 empir-
ical studies. While earlier reviews focused on
effects within a country, Barrenho & Lopert
(2022) also considered international spillover
effects. However, almost all studies analyzed
do not consider net prices, and some of the
remaining studies make estimates of most
likely discounts (e.g. Riccaboni et al., 2022) or
survey data (e.g. Den Ambtman et al,, 2020),
as studies with actual net prices are rare
(Mardetko et al., 2019). Overall, the results in
the literature are mixed, with most studies
finding no significant or inconsistent effects
on prices (e.g. Den Ambtman et al,, 2020).In a
policy brief, Webb et al. (2022) also report that
there is essentially no reliable evidence in the
European setting, while the available evi-
dence for less developed countries is mixed.
All in all, the current debate on the pros and
cons of full price transparency for medicines,
as unanimously recognized by the scien-
tific community, the WHO, the European
Union and the OECD, is based on sparse and
low-quality research with limited generaliz-
ability. This is no longer acceptable in the age
of big data and real-world evidence-based
policy. Priority must therefore be given to
developing reliable evidence of the impact
of increased price transparency compared to

an appropriate counterfactual scenario.

Conventionally, the potential consequences
of transaction price transparency can be
divided into effects on the demand side and
on the supply side. The simplest demand-
side effect is based on the usual economic
arguments: when payers/buyers are better

informed about prices, they can better com-
pare prices, which discourages pharmaceu-
tical companies from charging different
(higher) prices. When search costs decrease,
price elasticity increases, reducing profits
and increasing consumer welfare. As a result,
both price dispersion and price levels should
fall. Price comparisons can take place within
or between markets. This type of reasoning
usually applies to comparisons within a mar-
ket when there are multiple suppliers and

This type of
reasoning

usually applies

to comparisons
within a market
when there are
multiple suppliers
and different
“shoppable”
versions of the same
drug are available.
However, this is the
exception rather
than the rule in the
pharmaceutical
market, as very few
drugs are perfect
substitutes, as in the
case of generics.
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different “shoppable” versions of the same
drug are available. However, this is the excep-
tion rather than the rule in the pharmaceu-
tical market, as very few drugs are perfect
substitutes, as in the case of generics.

In the off-patent pharmaceutical segment,
better information on prices, especially in
combination with direct incentives such as
off-the-pocket payments of the price differ-
ence to the cheapest available version, can
effectively reduce prices and improve access.
However, even in this case, as medical ser-
vices and medicines are “credence” goods
(Dulleck & Kerschbamer, 2006), patients may
view price as a proxy for quality, limiting the
potential benefits of price transparency. A
similar result can be achieved if public pro-
curement is done through auctions with
multiple sellers and bidders (Allende et al,,
2024). Another option is to combine price
transparency with internal reference pric-
ing schemes to limit reimbursement or cap
prices.

However, as already noted, for the vast major-
ity of patent-protected medicines there is
only one supplier or a limited number of dif-
(inhomogeneous) alternatives.
In these cases, an appropriate comparison

ferentiated

must include several relevant dimensions,
such as in the context of cost-effectiveness
and cost-benefit analyses when net prices
are already routinely used. As the impact on
the demand side within the pharmaceutical
market is marginal, especially when there is
only one or a few national payers, the current
debate focuses on the impact between mar-
kets, with a particular focus on international
reference price systems. For innovative med-
icines, the predominant market structure is
a bilateral monopoly, where a single seller (a
monopolist) faces a number of local/national
buyers (a monopsony).

When considering supply-side effects, we
need to take into account the potential
impact on the prices that firms will offer

For innovative

medicines, the
predominant market
structure is a bilateral
monopoly, where

a single seller (a
monopolist) faces

a humber of local/
national buyers (a
mohnopsony).

when they have better access to information
about competitors’ prices. This could contrib-
ute to tacit collusion between suppliers in
the form of conscious parallelism, as in the
well-known case of the concrete market in
Denmark (Shaw & Mestre-Ferrandiz, 2020;
Webb et al., 2022; Van Baal & Strang, 2024).
Although these effects have not yet been
proven, they may limit the benefits of price
transparency. More profound supply-side
effects relate to other dimensions of phar-
maceutical companies’ strategic behavior,
such as R&D and national market entry deci-
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sions, product differentiation, and contract-
ing solutions. Before looking at the indirect
effects of transparency resulting from the
countermeasures that pharmaceutical com-
panies will take in the event of full price trans-
parency, in the next section, we consider the
spillover effects of net price transparency in
international markets.

The most critical direct implication of net
price transparency in international markets
arises from the widespread use of external
reference pricing (ERP) systems. Confidential
discounts account for a significant propor-
tion of net price differences between coun-
tries. Not knowing the actual price paid for

The most critical
direct implication

of net price
transparency

in international
markets arises from
the widespread use
of external reference
pricing (ERP)
systems.

With full global net
price transparency,

all payers around the
world will ask to be
charged the same
price and international
price discrimination

is no longer a viable
strategy. Transparency
combined with ERPs
will lead to global
convergence to a
single price.

the same medicine in different countries
makes price discrimination in the form of
Ramsey prices more acceptable. With full
global net price transparency, all payers
around the world will ask to be charged the
same price and international price discrimi-
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nation is no longer a viable strategy. Trans-
parency combined with ERPs will lead to
global convergence to a single price. Unless
the international community agrees to take
dedicated policy measures to limit conver-
gence, this will have a detrimental effect on
less developed countries (Kyle & Ridley, 2007).
However, this cannot be taken for granted as
countries have divergent interests (Barrenho
& Lopert, 2022).

Some of the proponents of full transpar-
ency do not internalize this spillover effect
on foreign markets. Sometimes, especially in
high-income countries, they even consider
potential spillover effects to be beneficial,
in the hope that low-income countries will
adopt similar measures. This argument is
overly simplistic because it does not take into
account the likely best reaction of the other
players in this strategic game. Expert surveys
among payers underline this crucial aspect.
As an example, consider a negotiation sce-
nario in which the manufacturer of a drug
offers a visible price of 80 or a visible price
of 100 with a confidential discount of 50%,
resulting in a net confidential price of 50.
The rationale for the proposal is that the best
discount the manufacturer can offer is 20%
with full transparency and 50% with confi-
dential information. This is because the same
discount (20%) applies in all countries for full
disclosure, whereas prices may differ for con-
fidential information. This offer illustrates the
trade-off between transparency and price
differences between countries. Such a trade-
off is evident in middle- and low-income

countries where the price of transparency
could become prohibitive.

As highlighted by Barrenho & Lopert (2022),
most of the current debate does not take
into account some of the most critical impli-
cations of full price transparency:

As an example,
consider a
negotiation scenario
in which the
manufacturer of a
drug offers a visible
price of 80 or a
visible price of 100
with a confidential
discount of 50%,
resulting in a net
confidential price of
50. The rationale for
the proposal is that
the best discount
the manufacturer
can offer is 20% with
full transparency
and 50% with
confidential
information. This

is because the
same discount
(20%) applies in all
countries for full
disclosure, whereas
prices may differ
for confidential
information. This
offer illustrates the
trade-off between
transparency and
price differences
between countries.
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e The strategic impact of full price transpar-
ency on relevant stakeholders. In particu-
lar, the best response of pharmaceutical
companies needs to be considered in a
game-theoretic framework.

e The heterogeneity of payers in terms of
willingness to pay, bargaining power, cost
of living and other relevant factors that
could influence the likelihood of adopting
a full price transparency strategy.

e Dynamic vs. static framework if we do not
consider the set of pharmaceutical prod-
ucts as fixed and given and introduce in-
novation into the picture.

4.1. The lack of response fallacy

When considering the introduction of net
price transparency in an open economy, we
must consider the strategic implications
of this move on the likely best response of
pharmaceutical product manufacturers in a
bilateral monopolistic competition and the
impact of such a decision on other countries.
A sudden disclosure of net prices that does
not violate existing contractual agreements
will have some direct consequences for phar-
maceutical companies that will cause them
to reconsider their approach to future nego-
tiations. This crucial aspect has been high-
lighted in Barrenho & Lopert (2022) and is
the focus of the recent paper by Dubois et al.
(2022). Their paper analyzes the impact of the
introduction of a reference pricing strategy in
the US on Canada. They describe the equilib-
rium that occurs when firms internalize the
cross-country spillovers induced by the refer-
ence pricing mechanism. The main conclu-
sion is that the policy will lead to a small price
decrease in the US and a large price increase
in Canada. This framework was generalized
by Riccaboni et al. (2022) to account for the
potential impact of net price transparency
in combination with international reference
prices. Following the same logic as Dubois et

al. (2022), price transparency leads to a price
increase in countries that serve as a refer-
ence point, i.e. countries with below-average
prices. Therefore, the main negative spillover
of price transparency stems from pharma-
ceutical companies, which will internalize the
consequences of the new price regulation
and change their pricing policy to increase
reference prices in future negotiations. This
scenario is likely because, with unchanged
bargaining power, the best response of
pharmaceutical companies is to adapt their
negotiation strategy to the new policy of full
transparency. Furthermore, as the decision to
enter national markets lies with the pharma-
ceutical companies, they will likely change
the order in which medicines are launched
and postpone launches in countries with low
and transparent prices. Countermeasures to
force companies to enter certain markets,
such as compulsory licenses, could prove
ineffective in this case (Barrenho & Lopert,
2022).

4.2. The lack of cooperation between
payers in transparency agreements

The main interest of payers is to obtain the
lowest price in order to secure access to
treatments in their reference market. As pay-
ers are very heterogeneous in terms of their
bargaining power, purchasing power and
willingness to pay, they have different incen-
tives to adhere to international transparency
agreements. In general, it is a classic prison-
er's dilemma, where it is in the best interest
of payers to benefit from full information
on other payers’ prices while continuing to
rely on confidential discounts to ensure low
prices in their reference market. Unilateral
deviations from full transparency or lack of
commitment are very likely among payers
in low-income countries, where transpar-
ency costs much more than in high-income
countries. This lack of commitment will sig-
nificantly reduce the impact of the full trans-
parency policy.
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In general, it is a
classic prisoner's

dilemma, where it is

in the best interest

of payers to benefit
from full information
on other payers’ prices
while continuing to
rely on confidential
discounts to ensure
low prices in their
reference market.

4.3. Short-sightedness or lack of atten-
tion to the long-term consequences of
transparency

Another potential fallacy of the current trans-
parency debate is the focus on the market
game between a payer and a manufacturer.
Typically, this transaction is viewed with a
request to make the price transparent in a
single-stage game. As we have seen, this
will have implications for similar negotia-
tions with other payers, as manufacturers

internalize the consequences of net price
transparency and other payers will deviate
from transparency agreements. Moreover,
in repeated games with international spill-
over effects, the manufacturer is incentiv-
ized to postpone negotiations with payers
implementing the net price transparency
and increase the complexity of contractual
agreements to hide the actual price.

Indeed, the market strategic interaction is
only the last stage of a sequence of strategic
moves. In the beginning, firms must decide
which technology to invest in. Then, when a
new drug is available, manufacturers estab-
lish an international pricing strategy in nego-
tiations with payers, including the sequence
of drug launches and the target price of each
negotiation. Since some payers are unlikely

Since some payers
are unlikely to
commit to full
transparency, the
negotiation strategy
will be modified
accordingly.

In addition,
requests for price
transparency will
have long-term
implications in
allocating R&D
investments.
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to commit to full transparency, the negoti-
ation strategy will be modified accordingly.
In addition, requests for price transparency
will have long-term implications in allocat-
ing R&D investments. Consider two assets,
one with high uncertainty and the other
with low uncertainty at the time of launch.
As a result, the asset with uncertainty is more
likely to require the use of managed entry
agreements to deal with its uncertain value.
In complex contractual solutions, determin-
ing the price actually paid is much more dif-
ficult and the net price will only be available
later when the uncertainty has been resolved.
Investments are, therefore, reoriented towards
more uncertain assets to restore the price
differences in more complex contract solu-
tions. In this case, payers face a clear trade-off

between granting early access with solutions
to manage uncertainty or deferring access
in anticipation of reduced uncertainty and
more transparent contractual solutions.

As we said at the beginning, more general
considerationsapplyinthe case of public pay-
ers, as citizens’ access to information is guar-
anteed in many jurisdictions with freedom of
information laws. Although freedom of infor-
mation laws relate to the public sector, they
may also have implications for private com-
panies dealing with public authorities, such
as in the case of contractual agreements to
secure market access in the pharmaceutical
sector. In this case, information that could
harm the commercial interest is generally
exempt from disclosure.

The unilateral disclosure of net prices, even
if it does not violate express contractual
confidentiality obligations, may impact the
commercial interests of private companies.
However, the impact on commercial inter-

A relevant example

is provided by the
recent judgments of
the Court of Justice of
the European Union
(Judgments of the
General Court in Cases
T-689/21 and T-761/21)
on the purchase
contracts for COVID-19
vaccines.

ests cannot be simply hypothetical but must
be demonstrated case by case. A relevant
example is provided by the recent judg-
ments of the Court of Justice of the European
Union (Judgments of the General Court in
Cases T-689/21 and T-761/21) on the purchase
contracts for COVID-19 vaccines. In that case
the Commission stated that “the informa-
tion redacted under the exception relating
to the protection of commercial interests
contained commercially sensitive elements
regarding, inter alia, prices and individual
prices per dose [..]" (T-689/21, 100). In partic-
ular “by providing the amount of the down
payment, it would be possible to make an
assessment, based on market practice, and
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to determine the full value of the agreement
and ultimately the price per dose, which con-
stitute commercially sensitive information
for all undertakings” (T-689/21, 102). Since the
Commission provided detailed information
on the relevant commercial interest to pro-
tect the information on prices the Court
rejected the request to access information
on payments of COVID-19 vaccines. This case
is by no means representative of all possible
situations in which a commercial interest can
be proven. However, access to information on
net prices could fall into this category.

Since the theory of oligopolistic competition
offers little evidence of the benefits of price
transparency in pharmaceutical markets, it is
crucial to gather real-world evidence of the
impact of net price transparency on relevant
outcomes of interest, such as the cost of ther-
apies and improved access. Unfortunately,
the available evidence is sparse and cannot
be easily generalized. Even in the case of
health care provision, where more evidence
has been gathered recently, the results are
mixed. For example, in a randomized trial on
medical charge transparency in New York
State, Barnesetal. (2024) found that transpar-
ency induced a slight increase in bill charges.
In this case, the trade-off between consumer
shopping and better access to competitors’
prices thus turned out to be negative. Sim-
ilar controlled studies should be conducted
on drug price transparency in controlled set-
tings to identify the key drivers of potential
benefits. For sure, based on the available
evidence and theoretical arguments, we
cannot take for granted that transparency
will decrease prices and improve access. On
the one hand, net price transparency might
increase the payers' bargaining power, thus
reducing prices. On the other hand, the
potential gains and losses from transparent
pricing are not evenly distributed between

payers, whereby payers in lower-income
countries may choose to maintain confiden-
tial discounts. In addition, pharmaceutical
companies will internalize international spill-
overs and change their negotiation strategy
to limit the impact of transparency in other
markets. Therefore, international coordina-
tion is needed to ensure that payers work
together to set the standard for the trans-
mission of price information and maintain
Ramsey's differential pricing. A clearer pic-
ture emerges when there are substitutes for
medicines, as in the case of generics. In these
cases, greater transparency can stimulate
competition in the off-patent market.
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RESUMEN: Transparentar precios unitarios de los medicamentos es un tema complejo, debido
principalmente a las caracteristicas del mercado de los medicamentos. Tanto desde la oferta como la
demanda, el mercado esta altamente regulado, sin olvidar lasimportantes interrelaciones entre decisiones
tomadas por los diferentes paises. Sin embargo, la falta de confianza entre los diferentes agentes hace
gue el debate en torno a este tema esté politizado, con poco consenso sobre los objetivos de una mayor
transparencia de los precios, o sobre qué informacién debe ser de acceso publico, y con poca evidencia
sobre las probables consecuencias de una mayor transparencia de precios en todo el mundo. El objetivo
de este articulo es ofrecer unas reflexiones sobre las implicaciones de una mayor transparencia en precios,
en base la proteccién de los intereses publicos, comerciales privados y de defensa de la competencia.

PALABRAS CLAVE: Transparencia; precios de referencia internacionales; precios diferenciales; costes farma-
coldégicos; intereses publicos.

ABSTRACT: Making net prices of medicines transparent is a complex issue, mainly due to the character-
istics of the medicines’ market. Both the supply and demand of the market are highly regulated, and we
need to consider the important interrelationships between decisions made by different countries. How-
ever, the lack of trust between the different agents means that the debate around this issue is politicised,
with little consensus on the objectives of greater price transparency or on what information should be pu-
blicly accessible, and with little evidence on the likely consequences of greater price transparency around
the world. The objective of this article is to offer some reflections on the implications of greater transparen-
cy in prices, based on the protection of public, private commercial and competition interests.

KEYWORDS: Transparency; international reference prices; differential pricing; medicines costs; public interests.
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The net price paid by health systems for

medicines (and health technologies) should
be public and transparent. This statement
seems very laudable, since good governance
is important for accountability of public
spending (and medicines account for a signif-
icant fraction of this spending). However, gi-
ven the characteristics of the sector in which
we find ourselves, | believe it is necessary to
reflect on and evaluate the consequences of
a particular country making its prices trans-
parent. To do this, two dimensions must be
taken into account:

(i) Geographical scope: impact inside and
outside the country;

(i) Timing: Short-term vs. medium/long-term
impact.

This article aims to offer some reflections on
these implications, due to the importance of
the topic. But to do this, | think it is important
to put certain elements on the table before go-
ing into detail on the issue that concerns us.

As a starting point, and from my perspective,
the current context of pharmaceutical policy
(at a global level) can stand out for a lack of
trust between the different agents involved.
This has important implications for the de-
bate around one of its most complex issues:
the relationship between access to and pric-
es of new (and not so new) medicines. And
within this debate, the issue that concerns
us, the transparency of net prices.

But let's take it one step at a time. Within the
issue of access, a key element in the debate
is the difference in access to new therapies
between countries (both in number of medi-
cines and for which patients), but also within
the countries themselves. At the European

level more specifically, the EFPIA Patients
W.A.I.T. Indicator' highlights these differenc-
es, and, in fact, reducing these inequalities is
one of the keys behind the recent European
Pharmaceutical Strategy?. How can we ex-
plain these differences, even with the mar-
keting authorisations granted for the whole
of Europe? The reasons are many and com-
plex, but a key one is that "health"is the com-
petence of the Member States, including the
decision of price and reimbursement, so it is
up to them to decide which treatments to
include in their portfolio of benefits. Among
the arguments put forward by the different
actors, we find at one extreme the "exorbi-
tant" prices, while at the other, the lack of
resources and the low willingness of some
countries to pay for these treatments while
waiting for other countries to pay higher pric-
es®. And within this debate, the relationship
between prices and R+D costs is introduced*.

At the same time, there is no doubt that
technological progress, understood in its
broadest spectrum has made it possible to
develop new therapies, already available or in
the pipeline (in the area of oncology, rare dis-
eases, and gene therapy, among others) that
are different from the more traditional and
older drugs. For example, greater scientific
complexity, in number of patients (very few
cases of gene therapy per year), there is more
clinical and economic uncertainty when it is
launched on the market, and in some cases
they are potentially curative single-use ther-
apies. In economic terms, the impact is that
the cost per patient is significantly higher
now than it was two or three decades ago.
And in part this has generated (more) in-
equality in accessing these therapies.

We cannot forget, of course, the various ini-
tiatives to try to improve this situation (e.g.
the WHO’s Novel Medicines Platform?®), and
where greater action is called for by all the
agents involved. While these initiatives try
to go beyond the debate around prices, a re-
curring theme continues to be the demand

CUADERNOS DE DERECHO FARMACEUTICO SPECIAL ISSUE SPECIAL ISSUE 2025 | 023



by several agents for greater transparency in
the unit costs of these therapies for health
systems. An example can be found in the
72nd WHA Resolution of 2019 Improving the
transparency of markets for medicines, vac-
cines, and other health products® — although
its implementation has been very limited.

With this context, it might seem at first glance
that we have a relatively simple topic on our
hands; in other words, knowing and making
unit prices transparent brings positive net ben-
efits. However, from my point of view, this is far
from reality. Making these net prices transpar-
ent can have important implications, at various
levels, as we will discuss later — at least, in the
global regulatory and pricing policy context in
which we currently find ourselves.

In Spain specifically, it has been an important
issue in recent years, due to several (not final)
judicial decisions, on the need to make trans-
parent the financing conditions of some
treatments, including the net price agreed
between the National Health System and
pharmaceutical companies.

To conclude this introduction, it is important
to highlight two characteristics of the sector
when we talk about drug prices. In particular,
the interrelationships:

e Between countries, through international
reference prices (and parallel trade within
the EU).

e Between decisions made by the funderina
given country over time, as decisions made
today will affect decisions in the future.

With these interrelationships, from an eco-
nomic point of view, the question is, for a
medicine: is it preferable to have price differ-
entiation between countries, or to have a sin-
gle global price? Here the economic theory is
clear: if there is an increase in total demand,
price differentiation is preferable.

Atthe same time, and beyond the biopharma-
ceutical sector, more transparency is sought

With these
interrelationships,
from an economic

point of view, the
question is, for

a medicine:is it
preferable to have
price differentiation
between countries,
or to have a single
global price? Here
the economic theory
is clear: if there

is an increase in
total demand, price
differentiation is
preferable.

around the decisions of the various public
entities’, with important legislative steps in
Spainin this regard during the last 5-10 years,
including Law 19/2013, of 9 December, on
transparency, access to public information
and good governance (LTAIBG)&. It is also im-
portant to note that this legislation includes,
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of course, exceptions to promote a certain
confidentiality, but always under more or less
restrictive conditions, depending on how you
interpret them®.

Therefore, the aim of this article is to offer,
from an economic perspective, my reflec-
tions on the transparency/confidentiality of
commercial offers and unit prices of medi-
cines. As | will discuss later, my reflections re-
volve around three aspects:

e Public Interests.
e Private commercial interests.
e |Impact on competition.

To do this, the structure is as follows. First of
all, the characteristics of the biopharmaceu-
tical sector are briefly summarized, due to
their implications when we talk about price
regulation. Section 3 breaks down the three
effects just mentioned, one by one, ending
with some final thoughts.

The biopharmaceutical sector is complex
for many reasons, and it is highly regulated.
From an economic point of view, we distin-
guish between supply and demand, to as-
sess the implications for price regulation.

2.1. Offer

The offer is R+D intensive®, which implies
the need to offer intellectual property rights
(patents) as well as data/market exclusivity. Al-
though patents can last up to 25 years (includ-
ing supplementary protection certificates),
the 'effective" protection period is shorter
since, on average, almost the first half of this
time is dedicated to R+D, and therefore, in this
time no financial return is generated.

In addition, thereis a high risk, as success rates
during the research and development phases

are relatively low, and a significant propor-
tion of molecules never become "medicines".
However, this high risk can prove to be a po-
tent incentive for dynamic efficiency, as the
prize is a "temporary monopoly" if successful.

But static competition is also important. In
other words, in the short term we must also try
to find a competitive market for generic medi-
cines once the patents/exclusivity have expired.

In terms of types of treatments, we have al-
ready discussed the evolution thanks to tech-
nological progress,among other things; there-
fore, while the profits of some pharmaceutical
companies used to be generated by the sales
of so-called “blockbusters” with significant
numbers of patients, we now have therapies
aimed at much smaller subpopulations of pa-
tients. This better direction in treatment has
given rise to so-called "precision medicine™.

2.2. Demand

From the point of view of demand, a differen-
tiating factor in the medicines sector is that

From the point of
view of demand,

a differentiating
factor in the
medicines sector is
that we have several

"consumers”, and
specifically, we
can think of three:
decision-maker,
payer and user/
consumer.
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we have several "consumers”, and specifi-
cally, we can think of three: decision-maker,
payer and user/consumer®. Table 1shows the
difference between these three agents for
the drug market and a ‘normal’ market.

With this diversity of agents, each with their
own incentives and objectives, and taking
into account that governments and insurers
are the main buyers of medicines, demand
is (highly) regulated. There are incentives
(economic and non-economic) and/or rec-
ommendations to prescribers and patients
introduced by the payer to try, with greater
or lesser success, to make both aware of the
economic cost of their decisions, and to go
beyond considering only efficacy/effective-
ness and safety when deciding on the treat-
ment to be used. In addition, and to increase
the complexity, the distinction between these
three agents is currently more "grey"’, since
there s, at least from my perspective, a great-
er importance of the ‘payer’ in the decision,
which implies a more financial approach and
budgetary impact.

2.3. Price regulation: alternatives

In addition to regulating demand and sup-
ply, countries/payers can use multiple mech-
anisms to regulate and price medicines at
the time of marketing, linked to their financ-
ing by public health systems. The mecha-
nisms with the most presence in the policies
of different countries or in the recent debates
that have arisen on the subject would be
value-based prices, international reference
prices (IRPs), controlled entry/risk-sharing
agreements, profit controls, and cost-plus®.
The first two mechanisms help to determine
(directly or by comparison) the price level, ei-
ther in terms of its value or the price of the
same drug in other countries. We will then
take a closer look at PRIs because of their
relationship to price transparency. The third
mechanism includes a dynamic element to
establish the price, since it will depend either
on the evolution of expenditure or on the

health outcomes derived from the use of the
drug. The last two mechanisms —profit con-
trol and cost-plus— are somewhat related,
since both formulas seek to determine price
in terms of costs. They differ, however, in the
way they control the price level; indirect in
the first case and direct in the second. There
are also other mechanisms for controlling
public spending through linear price reduc-
tions, price freezes, and discounts to which

(...) since there is, at least
from my perspective, a
greater importance of the

"payer"” in the decision,
which implies a more

financial approach and
budgetary impact.

medicines are subjected, from time to time
or continuously.

With all this context, we are in a situation,
relatively generalized at the international
level, of differences (probably important) be-
tween the “list” prices of medicines and their
real costs (net price) for the health system,
and especially those of hospital dispensing.
This difference between list and real price
is maintained. On the one hand, thanks to
"controlled entry/risk-sharing agreements"
which are usually based on health outcomes;
and on the other hand, through financial
agreements and mostly, but not exclusively,
confidential discounts on the list price, which
have proliferated much more than agree-
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This difference
between list

and real price is
maintained. On the
one hand, thanks
to "controlled
entry/risk-sharing
agreements’,
which are usually
based on health
outcomes; and on
the other hand,
through financial
agreements

and mostly, but
not exclusively,
confidential
discounts on the
list price, which
have proliferated
much more than
agreements based
on health outcomes
that are much
more complex to
implement.

ments based on health outcomes that are
much more complex to implement. Figure 1
shows the evolution of financial agreements
and results-based agreements at the global
level and without specifying any country or
region, respectively.

There are few analyses assessing this differ-
ence between list and net prices, in part be-
cause there is no evidence; one exception™
is that (i) there is a significant difference be-
tween list and net prices, and this difference
has been increasing over time (ii) it was not
possible to magnify the total discounts, due
to the existence of confidential agreements.

But when we talk about transparency, we
have to go beyond the specific variables
about the cost or value of the treatment:
transparency in the process is also key if we
want good governance. Finding the balance
between transparency and confidentiality is
not easy. This is reflected in the comments on
NICE in England, a world leader in the world
of (economic) evaluation in health, both for
its technical rigour and its transparency. But
in the decisions/recommendations of NICE
(through the Patient Access Schemes), we
find transparency in the process, with a mul-
titude of reports and evaluations published,
but with confidential discounts: “Appropri-
ate censorship (redaction) ensures that dis-
counts remain confidential, but maintains
the transparency of the decisions made by
the Agency.”®

2.4. International Reference Prices,
Transparency and International Com-
parisons

Given that international reference prices
(IRPs) are one of the main mechanisms con-
veying the global impact of greater net price
transparency, it is important to summarize
what we know to date about the impact
of this price regulation policy, particularly
on international relative prices. As argued
above, the question to be evaluated would
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Figure 1. Number of Joint Venture Agreements Globally, by Year and by Type
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be whether it is preferable, from the point
of view of social welfare, to have differential
prices between countries, or a single price,
for medicines. It is therefore necessary to
assess whether PRIs lead to greater price
convergence in Europe for innovative patent
medicines. If this were the case, the implica-
tion would be that greater transparency in
drug prices could reinforce, and increase, this
convergence, making such differentiation
unfeasible.

The WHO has published guidelines/recom-
mendations on various pricing policies, in-
cluding PRIs'®, which highlight the significant
challenges surrounding PRIs, recommend-
ing their conditional use by countries. Partly,
and something very relevant to the question
at hand, is that there is rather limited evi-
dence on whether or not there is price con-
vergence'. In part, the lack of evidence is due

to the difficulty of measuring real prices, but
also because market dynamics are different
between medicines (either by market size,
available alternatives, unmet needs, among
others), and between regions. In addition,
as discussed above, access to medicines is
unequal across countries. What we seem to
know is that there are price declines in coun-
tries with PRIs in the short run, but at the ex-
pense of longer lags in countries with lower
prices. In addition, there is even more limited
evidence on the long-term impact of PRIs
and effects on health outcomes.

International comparisons of drug prices also
provide relevant evidence on relative prices
between countries at a more general level®.
This type of analysis aggregates the prices
of the drugs included in the analysis to esti-
mate an ‘average’ price, country by country, so
that comparisons can be made. These analy-
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But in the decisions/
recommendations
of NICE (through
the Patient Access
Schemes), we find
transparency in

the process, with a
multitude of reports
and evaluations
published, but

with confidential
discounts:
"Appropriate
censorship
(redaction) ensures
that discounts
remain confidential,
but maintains the
transparency of the
decisions made by
the Agency".

ses have their challenges and complexities,
but they offer an interesting perspective. The
different studies reinforce that at this gener-
al level, there is some price differentiation at
the global level, with some countries always
appearing in the highest positions. As far as
Spain is concerned, it is usually in the low-
est positions, that is, the prices of medicines
(under patent) are relatively low compared to
many of our neighbouring countries. And this
is very important, considering the potential
impacts of greater transparency on net prices.

Within this limited evidence, it is important
to highlight a study that simulates, with real
data on drug prices in Europe, the effects of

As far as Spain

is concerned, it

is usually in the
lowest positions,
that is, the prices

of medicines
(under patent)

are relatively low
compared to many
of our neighbouring
countries. And this
is very important,
considering

the potential
impacts of greater
transparency on net
prices.
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greater transparency — which we will discuss
below.

The importance of the interconnection of
prices between countries, with "repeated
games" between the funder and the phar-
maceutical companies over time, implies
that the impact of making unit costs trans-
parent in the short and medium/long term
must be considered. But it is also necessary
to assess the possible effect of such transpa-
rency on the functioning of the market within
each country. Therefore, a distinction is made
between three effects, which are detailed
below: effects on public interests, effects on
pharmaceutical companies, and effects on
competition and market functioning.

3.1. Protection of public (financial)
interests

Duetothe nature of "repeated play",one of the
biggest challenges that the decision-maker/
financier may face with greater price trans-
parency at the national level is not to receive
future discounts for new therapies, or for new
indications of drugs with other indications
already funded. This would be mainly due
to PRIs and the pricing and reimbursement
systems currently in place, and the potential
effects on pharmaceutical companies pri-
cing and launch decisions.

And this is where the study by Riccaboni et
al. (2020) comes in, simulating the impact
of such transparency at the European level.”
Here | briefly summmarize its main results, and
particularly for Spain, as it reflects a possible
medium-term scenario if there were greater
transparency in unit prices of medicines. To
do this, and as a starting point, they calculate
the list prices of medicines, based on expen-
diture and consumption data from IQVIA, for

CUADERNOS DE DERECHO FARMACEUTICO SPECIAL ISSUE SPECIAL ISSUE 2025 | 031

The importance of
the interconnection
of prices between
countries, with
"repeated games"
between the
funder and the
pharmaceutical
companies over
time, implies that
the impact of
making unit costs
transparent in the
short and medium/
long term must be
considered. But it
is also necessary to
assess the possible
effect of such
transparency on the
functioning of the
market within each
country.




(...) one of the biggest
challenges that the
decision-maker/
financier may face
with greater price
transparency at the
national level is not
to receive future
discounts for new
therapies, or for
new indications of
drugs with other
indications already
funded. This would
be mainly due to
PRIs and the pricing
and reimbursement
systems currently

in place, and the
potential effects

on pharmaceutical
companies pricing
and launch decisions.

EU countries. Then, based on these prices,
they simulate the possible impact of a situa-
tion of full price transparency (relative to a sit-
uation with estimated list prices and adding
confidential discounts).

Regarding relative prices at present and in ref-
erence to the starting point of the analysis, it is
important to highlight that at the country level
and for all medicines on average, Riccaboni et
al. (2020) reinforce the results discussed above
on international comyparisons: they find price
differentiation in Europe, and prices in Spain
are among the lowest. This has important im-
plications for the results of your analysis.

Figure 2 shows one of these main results.
Countries above the horizontal line marked
1.0 would be the countries that would suf-
fer the highest prices thanks to transparen-
cy (Spain included); those below would have
lower prices.

In the case of Spain specifically and given the
relatively low prices currently relative to other
European countries, a considerable impact
can be observed (and fifth largest among all
countries): prices would increase, according
to this study, by 150% with total transparency.

These authors also simulate the impact of
partial price transparency, and based on
their results, the authors classify countries
into three groups, according to the type of
impact:

(i) Group A, with Sweden and Germany,
would be indifferent between full and
partial transparency;

(i) Group B, which includes the United
Kingdom and Austria, among others,
could eventually benefit from full trans-
parency:

(iii) Group C, in which Spain is located, and
where they would never benefit from to-
tal transparency.
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Figure 2. Change in price under the assumption of full transparency in net price
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Souarce: Riccaboni et al. (2022). Reprinted with permission.

In the case of Spain
specifically, and
given the relatively
low prices currently
relative to other
European countries, a
considerable impact

can be observed (and
fifth largest among
all countries): prices
would increase,
according to this
study, by 150% with
total transparency.

The potential implications for demonstrat-
ing greater transparency are reflected in the
views expressed by several European Minis-
tries of Health, including Spain, Ireland and
Italy. Ireland’s decision, for example, argues
that “if the conditions (of prices) were to be
disclosed urbi et orbe, probably no compa-
ny would offer them, so that the public purse
would be deprived of the possibility of signif-
icant savings.”° In fact, the Irish Information
Commissioner's Resolution of 2018 makes es-
timates for the case in question, and where
financing a single cystic fibrosis drug at a list
price would mean a disbursement of more
than 100 million euros per year, for 700 pa-
tients for this country — something that did
not happen in practice due to confidential
discounts. Another example is in Italy, where
it is argued that making these discounts
transparent can lead to the control of pub-
lic spending. For Spain specifically, the Min-
istry of Health? has already argued that giv-
ing access to this information would lead to a
negotiating disadvantage when it comes to
achieving more competitive prices — we have
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Ireland's decision,
for example,

argues that "if

the conditions (of
prices) were to be
disclosed urbi et
orbe, probably no
company would
offer them, so that
the public purse
would be deprived
of the possibility of
significant savings."

already highlighted the relatively low prices
in Spain today.

3.2. Protection of the economic
and commercial interests of
pharmaceutical companies

The Transparency and Good Governance
Laws highlight the importance of keeping
certain strategic information confidential
as it can affect the ability of companies to
compete (see for example art. 14.1 LTAIBG)
- including the final price, but also product
costs among others. It is also important to

remember that the prices of medicines are
regulated, and normally, and in the case of
Spain in particular, “the public financing of
medicines is preceded by a negotiation pro-
cedure with pharmaceutical companies in
which the costs of manufacturing the med-
icine, business profit margin and the thera-
peutic utility of the product are weighed - all
of them derived from the analysis of data of
reserved knowledge”??

Therefore, pharmaceutical companies would
have a legitimate interest in keeping the fi-
nancing price of medicines confidential,
since it is obtained from confidential infor-

Another example is in Ita-

ly, where it is argued that
making these discounts
transparentcanleadtothe
control of public spending.

mation. Its disclosure could cause serious
damage to the company’s ability to com-
pete, and such a price should be considered
a trade secret worthy of protection. In addi-
tion, in most, if not all, cases, it turns out to be
an exclusive supplier, protected by a patent
right — although it is true that there may be
some therapeutic alternatives.
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(...)

pharmaceutical
companies would

have a legitimate
interest in
keeping the
financing price

of medicines
confidential, since
it is obtained
from confidential
information.

3.3. Protection of competition and the
proper functioning of the market

The third effect to be taken into account is
in the functioning of the market itself, since,
as just argued, unit prices could be consid-
ered a strategic variable. This is evident in
the position of various competition authori-
ties regarding the transparency of this type
of information in other markets. Although
in this case the exchange of strategic infor-
mation (including real prices and discounts)
between companies has been sanctioned,
the result of this concerted practice could
be similar to the effect of making unit prices

of medicines transparent: transparency on
key strategic variables is increased and the
uncertainty associated with competition is
weakened or eliminated.

Two examples of warnings identified regard-
ing the impact of greater transparency in the
market (including but not exclusively) can
be found in Europe and the US. Firstly, the
EC guidelines® on horizontal agreements
between companies, facilitating collusive
activities. Second, the FTC?* in the U.S,, and
specifically for health technologies, refers to
the impact of making agreements between
different health plans and healthcare provid-
ers transparent. It is reasoned that it would
be possible for providers, knowing their com-
petitors' prior agreements, to use this infor-
mation during their negotiations with health
plans. On the other hand, health plans could
also agree in advance on the agreements to
offer, rather than competing with lower pric-
es —therefore, it is argued that the disclosure
of such agreements will offer minimal bene-
fits to users in exchange for significantly in-
creasing the risk of reducing competition?.

The OECD, for example, has expressed itself
in similar terms?, warning of the potential
anti-competitive risks arising from procure-

The third effect to be
taken into account is in
the functioning of the

market itself, since, as
just argued, unit prices
could be considered a
strategic variable.
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ment tender manipulation, in which govern-
ments publish too much price information in
procurement tenders: “when publishing the
results of a tender, carefully consider what
information is published and avoid disclos-
ing competitively sensitive information, as
this may facilitate bid-rigging schemes in
the future”. In a subsequent review?, the
OEC recommends designing tenders based
on what should be achieved, and not on how
to do it, as well as limiting the exchange of
information between bidders as much as
possible, among others. The aim is to reduce
predictability among possible alternatives to
complicate collusion between bidders. The
importance of having rules or guidelines on
transparency in procurement processes, as
well as on the conditions and timing of the
publication of tender-related information, is
highlighted.

During 2023, in Spain there have been two
court rulings of first instance, and therefore
not?® final, which are important to mention
as an introduction to my final reflections,
as it gives the feeling that there has been a
change relative to previous judgments. In
these last two judgments, and without go-
ing into detail, the Ministry of Health is urged
to send the defendants the express resolu-
tions issued by the General Directorate of
the Basic Portfolio of Services of the National
Health and Pharmacy System, establishing
the financing and price conditions within
the scope of the National Health System for
two therapies specifically. Two aspects de-
serve special attention from my point of view.
First, both argue that knowing the price of
the drug does not imply knowing the factors
that determine the price and that therefore
the resolution does not include that private
information provided by the pharmaceutical
laboratory. Secondly, one of them does not
accept that this transparency will (i) harm the
economic interests of the National Health

(...) : "when
publishing the
results of a tender,
carefully consider

what information

is published and
avoid disclosing
competitively
sensitive
information, as this
may facilitate bid-
rigging schemes in
the future".

System, (ii) may pose a risk to negotiation in
other cases and thus worsen the conditions
of access, and (iii) be relevant for the purpos-
es of negotiations with other competitors.

On the first aspect, | believe that knowing
the unit price can reveal important informa-
tion about the commmercial strategies of com-
panies, artificially reducing the uncertainty
associated with competition. Regarding the
second aspect, although it is true that there
is little real evidence regarding the impact of
greater transparency in unit prices, the anal-
ysis discussed above reflects a possible situa-
tion that would be against the argument.
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(...) I believe that
knowing the unit price
can reveal important
information about the

commercial strategies
of companies,
artificially reducing the
uncertainty associated
with competition.

With this, it is important to consider the four
main findings of a recent OECD study?® on the
effect of greater transparency in drug prices:

Current efforts toward greater price
transparency are “slowly accelerating.”

e Thereisnoclarity or consensusamong coun-
tries and stakeholders on the objectives of
greater price transparency, or on what infor-
mation should be publicly accessible.

e Thereislittle evidence onthe likely conse-
guences of increased price transparency
around the world.

e There was substantial disagreement am-
ong the experts consulted on how transpar-
ency could affect the functioning of markets.

Therefore, we need to find the balance be-
tween transparency and confidentiality of
certain information. In addition, when we
talk about transparency, we should be very
explicit about what we mean; whether it's
about financial variables, the process itself, or
decision-making.

And as a final thought, the combination of
industrial economics and health economics

And as a final
thought, the
combination

of industrial
economics and
health economics
offers us a

theoretical solution
to the problem that
concerns us here:
at a global level, a
system of value-
based differential
pricing could
become an efficient
and equitable
system if we
manage to increase
global access to
these therapies.

offers us a theoretical solution to the prob-
lem that concerns us here: at a global level,
a system of*° value-based differential pric-
ing could become an efficient and equitable
system if we manage to increase global ac-
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cess to these therapies. More specifically, we
would have a situation where:

i) Relative prices between countries reflect
differences in income, with higher prices
in higher-income countries, and where
higher income is a proxy for more inelas-
tic demand?

ii) Absolute prices in each country are deter-
mined based on their willingness to pay —
and reflecting the ‘value’ of the treatment
from the point of view of the particular
country.

In addition, and at least in the short/medium
term, it would be interesting for these new
very disruptive therapies to go beyond their
unit cost (without denying the importance of
this variable, of course). At the national level,
we could complement it with robust health
technology assessment systems, where in sit-
uations of great (clinical) uncertainty with un-
met medical needs, the use of controlled en-
try agreements will be encouraged, making
payments based on results in clinical practice.
And with the possibility of adding financial
agreements in a hybrid model. While these
agreements are beyond the scope of this arti-
cle, they are important for how to fund these
therapies both now and in the future.

[11 The latest report available here: https:/www.efpia.
eu/media/s4gfleqo/efpia_patient_wait_indicator_final

report.pdf

[2] More information is available here: https:/health.
ec.europa.eu/medicinal-products/pharmaceutical-stra-
tegy-europe_es

[3] In economic terms, this effect can be defined as the
‘free-riding effect’.

[4] An argument sometimes used by the industry —and
| think wrongly — that the prices of medicines are high
due to the high costs of R+D, which has led other agents
to demand evidence in this regard. But that's another
topic.

[5] For more information: https:/www.who.int/europe/
groups/the-novel-medicines-platform#:~:text=At%20
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pPe%20Access%20to
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[7] Initiatives in Spain in the medicines market include
the publication of pharmaceutical expenditure series,
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tions and challenges still to be resolved, such as the du-
plication of processes — for medicines with high medical
and economic impact, and the publication by the CAPF
of several documents with its recommendations to im-
prove the evaluation system. Pricing and financing.

[8] The LTAIBG establishes and regulates the right of ac-
cess to public information by natural and legal persons,
as well as the complaint procedure before the Transpa-
rency and Good Governance Council (CTBG).

[9] Article 14.1 of the LTAIBG places limits on the right
of access to public information (Art. 14.1 LTAIBG). In ad-
dition, the Law on Public Sector Contracts allows only
the total price of the contract to be published, without
a breakdown of the units acquired, and the Law on Gua-
rantees and Rational Use of Medicines and Medical De-
vices (LGURMPS) provides in its article 97.3 for the confi-
dentiality of all information on the “technical, economic
and financial aspects” provided by pharmaceutical
companies to the Ministry of Health.

[10] More information on R+D costs at: SiRM, L.EK.
Consulting & RAND Europe, The financial ecosystem of
pharmaceutical R&D: An evidence base to inform further
dialogue, 2022. Rennane S, Baker L, Mulcahy A. Estima-
ting the Cost of Industry Investment in Drug Research
and Development: A Review of Methods and Results.
INQUIRY: The Journal of Health Care Organization, Pro-
vision, and Financing. 2021;58. Schlander, M, Hernandez-
Villafuerte, K, Cheng, C-Y, Mestre-Ferrandiz, J, Baumann
M. 2021. How much does it cost to research & develop a
new drug? A systematic review and assessment. Phar-
macoEconomics.

[11] See, for example, Mestre-Ferrandiz J, Nufio-Solinis R,
del Llano NUnez-Cortés A, del Llano Senaris J. 2023. Bio-
markers as a driver of Precision Medicine in Oncology.
Gaspar Casal Foundation. ISBN: 978-84-7360-886-2.

[12] It is also important to note that another agent to
take into account would be pharmacies/hospital phar-
macies.
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RESUMEN: La regulacion legal vigente de la financiacién publica de los medicamentos es claramente
insuficiente, confusa e insegura. Sigue anclada en un modelo antiguo, basado en la fijacién unilateral por
el Estado del precio,y norefleja la realidad actual del proceso, que es eminentemente bilateral y negociado.
Asimismo, no contempla la complejidad y variedad de las condiciones especiales de financiacién de
los medicamentos innovadores. Este hecho genera multiples disfunciones administrativas y juridicas,
entre las cuales resulta especialmente relevante la defectuosa proteccion de la confidencialidad de los
acuerdos que resultan de la negociacién comercial entre el Estado y los laboratorios. En este articulo se
plantea que la reforma del sistema de financiacién publica actualmente en curso deberia avanzar en el
reconocimiento de la realidad negociada del procedimiento de precio de reembolsoy en la garantia de la
confidencialidad de los acuerdos alcanzados entre las partesa.

PALABRAS CLAVE: Financiacién publica; precio de reembolso; confidencialidad; transparencia.

ABSTRACT: The current legal regulation of public financing of medicines and reimbursement prices is
clearly insufficient, confusing and insecure. It is still anchored in an old model, based on unilateral price
setting by the Government, and does not reflect the current reality of the process, which is eminently
bilateral and negotiated. Likewise, it does not take into account the complexity and variety of the special
financing conditions for innovative medicines. This fact generates multiple administrative and legal dys-
functions, among which the defective protection of the confidentiality of the agreements resulting from
the commercial negotiation between the Government and the companies is particularly relevant. This
article argues that the reform of the public financing system currently underway should make progress in
recognizing the negotiated reality of the reimbursement price procedure and in guaranteeing the confi-
dentiality of the agreements reached between the parties.

KEYWORDS: Public financing; reimbursement price; confidentiality; transparency.
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Historically, laws have given the Govern-

ment the power to unilaterally fix the price of
drugs. Such regulation has existed in Spain
since industrial drugs began to be imposed
in the 30s of the 20th century, as opposed to
handmade drugs, and especially since the
civil war.

Specifically, the universal attribution to the
Government of the competence to fix the
prices of all industrial medicines was carried
out in the Decree of February 6, 1939 (BOE
no. 41, February 10, 1939; p. 783) which created
the Consejo Superior de Sanidad (attached to
the Ministry of the Interior) and modified the
Reglamento de Especialidades Farmaceuti-
cas of 1924, regulating this function and the
procedure for the authorization, registration
and pricing of medicines.

Consequently, many years before the exis-
tence in Spain of the social security system
and public financing of medicines, their re-
tail price was already totally administratively
intervened. Government control over prices
was intended to prevent speculation in this
market and to facilitate patients’ access to
medicines.

The powers on price intervention is con-
tained in the Law of Bases of National Health
of November 25, 1944, in force until the Gen-
eral Health Law of 1986, whose Base 16, attri-
butes this power to the General Directorate
of Health, from which several regulations
were issued regulating the procedure for set-
ting industrial prices. All of them are based
on the method of addition of costs. The au-
thorized retail price of a drug would be the
result of adding a reasonable economic ben-
efit for the producer to the costs of placing a
specialty on the market.

In the post-1978 constitutional period, the
fundamental milestones in the regulation
of drug prices have been, essentially, the fol-
lowing: (i) Law 14/1986, General Health Law,
which essentially maintains the traditional
generalized intervention regime based on
the addition of costs; (ii) Law 25/1990, on Med-
icines, direct antecedent of the current regu-
lation, which does not alter the fundamental
principle of intervention, although it estab-
lishes a very relevant rule which consists of
the fact that the industrial price would have
the character of maximum price, allowing
downward competition; (iii) Law 66/1997 ac-
companying the PGE for 1998, which liberal-
izes the prices of drugs not financed by the
SNS, which constitutes, at least conceptually,
a notable change of paradigm with respect
to the model of universal price intervention
that has existed since 1939; (iv) Law 29/2006,
i.e., which excludes from price intervention
both drugs not financed by the SNS and
drugs not subject to medical prescription;
and finally (v) Royal Legislative Decree 1/2015,
of July 24 (“LM"), which incorporates all the
mechanisms for rationalizing pharmaceuti-
cal spending developed during the econom-
ic crisis of recent years (contained mainly
in RDL 4/2010; RDL 8/2010; RDL 9/2011; RDL
16/2012; RDL 28/2012; and Law 10/2013), to-
gether with their implementing regulations
to which we will refer below.

The legal model of administrative interven-
tion on the price of drugs currently in force
is extremely confusing. It is the result of the
intertwining of a long legislative tradition
based on universal price intervention (of all
medicines marketed in Spain) and the sys-
tem of public financing of drugs, which is
much more recent in time. The reality is that
the public financing of drugs has become the
backbone of the current regulations, making
the whole system orbit around this regula-
tion. The legislation has abandoned the prin-
ciple of universal intervention in the price of
medicines and concentrates on regulating
only public financing (reimbursement price).
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Thus, as a general rule, it can be said that
everything that is outside the scope of pub-
lic financing, i.e., drugs not included in the
SNS Pharmaceutical List (“prestacion far-
macéutica del SNS" o Reimbursed Medi-
cines List)* , as well as the private market for
financed drugs, is essentially liberalized. In
other words, there is little or no intervention.

This major legislative transformation has
been taking place gradually and, to a certain
extent, imperceptibly. In Spain, as is the case
in many of our neighboring countries, the
weight of the public sector in overall pharma-
ceutical spending is overwhelming, so that,
for practical purposes, for a substantial part
of the drugs, especially innovative and more
costly treatments, the “publicly financed
price" is equivalent to their “price”. The con-
fusion of the two concepts is very frequent
in practice.

The legal regulation of this matter is essen-
tially contained in Title VIII of the LM relat-
ing to “..the public financing of drugs and
medical devices...". A label under which legal
norms of different historical origin, never well
consolidated and scarcely systematic, con-
verge and generate endless problems of ap-
plication and interpretation.

The basic starting point of the legal regula-
tion is the principle of selective and non-in-
discriminate financing of drugs proclaimed
in art. 92.1 of the LM. This precept establishes
that “The inclusion of drugs in the financing
of the National Health System is made pos-
sible through selective and non-indiscrimi-
nate financing, taking into account general,
objective and published criteria...".

This legal principle means that not all drugs
that obtain a national or EU marketing au-
thorization are automatically financed in
Spain. Only those that are specifically select-
ed and included in the “pharmaceutical list”
of the SNS by means of the corresponding
resolution of the Ministry of Health are.

Thus, as a general
rule, it can be said
that everything that
is outside the scope
of public financing,
i.e., drugs not
included in the SNS
Pharmaceutical List
(“prestacion
farmacéutica del
SNS” o Reimbursed
Medicines List ), as
well as the private
market for financed
drugs, is essentially
liberalized. In other
words, there is little
or no intervention.

Article 92 of the LM establishes a series of cri-
teria on which the decision on the inclusion
of a drug in public financing must be based.
These are “..a) severity, duration and sequel-
ae of the different pathologies for which they
are indicated, b) specific needs of certain
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groups, c) therapeutic and social value of
the drug and its incremental clinical benefit,
taking into account its cost-effectiveness, d)
rationalization of public spending on phar-
maceutical services and budgetary impact
on the National Health System, e) existence
of drugs or other therapeutic alternatives for
the same conditions at a lower price or lower
cost of treatment (and) f) degree of innova-
tion of the drug”.

These criteria are rather vague (and also
somewhat reiterative) and, in fact, leave the
decision on the inclusion of any drug in the
pharmaceutical list completely open. The
regulation empowers the National Govern-
ment to develop these criteria in greater
detail (both in this article and in article 94.1),
but this has never been specified in the
regulations.

However, together with these general cri-
teria, Art. 92 LM also establishes a series of
general exclusions that affect certain cate-
gories of drugs. This precept states that “..in
any case, the pharmaceutical list will not in-
clude medicines not subject to medical pre-
scription, medicines that are not used for the
treatment of a clearly determined patholo-
gy, nor products for cosmetic or dietetic use,
mineral waters, elixirs, dentifrices and other
similar products. Medicines indicated for the
treatment of syndromes and/or symptoms
of minor severity will not be financed either,
nor those which, although authorized in ac-
cordance with the regulations in force at the
time, do not respond to current therapeutic
needs, this being understood as an unfavor-
able benefit/risk balance in the diseases for
which they are indicated”. The essential rule
is that drugs not subject to medical prescrip-
tion are not subject to public financing.

Another relevant point of the legal regulation
is that the decision on the inclusion of a drug
in the pharmaceutical list of the SNS is made
simultaneously with the decision on the set-
ting of its price and financing conditions.

This is clear from art. 92.1 LM, although his-
torically this was not always the case. Nowa-
days, the resolutions of the Ministry of Health
that decide on the inclusion of a drug in the
pharmaceutical list also contain, in the same
document, a pronouncement on the price
and financing conditions.

Well, although the legal regulation of the cri-
teria and limits for the inclusion of drugs in
the public financing system is found in art.
92 of the LM, this same Law contains anoth-
er precept (art. 94) related to “price setting”.
This article of the LM is unintelligible if one
does not take into account the historical gen-
esis of this regulation, to which we have al-
luded above.

It is worth remembering that in Law 25/1990,
of December 20, 1990, on Medicines, the or-
igin of the current LM, there was an entire
title (Title VIII) entitled “On the intervention
of drug prices” which established a complete
regulation of the administrative procedure
for setting the prices of all medicines (i.e,
universal price intervention). The now re-
pealed Article 100 of Law 25/1990 established
the following: “The Ministry... will establish
the maximum national industrial price for
each medicine when authorizing it and reg-
istering it in the Register”. In other words, all
drugs without exception, whether financed
or not, had their price administratively inter-
vened. The price was fixed by a resolution of
the Ministry of Health at the time of obtain-
ing the national code.

However, as mentioned above, this is no lon-
ger the regulatory model. In the current LM
there is no longer a title relating to “... inter-
vention in drug prices ..". There isonly a requ-
lation on the “public financing of drugs”. For
this reason, paragraph 5 of article 94 of the
LM, in contrast to what was previously estab-
lished in article 100 of Law 25/1990, states that
the Interministerial Commission on Drug
Prices (“CIPM"), attached to the Ministry of
Health, is responsible for “..setting, in a rea-
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soned manner and in accordance with ob-
jective criteria, the prices for financing the
National Health System for drugs and med-
ical devices for which a medical prescription
is required, which are dispensed in Spanish
territory”.

In fact, the last paragraph of this section of
Art. 94 of the LM provides that “.. when these
same products are not financed, if they are
dispensed in national territory, the provisions
of paragraph 4 shall apply”, regarding the
notified price system.

In summary, within the complexity of the
aforementioned legal precept, it is relative-
ly clear that the perimeter of administrative
intervention on the industrial prices of drugs
in Spain is nowadays circumscribed (unlike
what happened in our historical laws) to
drugs financed by the SNS. In Spain, the Ad-
ministration does not set the price of drugs,
but rather their publicly financed price.

Finally, the LM regulates the (obligatory) co-
existence of drugs financed in the public
market (in the NHS) and in the private mar-
ket. Section 6 of Art. 94 of the LM establishes
that “..in any case, drugs and medical devic-
es that it is decided may be financed by the
National Health System may also be mar-
keted for prescription outside the same..".
However, in these cases of public-private
duality in the commercialization circuit, it es-
tablishes that “.. As a general rule, the price
of financing by the National Health System
will be lower than the industrial price of the
medicine applied when it is dispensed out-
side the National Health System..". It is not
possible, therefore, (at least as a “..general
rule..”) to market at a higher price to the pub-
lic sector than in the private drug market.

It follows from this legal regulation that fi-
nanced drugs have a double price: the public
financing price (the financed industrial price
or PVL) and the notified industrial price, for
those cases in which the drug is market-

In summary, within
the complexity of
the aforementioned
legal precept, it is
relatively clear

that the perimeter
of administrative
intervention on the
industrial

prices of drugs in
Spain is nowadays
circumscribed
(unlike what
happened in

our historical laws)
to drugs financed
by the SNS. In Spain,
the Administration
does not set the
price of drugs, but
rather their publicly
financed price.

ed outside the SNS. In practice, in the res-
olutions currently issued by the Ministry of
Health regarding public financing, two types
of agreements are distinguished: (i) “... To set
the maximum industrial price of the presen-
tations of the drug...” and (ii) “..To set the no-
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tified industrial price for when it is to be dis-
pensed outside the SNS".

Once it has been clarified that universal in-
tervention in the price of drugs has disap-
peared in our pharmaceutical law and that
“..price setting ..” is limited to the specialties
included in the pharmaceutical list of the
SNS, the essential question is to know how
this administrative procedure is regulated in
the current legislation. And, above all, how it
is actually carried out in practice.

As a starting point, we must point out that
the LM sheds little light on all these issues,
since the regulation it contains on the proce-
dure for “... price fixing ...", contained in Article
94, is very brief. It is really very fragmentary
and limited. In fact, it is surprising that such
a relevant chapter of national public expen-
diture (around 22,000 million euros in 2023,
including expenditure through pharmacies
and public hospital pharmaceutical expen-
diture), in the control of which the adminis-
trative procedure for setting the price of pub-
lic financing has a determining impact, has
such a sparse, confusing, contradictory and
insecure regulatory framework.

In relation to the procedure for setting the fi-
nancing price, the most relevant rule of the
LM is found in paragraph 2 of article 94: “In
order to market a drug in Spanish territory,
it will be essential to have processed the
offer of the drug to the National Health Sys-
tem. The same procedure will be followed if

[...] it is surprising
that such a relevant
chapter of national
public expenditure
(around 22,000
million euros in
2023, including
expenditure through
pharmacies

and public hospital
pharmaceutical
expenditure), in the
control of which the
administrative
procedure for setting
the price of public
financing has a
determining
impact, has such a
sparse, confusing,
contradictory and
insecure

regulatory
framework.
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there are substantial variations in the condi-
tions of authorization of the drug”.

This is a very controversial rule, a source of
many interpretative disputes. In essence, it
means that the NHS must always have the
opportunity to include any newly authorized
drug (or indication) in public financing. And
that this opportunity must materialize before
the drug is marketed (“... it will be essential to
have processed .."). This legal provision rais-
es doubts as to whether or not it is necessary
for the price and financing procedure to have
been completed or whether it is sufficient
for it to have been initiated. Doubts are also
raised by the fact that the maximum legal
deadlines for issuing the resolution on public
financing have elapsed without the Adminis-
tration having issued a decision. In any case,
the legal expression used in this precept “..
having processed the offer .." leads one to
think that the administrative procedure for
public financing is initiated at the request of
a party (of the laboratory holding the market-
ing authorization), when, however, this is not
the general rule.

The reality is that the procedure for the pub-
lic financing of drugs is normally initiated ex
officio. This is expressly contemplated in an
important regulation (although of very low
rank) which is the Instruction of December
13, 2002, of the Undersecretariat of Health,
which coordinates the administrative pro-
cedures related to marketing authorization
and financing with public funds of medi-
cines for human use. As it happens very of-
ten in our pharmaceutical law, secondary
rules regulate very relevant issues. This is one
of those cases.

The Instruction of December 13, 2002, es-
tablishes that in the resolution granting
the marketing authorization for a medicine,
“..the Director of the Spanish Drug Agency
will communicate to the corresponding lab-
oratory that, on the same date and based on
the principle of administrative coordination,

the resolution is transferred to the General
Directorate of Pharmacy and Health Prod-
ucts, so that the aforementioned manage-
ment center proceeds, ex officio, to resolve
on the provisions of article 94.1, first para-
graph, of Law 25/1990.."”. That is to say, on
public financing.

The DGCCSF “.. within three days from the
date of the Agency’s communication, will
adopt an agreement to initiate a procedure
aimed at deciding on the inclusion or exclu-
sion of the authorized medicine, or of the au-
thorized indications, from the pharmaceuti-
cal list of the Social Security, charged to the
funds of the latter or to State funds allocated
to health...".

The Instruction foresees the case that, in the
period between the date of notification of
the marketing authorization and the date of
notification of the agreement to initiate the
procedure, the laboratory submits a request
for price fixing to the DGCCSF. In such a case
“.. this directive center will arrange its accu-
mulation to the procedure to resolve on the
inclusion or exclusion of the authorized med-
icine .." and the laboratory concerned will be
notified.

In short, the administrative procedure on
public financing (generally referred to in in-
dustry jargon as the reimbursement price
procedure) is normally initiated ex officio
through collaboration between the AEMPS
and the DGCCSF. However, it can also be ini-
tiated at the request of the laboratory, either
simultaneously at that time or at a later time
in the event that public financing was initial-
ly rejected.

Beyond this rule regarding the initiation of
the procedure, Art. 94 LM merely indicates
that the decision corresponds to the In-
terministerial Commission on Drug Prices
(“CIPM"), attached to the Ministry of Health.
It reads as follows: “..It is the responsibility
of the Interministerial Commission on Drug
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Prices, attached to the Ministry of Health ..
to set, ... the prices for financing the Nation-
al Health System..", (art. 94.5). A regulatory
statement that is not legally accurate either,
since, strictly speaking, the administrative
resolution deciding the inclusion of the drug
in the pharmaceutical list and setting the
financing price is formally adopted by the
unipersonal body to which the CIPM is at-
tached, which is currently the General Direc-
torate for the Common Portfolio of Services
of the National Health System and Pharmacy
(“DGCCSF").

Section 8 of article 94 adds to the above that
“In order to make decisions, the Interminis-
terial Commission on Drug Prices will take
into consideration the reports prepared by
the Advisory Committee for the Financing
of the Pharmaceutical List of the National
Health System”. A body that is regulated in
some detail in Article 95 of the LM, although
its real relevance in the process of adopting
the singular decisions on financing and pric-
ing is quite limited.

At the substantive level (i.e., as regards the
criteria or parameters used to set the financ-
ing price), Art. 94 of the LM is not much clear-
er either. It offers very few criteria for deter-
mining the public financing price. In fact,
these criteria are practically reduced to a
single one, expressed in the third paragraph
of art. 94.1: “The Interministerial Commission
on Drug Prices will take into consideration
the cost-effectiveness and budgetary im-
pact analyses”. To this it adds that “.. the re-
turn mechanisms (linear discounts, price re-
view) for innovative drugs will be taken into
consideration”.

Surprising as it may seem, this is all the reg-
ulation that exists in the LM with respect to
the criteria for determining the price of pub-
lic financing. It is all reduced, therefore, to the
criterion of cost-effectiveness of the drug and
the budgetary impact that the entry of the
new drug into the pharmaceutical list would

imply for the SNS. The current legal regula-
tions do not establish any other additional
criteria that could serve as a guide for the
administrative decision, nor anything -ab-
solutely nothing- on the possibility of estab-
lishing, together with the price, other special
conditions for public financing of the drug
(such as expenditure ceilings, decreasing
prices, risk-sharing agreements, etc.), mech-
anisms that are currently, as we all know, the
general rule in the agreements of the CIPM
and the DGCCSF.

This scant regulation in the LM is not com-
pensated by a good, complete and detailed
development regulation, but rather the op-
posite. There are no provisions for the reg-
ulatory development of the LM on the pro-
cedure for the inclusion of drugs in the
pharmaceutical list of the SNS or on the set-
ting of the publicly financed price. All the ex-
isting regulations refer to the old Law 25/1990
(substantially different from the LM), so their
premises and principles do not coincide. In
fact, although these regulations have not
been formally repealed, there are (very) seri-
ous legal doubts as to whether they are still
in force. A bleak picture, therefore, from the
perspective of legal certainty.

Among the regulations that have not been
formally repealed, but whose validity is
doubtful, the first to be mentioned is Royal
Decree 271/1990, of February 23, 1990, on
the reorganization of price intervention for
medicines for human use (“RDP”). Even if it
could be inferred from its reading that it has
been implicitly repealed, what is evident is
that it is in manifest administrative disuse.
Thatis, in a lack of effective application by the
Ministry of Health.

The RDP has the old interventionist language
on prices (principle of universal price inter-
vention), which has disappeared more recent
legal regulation. Article 1.1 states that “The lab-
oratory sale price or industrial price of medic-
ienes will be subject to intervention and will
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be fixed by the Ministry of Health and Con-
sumer Affairs, in accordance with what is es-
tablished by the Government Delegate Com-
mission for Economic Affairs”. As explained,
this is no longer the case in Spain. The price of
drugs is no longer universally intervened.

The explanatory memorandum of the RDP
explains the traditional basis for (general)
administrative intervention on the industrial
prices of drugs, which has now disappeared.
It refers to the rigidity of demand and the
monopolistic tendency of this market and
states that “..in the study of the market for
medicines it is necessary to consider the de-
gree of concentration of the industry which,
although it is difficult to evaluate, has a
certain structure occupying dominant po-
sitions, especially in the different therapeu-
tic subgroups, however, it should be noted
that, due to constant innovation, the struc-
ture of competition is heterogeneous and
that consumers are protected by the fact
that in most cases substitute products are
available. On the demand side, drugs are
prescribed by doctors and reimbursed to a
large extent by the Social Security, patients
only pay part of the price and their partici-
pation in consumption is not conditional on
payment, resulting in a demand with very
little elasticity..". Hence the need for price in-
tervention by the public authorities.

The RDP regulates in its articles a pricing
method based on the addition of costs.
In essence, it is very similar to the one that
was inaugurated in Spain in development
of the 1944 Law of Bases of National Health
by means of the Order of January 11, 1945. Ar-
ticle 3 of the RDP describes what is known
as Method-90, according to which “..the in-
dustrial price of the specialty will be fixed by
adding to the total cost or cost price of the
specialty the percentage corresponding to
the business profit...".

According to this Method-90, the cost price is
calculated by the analytical application of the

“full cost”, including research and technologi-
cal development. The unit cost thus obtained
represents the cost of manufacturing the
product, incorporating the allocations corre-
sponding to commercial and administrative
expenses incurred during the period.

For the calculation of the cost, several vari-
ables that have a direct impact on it are the-
oretically taken into account: level of activity,
evolution of the company’s costs and sales
volumes, estimates of sales of the new spe-
cialty and the impact on structural costs aris-
ing from the manufacture of the new prod-
uct. For its part, according to the RDP, the
business profit for each specialty “..shall be
set at a percentage, determined by a techni-
cal report on the economic-financial situa-
tion of the company. This percentage will be
within a range established annually by the
Government’s Delegate Commission for Eco-
nomic Affairs, taking as a reference base the
economic situation of the pharmaceutical
industry as a whole and the economic policy
forecasts”.

In order to ensure that the industrial price cal-
culated is congruent with respect to similar
products on the market, the following will act
as “..correctors within the established profit-
ability band...” “..the therapeutic usefulness
provided by the new product, scientifically
proven...", together with the proportionality
criterion that prevents the cost of the treat-
ment from being disproportionate with re-
spect to other alternatives.

According to this RDP, “..through the gener-
al application of these criteria, unjustified or
unnecessary costs will be avoided, such as
those arising from overpricing above mar-
ket prices of active substances, excessive
payments for licensing of brands or technol-
ogy or promotional or advertising expenses
not appropriate to the characteristics of the
product, as well as those expenses not nec-
essary for the developoment of the normal
activity of the Company, so that the final
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price of the drug is calculated based on its
real cost, in an objective and transparent
manner..".

Together with the RDP (relating to admin-
istrative intervention on prices), there are
two other legal rules from the same peri-
od that were issued to regulate the process
of inclusion of drugs in the pharmaceutical
list: (i) Royal Decree 83/1993, of January 22,
1993, which regulates the selection of drugs
for the purposes of their financing by the
National Health System (“RD 83/1993") and
(ii) the Order of April 6, 1993, which imple-
ments Royal Decree 83/1993 (“OM1993").
These are two regulations implementing the
former Law 25/1990 that have not been for-
mally repealed, so there are serious doubts as
to whether they are in force or not. This is a
problem from the point of view of the legal
certainty of these procedures.

Art. 2 of RD 83/1993 establishes a series of
general exclusions for pharmaceutical list of
the SNS. These are very similar to those now
indicated in art. 92.2 LM (although not iden-
tical). With regard to the specific exclusions,
the criteria of this regulation also basically co-
incide with those established in art. 92.1 LM.

On a strictly procedural level, Art. 3.1 of RD
83/1993 establishes that “..At the time of au-
thorization and registration of a medicine,
a decision will be made as to whether it is
included in or excluded from the Social Se-
curity pharmaceutical list. Section 2 contem-
plates the decision of non-inclusion in the
following terms: “The decision not to include
the medicines referred to in the previous
number must be reasoned, the applicant will
be informed and will state the appropriate
appeals and the deadlines for filing them”.

OM1993 is also very relevant in practice, since
its sole purpose is to regulate the adminis-
trative procedure for non-financing and
the procedure for exclusion from the phar-
maceutical list. Two fundamental procedures

for laboratories, which often give rise to legal
disputes.

The OM1993 provides that once “..the proce-
dure for non-inclusion of the specialty has
been initiated, the applicant will be notified
so that he/she can make the allegations and
provide the evidence he/she deems appropri-
ate within a period of thirty days and, if nec-
essary, make the appropriate modifications
that could determine the inclusion of the
specialty”. (...) “Once the procedure has been
instructed and after hearing the interested
party, the appropriate resolution will be is-
sued by the Directorate General of Pharmacy
and Medical Devices. The resolution will be
issued within a maximum period of one hun-
dred and eighty days from the initiation of
the procedure, must be reasoned, will be ad-
opted simultaneously with the authorization
and registration of the specialty and will be
notified to the applicant”. The exclusion pro-
cedure is regulated in similar terms.

In all this set of regulations from the 1990s,
never formally repealed, but of dubious valid-
ity, a very curious and perhaps surprising fact
stands out in today's eyes: there is no spe-
cific regulation of the public financing price
procedure. In fact, under Law 25/1990, when
there was a universal price intervention sys-
tem, the price of drugs was the same as the
publicly financed price if the drug was in-
cluded in the pharmaceutical list of the SNS.
Unlike what happens today, the decision on
public financing and the setting of the price
were taken separately and independently.

All authors who have studied the pricing
model in Spain agree on the administrative
disuse in which these regulatory norms of
the 1990s have derived, if they had ever really
been applied.

Law 29/2006 (origin of the current LM) re-
placed the cost addition method by the in-
ternational comparison of prices in the EU,
stating that “..in addition to the criteria set
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In all this set

of regulations
from the 1990s,
never formally
repealed, but of
dubious validity, a
very curious and

perhaps surprising
fact stands out

in today “s eyes:
there is no specific
regulation of the
public financing
price procedure.

forth in article 89.1, the average price of the
drug in the Member States of the European
Union that, without being subject to excep-
tional or transitional regimes on industrial
property matters, have incorporated the cor-
responding Community legislation into their
legal system..." (art.90) will also be taken into
account. This provision also states that the
CIPM “.shall take into consideration the re-
ports on the therapeutic usefulness of me-
dicinal products.." prepared by the AEMPS.
For the preparation of these reports (which
would later be called Therapeutic Position-
ing Reports or TPRs), it would rely on a net-

The only legal
regulation of that
time (1990s) that
remains clearly in
force is one from the
European Union. This
is Council Directive
89/105/EEC of

21 December 1988 I...]

work of external collaborators made up of
independent experts of recognized scientific
prestige.

In short, Law 29/2006 carried out a tacit re-
peal of Metodo-90, although without formal-
ly repealing the RDP of RD 83/1993 and the
OM 1993. These old rules in disuse have not
been replaced by a modern and finished reg-
ulatory regulation on the public financing of
drugs, despite the fact that several attempts
have been made to that effect in recent years.

The only legal regulation of that time (1990s)
that remains clearly in force is one from the
European Union. This is Council Directive
89/105/EEC of 21 December 1988 relating
to the transparency of measures regulating
the pricing of medicinal products for human
use and their inclusion in the scope of na-
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It is an old regulation,
somewhat outdated in its

language, but fully in force and

mandatory.

tional health insurance systems (“Directive
89/105"). It is an old regulation, somewhat
outdated in its language, but fully in force
and mandatory.

Directive 89/105 is one of those typical direc-
tives issued in the 1980s for the construction
of the internal market and the elimination
of national barriers and obstacles to the free
movement of goods. In its explanatory part
it states the concern about the existence of
national legislative disparities that “.. may
hinder or disturb intra-Community trade in
medicinal products, thus directly affecting
the functioning of the common market in
medicinal products..". Its sole objective is to
remove such obstacles.

Art. 1 of the Directive states that “.. any na-
tional measure, whether by law, regulation
or administrative action, intended to control
the prices of medicinal products for human
use or to restrict the number of medicinal
products covered by national social secu-
rity systems, shall comply with the require-
ments of this Directive”.

Despite its misleading name, the Directive is
limited to establishing two types of time lim-
itations: (i) to the duration of pricing proce-
dures (in those States where there is a princi-
ple of universal price intervention, as was the
case in Spain in 1988); and (ii) to the duration
of procedures aimed at deciding on the inclu-

sion of adrug in a “.. list..” of medicinal prod-
ucts financed by the national public health
system (reimbursement price procedures).

In relation to public financing procedures,
Art. 6.1 of the Directive states that “... any deci-
sion regarding an application for inclusion of
a medicinal product in the list of medicinal
products recognized by the social security
system..." shall be taken and communicated
to the applicant “... within 90 days of receipt
of the application...”.

When the procedure for inclusion in the Jist
of financed drugs (which would become our
pharmaceutical list) is accompanied by a pric-
ing procedure (in “.. a single administrative
procedure .."), the deadline will be extended
by a further 90 days. In other words, 180 days.

The summary of what has been said so far
is as follows: The current legal regulation
has abandoned the principle of universal
price intervention and limits pricing only to
financed drugs (i.e., those included in the
pharmaceutical list). Not all pharmaceutical
innovation is financed (principle of selective
financing). The administrative decision on
the inclusion (or non-inclusion) of a drug in
the pharmaceutical list and the determina-
tion of its financing price (commonly known
as the reimbursement price) are regulated
in the LM in a very brief manner. In fact, the
LM limits itself to establishing that both de-
cisions are made simultaneously (art. 92.1),
unlike what happened in the past, and to es-
tablishing general criteria for the selection of
financed drugs (art. 92.2) and specific criteria
for inclusion (art. 92.1). Regarding the financ-
ing price, the LM simply limits itself to es-
tablishing cost-effectiveness and budgetary
impact as criteria for its determination (art.
94.1), abandoning the legal method of cost
addition that traditionally existed in Spain
and on which the 1990 Medicines Law and its
implementing legislation were based. Con-
sequently, all the regulatory development
regulations that we currently have regarding
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the price of financing (the RDP, RD 83/1993
and the OM1993) are not adapted to the LM
and are in manifest administrative disuse.
The only legal regulation, apart from the LM,
that is clearly in force on the subject of the
price of financing is Directive 89/105, which
establishes (in essence) a maximum period
of 180 days for the adoption of the adminis-

trative decision on the inclusion in the phar-
maceutical list and the fixing of the price of
financing.

This is the description of the current regula-
tion of the procedure for the public financing
of drugs. Now, the main questions that arise
are the following: Does this legal regulation
correspond to the practical reality? Are we
really dealing with administrative acts result-
ing from the exercise of a unilateral admin-
istrative power? Are other public financing
conditions administratively set in addition to
the maximum price of each drug? Are these
special conditions regulated in any regula-
tion? Are the maximum deadlines for resolu-
tion by the Spanish Ministry of Health met?
And, if not, are there any legal consequences
if these deadlines are not met?

People working in the legal field of this sec-
tor or in the institutional or market access
teams of pharmaceutical laboratories know
the answer to these questions. It seems quite
clear that the practical reality of the public
financing procedure for pharmaceutical in-
novation differs substantially from its norma-
tive regulation.

Starting with the most obvious, the max-
imum time limits established in Directive
89/105 (180 days) are systematically not com-
plied with. However, this is not only the case
in Spain, but also in most EU member states.

The only legal
regulation of that
time (1990s) that
remains clearly in
force is one Now,
the main questions
that arise are the
following: Does this
legal regulation
correspond to the
practical reality? Are
we really dealing
with administrative
acts resulting

from the exercise

of a unilateral
administrative
power? Are other
public financing
conditions
administratively set
in addition to the
maximum price of
each drug? Are these
special conditions
regulated in any
regulation? Are the
maximum deadlines
for resolution by the
Spanish Ministry of
Health met? And, if
not, are there any
legal consequences if
these deadlines
are not met?
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Analogous to what we indicated above with
respect to the RDP, it could be said that Di-
rective 89/105 is in general administrative
disuse in Europe.

Data from EFPIA's latest W.A.LT. (Waiting
to Access Innovative Therapies) Report pub-
lished in June 2024' show that the average
time to access pharmaceutical innovation
in Europe, i.e. the time between the innova-
tive drug obtaining Marketing Authorization

Data from EFPIA's
latest W.ALILT.
(Waiting to

Access Innovative
Therapies) Report
published in

June 2024 2 show
that the average
time to access
pharmaceutical
innovation in
Europe, i.e. the

time between the
innovative drug
obtaining Marketing
Authorization (EMA)
and its inclusion in
the reimbursement
list, is 531 days for
all new drugs. For
oncology drugs, this
average time is 559
days.

(EMA) and itsinclusion in the reimbursement
list, is 531 days for all new drugs. For oncolo-
gy drugs, this average time is 559 days. This
WAIT study concerns new medicines autho-
rized between 2019 and 2022 and includes
36 States (27 EU States, in which Directive
89/105 applies and 9 non-EU Member States).

The differences between countries are, in any
case, considerable. Of the large EU states,
only Germany (47 days) and Denmark (109)
are within the parameters of Directive 89/105.
All the other states are far behind: the Neth-
erlands (321), Italy (358), France (461), Ireland
(493). England (now outside the EU) has 299
days. Spain is in a particularly negative band
in this comparative study, with 613 days for
innovation in general and 701 for oncology
drugs. In other words, it is at the tail end of
the large EU countries.

According to the WAIT Report, between 2019
and 2022 the EMA granted authorization
to 167 new drugs. Of these, by 2024 a total
of 103 had been incorporated in Spain into
the pharmaceutical list of the SNS, i.e. 62%.
On this point (the so-called innovative drug
availability ratio) Spain has a good ranking
in Europe and is in the highest band. The EU
average is 43%. ltaly 77%, France 63% and
the Netherlands 54%. Only Germany, with
its regulatory specificities, has a significantly
higher ratio (88%). The problem of the Span-
ish model lies, therefore, in the time taken to
process the procedures and not in the extent
to which the drugs are available in the SNS.

With respect to the duration of reimburse-
ment price procedures in Spain, FARMAIN-
DUSTRIA itself qualifies the results of the
WAIT Report, pointing out that “/f instead of
taking into account the date of European
authorization ... the time from the moment
the company expresses its interest in mar-
keting in Spain (obtaining the national code)
is counted, the time is reduced to 551 days>."
In Spain, it takes laboratories approximately
one hundred days on average to apply for the
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marketing of drugs (national code) and, con-
sequently, for the public financing procedure
to be initiated.

In any case, even if the time of the request
for the national code to the AEMPS were tak-
en into consideration for these purposes and
the bias introduced in the statistical data by
the cases in which the drug is not initially in-
cluded by the CIPM in the pharmaceutical list
and a new procedure is subsequently initiat-
ed at the request of a party were corrected, it
is obvious that in Spain the maximum period
of 180 days established in Directive 89/105 is
systematically not complied with.

This failure to meet the deadlines is relevant
from the point of view of the State’s pharma-
ceutical policy and strategy, but it is also, or
could become, relevant from a legal point of
view.

Thus, among lawyers specializing in this area,
there is an intense debate on the extent to
which the rule of positive administrative si-
lence appliesin public financing procedures,
particularly in the case of procedures initiat-
ed at the request of a party. Although there
are judicial precedents® that seem to exclude
positive silence in these procedures, the is-
sue is far from being definitively closed.

There are also legal doubts as to whether the
exceeding of the maximum time limits for
deciding on the public financing of drugs
can lead to the pharmaceutical Authority be-
ing held liable for having deprived the ben-
eficiaries of the SNS of access to a pharma-
cological treatment. In other words, a case of
loss of therapeutic opportunity, recognized
by the jurisprudence of our Courts of Justice.

Another very clear element of dissociation
between current regulations and practi-
cal reality in public financing procedures is
the imposition, together with the price, of
special conditions, restrictions or singular
reservations.

For several years now, it has been increasing-
ly commmon for DGCCSF resolutions on pubilic
financing of innovative drugs to restrict it to
certain indications or categories of patients.
It is also increasingly common for reimburse-
ment price decisions to contain special fi-
nancing conditions, mainly with mecha-
nisms to limit public spending on the new
drug or to remunerate the laboratory based
on health outcomes (payments for results or
risk-sharing agreements).

EFPIA’'s latest WAIT Report, cited above, an-
alyzes the percentage of new drugs autho-
rized (2019-2022) for which access restric-
tions have been established by national
authorities. Such “..restrictions..” are under-
stood to be mainly those that are linked to
certain categories of patients or to certain
types of indications (i.e, those resolutions
that distinguish, for the same drug, between
funded and non-funded indications) or that
establish unique visa or authorization mech-
anisms. According to the WAIT Report, in
Spain, resolutions with this type of restriction
account for 52% of the total number of pub-
licly funded resolutions, and this percentage
has remained fairly stable over the last few
years. In Italy the percentage of restricted
financing is 20%, in France 35% and in En-
gland 49%. The data for Spain on this point
are therefore relatively normal.

As for special financing conditions, their ty-
pology is very varied and detailed compar-
ative studies on their degree of use are not
available, since a good part of these condi-
tions remain - logically — within the sphere of
confidentiality of the financing agreements.

According to data published in the industry
press?, almost all of the DGCCSF's current
decisions on public financing of medicines
(around 95%) contain mechanisms for “... an-
nual review of sales and prices now fixed...".
In turn, between 20% and 30% of all DGCCSF
resolutions on public financing (in 2023 there
were 193 CIPM public financing decisions, of
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DGCCSF's current
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public financing of
medicines (around
95%) contain
mechanisms for
"annual review of
sales and prices now
fixed...". In turn,
between 20% and
30% of all DGCCSF
resolutions on public
financing (in 2023
there were 193 CIPM
public financing
decisions, of which
58% were positive)
contain special
financing conditions.

which 58% were positive) contain special fi-
nancing conditions.

These special financing conditions are in-
creasingly varied, complex and creative, but
in general, they are grouped into two broad
categories: (i) those that aim to limit or con-
tain spending on the financed drug, within
which we find (a) price-volume systems, (b)
maximum cost per patient systems, and (c)
spending ceiling systems (whether these are
national, territorial and mixed); and (ii) those
that establish the remuneration of labora-
tories based on health outcomes, such as
risk-sharing agreements (RCAs). This last
modality (ARC), which theoretically should
be the most widespread in pharmaceutical
innovation, is, however, in practice in clear
decline with respect to the mechanisms of
mere financial containment of expenditure,
mainly due to the greater complexity of its de-
sign (since it is necessary to establish objec-
tive metrics for measuring health outcomes
and sophisticated control mechanisms). In
any case, it continues to be a common for-
mula for certain classes of drugs with a high
budgetary impact and a small number of re-
cipients, such as gene therapies, for example.

The establishment of special conditions is
nowadays a common practice in public fi-
nancing procedures, but, however, it lacks
legislative support. There is only a slight
mention to the establishment of “.financ-
ing conditions..” in the first paragraph of
art. 92.1 of the LM. However, neither this Law
nor its implementing regulations regulate
these special mechanisms of cost control
and public-private collaboration through
risk sharing (the risk of the efficacy of the
pharmacological risk), much less their limits
or operational rules. These special conditions
are simply designed and negotiated ad hoc
and articulated on the occasion of the differ-
ent pricing and financing procedures.

In this context, and based on the practical
reality described above, the big question we
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have to ask ourselves is whether the public
financing procedure for medicines can really
continue to be considered today as a unilat-
eral administrative procedure derived from

the exercise of an administrative power.

In reality, it is not really possible today to sus-
tain this approach. It certainly was in the past,
when the prices of all drugs were subject to
a price intervention mechanism, but it is not
possible today. The current system of pub-
lic financing is not unilateral. It is the result
of an open negotiation between the parties
(the Goverment and the pharmaceutical lab-
oratory) that concludes with an agreement
between them on whether the drug enters
public financing in Spain and under what
economic conditions for the SNS.

This statement is risky from a legal point of
view, insofar as it does not correspond either
to the provisions of the LM or to the imple-
menting legislation, which remain anchored
in the old interventionist regulations stem-
ming from the Decree of February 6, 1939
and the Medicines Regulations of 1924. The
historical regulations were based on the
premise that the Government has the unilat-
eral power to fix and control the price of all
medicines. In other words, the Government
intervenes in the market. This power was lim-
ited to setting the maximum PVP and was
exercised in a regulated manner, i.e., subject
to an administrative procedure and certain
well-defined legal criteria (the aggregation
of costs and industrial profit, as mentioned
above). As has been indicated, there are still
reflections of this regulation in the regula-
tions from the 1990s (the RDP, RD 83/1993
and OM993).

The current LM, although it has changed
substantially on this point with respect to
the 1990 Law, still maintains a language and
specific precepts that evoke that old “...price
intervention...". Article 92.1 of the LM still leads
us to think that we are dealing with a unilat-
eral procedure. It speaks of an “..express res-
olution.." of the Ministry of Health in which it
will decide on public financing and set “...the
conditions of financing and price.."” within
the scope of the SNS. Art. 94 LM refers to the
“.setting of prices.." (which evokes a unilat-
eral nature) and its articles include continu-
ous references to this and to the “..decision
making.." by the CIPM.

However, if we look at the heart of the matter,
in the current LM the (real) role of the Gov-
ernment is very different from what it was
historically. The Government does not act so
much as a market regulator as a represen-
tative of the SNS. That is, as a “purchaser”
of the drugs. What the Government actually
does, through the bodies of the Ministry of
Health, is to negotiate with the laboratories
the economic conditions for the “acquisi-
tion” of drugs: both those that will be “pur-
chased” by hospital pharmacy services and
those that will be “reimbursed” when they
are dispensed through pharmacies. The Gov-
ernment, therefore, does not unilaterally fix
the price of drugs, as it did in the past. It ne-
gotiates the conditions of acquisition with
the laboratories. Thus conceived, the publicly
financed price (maximum price for the entire
SNS) is a sort of price-framework. It resem-
bles, with all due respect, the price resulting
from a framework agreement in a negotiat-
ed procedure.

Beyond the legal regulation, there are sever-
al official documents that reflect the actual
functioning of the public financing proce-
dure in the terms we are describing, such
as, for example, the “Information document
on the financing and pricing of drugs in
Spain”, published by the Ministry of Health in
May 2022. In these documents, it is natural-
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ly made explicit that, within the framework
of this procedure, the laboratory submits its
financing proposal (offer) to the Ministry. A
proposal that often contains both a price and
possible special financing conditions (price/
volume, cost limitation proposals, etc.), which
form the basis for subsequent negotiation.

The laboratories’ proposal is analyzed by the
DGCCSF technicians who submit their opin-
ion to the CIPM. The DGCCSF actually per-
forms a double analysis: on the one hand (i)
an essentially scientific-technical evaluation
of the therapeutic value of the new drug, of

”

its “..incremental clinical benefit.."” and its
comparison with other
treatments (which is based on the so-called,
and controversial, Therapeutic Position-
ing Reports, IPT)%; on the other hand (ii) an
evaluation of a pharmaco-economic nature,
which should not be intermingled with the
previous one, as has been declared by juris-
prudence®, in which several factors are deci-
sive: comparison with the cost of other exist-
ing therapeutic alternatives, comparison of
the proposed price with the existing interna-
tional price, cost-benefit and, above all, the
budgetary impact that the financed drug

pharmacological

could have.

However, contrary to what might be inferred
from a superficial reading of the LM, the sci-
entific-technical and pharmaco-economic
analysis of the drug does not lead to a uni-
lateral decision by the Administration to set
the financing price, but is part of the bilat-
eral negotiation between the Ministry and
the laboratory. In this negotiation, as is well
known, there are proposals, counter-propos-
als, meetings, new alternative proposals and,
finally, an agreement (or disagreement). And
this agreement, undoubtedly bilateral, is
the one that is finally embodied in the DG-
CCSF's public funding resolution. Obviously
when it is positive.

The official resolution of the DGCCSF does
not adequately reflect either in its format or
in its wording the materially bilateral nature
of this legal transaction. It continues to take
the form of a unilateral resolution (as this is
what still follows from the regulation of this
procedure in the LM) and even includes an
appeal footnote in which the means of chal-
lenging the resolution are made explicit.
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However, if we consider the material content
of the DGCCSF resolution, it must be admit-
ted that it is difficult to classify it as a typical
unilateral administrative act: these resolu-
tions often incorporate obligations that are
not conceivable within a scheme of unilateral
pricing power.

It is impossible for an administrative act (re-
sulting from the exercise of unilateral author-
ity) to impose, for example, an expenditure
ceiling on a laboratory, which entails a duty
to supply a drug free of charge after a cer-
tain number of units. How can the Admin-
istration unilaterally impose on a laboratory
the duty to supply a drug free of charge? It is
also complicated to conceive of a unilateral
administrative act establishing a risk-shar-
ing agreement (RSA), for example, reducing
or eliminating payment to the laboratory
if certain health or survival results are not
achieved.

Conceptually, these types of legal obligations
(these special financing conditions) cannot
be imposed unilaterally by the Administra-
tion. Drug prices, especially if we were in a
universal intervention system, could be set
unilaterally by the Administration. However,
the special financing conditions are obvious-
ly of a materially contractual, bilateral and
synallagmatic nature. And, good proof of
this is that the laboratory formally agrees to
the reimbursement price resolutions of the
DGCCSF, before they are adopted and noti-
fied with legal effects.

In this context, full of elements of uncertain-
ty, what we should ask ourselves is whether it
would be advisable for our legal regulation on
public financing of drugs to evolve towards
contractualization. In other words, whether
it would be desirable to bring the regulations
governing these procedures closer to the
materiality of the legal business underly-
ing the resolutions of the DGCCSF.

In other words,
whether it would be

desirable to bring
the regulations
governing these
procedures closer
to the materiality of
the legal business
underlying the
resolutions of the
DGCCSF.

The absence of an adequate correlation be-

tween the legal regulation (still based on the
idea of a unilateral power of the Government)
and the practical reality of the public financ-
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ing procedure is a source of numerous legal
problems, as all of us who practice law in this
field are well aware.

We have already referred to one of them,
which is the problem of positive administra-
tive silence (which would obviously be mean-
ingless in a contractualized scenario). There
is also the question of the challengeability of
public funding resolutions, both by the labo-
ratory concerned and by third parties, which
would take a substantial turn in the event
that regulatory progress is made towards a
conventional (agreed) funding model.

However, the
greatest legal
implication
generated by

the dissonance
between the legal

regulation and the
practical reality in
this matter refers
to the protection of
the confidentiality
of the financing
conditions.

However, the greatest legal implication gen-
erated by the dissonance between the legal
regulation and the practical reality in this
matter refers to the protection of the confi-
dentiality of the financing conditions.

The configuration of the financing procedure
as the exercise of an administrative power,
that is, as a unilateral act of public authori-
ty, and the “.resolutions..” of the DGCCSF as
formal administrative acts reflecting the ex-
ercise of such power, explains the reluctance
to accept the possibility that such decisions
may be kept confidential, even when this is
in the clear public interest.

The authorities and agencies responsible for
ensuring transparency and the right of ac-
cess to public documents (in our case the
Council for Transparency and Good Gover-
nance, CTBG, regulated by Law 19/2013, of
December 9), as well as the Courts of Justice
that control their decisions, often express re-
luctance to exempt the transparency of the
administrative act that provides for the pub-
lic financing of a drug, its price and financing
conditions.

It is difficult for these bodies to understand
and accept, and thisis clear from reading the
CTBG resolutions and multiple court rulings,
that a decision on the price of a drug, sup-
posedly adopted unilaterally by the Adminis-
tration on the basis of an objective technical
methodology based on a scientific-clinical
evaluation of its therapeutic usefulness and
on pharmaco-economic analyses carried out
by experts from the Ministry of Health, can
be harmful to the economic and commer-
cial interests of the laboratories if it is publicly
disclosed. The doctrine of the CTBG and our
Courts of Justice has been explained in detail
in previous works’.

However, everyone should accept as a mat-
ter of course that the agreements resulting
from a commercial negotiation between
the Government and a laboratory could in-
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clude a commitment to confidentiality of all
or some of its clauses.

In fact, this is exactly what has happened re-
cently in the commercial negotiations con-
cluded in between the European Commis-
sion/Member States and the laboratories for
the financing of the purchase of vaccines
and drugs for the fight against COVID 19 in
the Advanced Procurement Agreements
(APA) and Joint Procurement Agreements
(IPA) in 2020, 2021 and 2022, which included
multiple confidential clauses (which remain
confidential today). These include those re-
lating to the purchase price of the drugs.

The General Court of the EU (“GC of the EU")
has issued several judgments confirming the
validity of confidentiality clauses included in
pan-European public procurement contracts
for vaccines and medicinal products conclud-
ed by the European Commission. And it has
recognized that the European Commission’s
decision to keep such clauses confidential is
in accordance with EU law. This Resolution is
the result of a request for information from a
German journalist who demanded to know
different documentation related to the pur-
chase of vaccines, including the price of the
vaccines.

The judgment of the GC of 7 September 2022
in case T-448-21 and T-651/21 resolved a case
in which the European Commission refused
access to these contracts requested under
Article 4 of EU Regulation 1049/2001 regard-
ing public access to European Parliament,
Council and Commission documents. The
EUAT upheld the Commission’s decision to
maintain the confidentiality of certain claus-
es of these contracts on the grounds that
their disclosure “... could affect the compet-
itive position of the manufacturer..”. Ac-
cording to the TFEU it is justified “...to consid-
er the redacted information in question as
sensitive commercial information, sufficient
to indicate the existence of a reasonably
foreseeable and not purely hypothetical risk

The General

Court of the EU
(&quot;GC of the
EU&quot;) has issued

several judgments
confirming

the validity of
confidentiality
clauses included

in pan-European
public procurement
contracts for vaccines
and medicinal
products concluded
by the European
Commission.

that disclosure of that information would
undermine the protection of the commer-
cial interests of the Covid-19 vaccine man-
ufacturers concerned”. The same doctrine is
expressed in the TGUE judgment of 12 Octo-
ber 2022 in case T-524/2.

A few months ago, the TGUE ratified its doc-
trine on this matter in the Judgment of 17
July 2024 in case T-689-21 (case Margrete
Auken and others v European Commission).
In this case, five Members of the European
Parliament (no less) filed a legal challenge
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against a Decision of the European Commis-
sion (2022/1038 of 15 February 2022) limiting
access to the APAs of COVID 19 vaccines of
five pharmaceutical laboratories.

From our point of view, the contractualiza-
tion of the public financing procedure, that
is, the legal recognition that we are dealing
with a free commercial negotiation be-
tween parties and not with the exercise of
a unilateral administrative power of inter-
vention on prices, would explain and justify
the recognition —in parallel- of the need to
preserve the confidentiality of certain agree-
ments reached.

The very reasonable argument that both
the Ministry of Health and the pharmaceu-
tical laboratories maintain before the CTBG
and the Courts of Justice would reach its
full meaning if we start from the premise
that we are dealing with a commercial ne-
gotiation. Laboratories operate in a highly
competitive international environment in
which they adapt their prices to the specif-
ic characteristics of the market (population,
GDP and payment capacity). They thus offer
prices that are commercially adapted to the
different national health systems and which
can only be realized if there are guarantees
of confidentiality. Otherwise, the alternative
would be to renounce the market or delay
entry into the market so as not to prejudice
negotiations in other jurisdictions.

Spain benefits from advantageous econom-
ic conditions for public funding comypared to
those applied in other European jurisdictions
only on the premise that it adequately guar-
antees confidentiality. This reasoning is more
naturally acceptable if one legally recognizes
the reality that the public funding procedure
materially involves a bilateral commercial ne-
gotiation between the Government and the
laboratory.

If we assume this basic approach, it seems
clear that the legislative reform of the public

From our point
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procedure, that
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reached.

CUADERNOS DE DERECHO FARMACEUTICO SPECIAL ISSUE 2025 | 062



Spain benefits
from advantageous

economic conditions
for public funding
compared to

those applied in
other European
jurisdictions only

on the premise

that it adequately
guarantees
confidentiality.

drug financing system currently underway
should have among its main axes the con-
tractualization of the model. In other words,
the introduction of the principle of conven-
tional financing or agreed financing.

This idea was already timidly reflected a few
years ago in the “Draft Royal Decree regulat-
ing the financing and pricing of drugs and
medical devices and their inclusion in the
pharmaceutical list of the national health
system”, processed by the Ministry of Health
in 2015 (“Draft RD 2015")¢ , which would not

be approved. However, both the CNMC® and
the Council of State reported on it.

The Draft RD 2015 was a rather extensive (71
articles) proposal for a regulatory standard
for the development of the LM, which joint-
ly regulated the procedure for the public fi-
nancing of drugs and medical devices. It was
a scarcely innovative and insufficient draft in
its substantive approaches, although it tried
to reflect somewhat more realistically the
practice of the public financing procedure.

In relation to what concerns us here, the
Draft RD 2015 was continuist. It maintained

If we assume this
basic approach, it
seems clear that the
legislative reform

of the public drug
financing system
currently underway
should have among
its main axes the
contractualization
of the model.

In other wordes,

the introduction

of the principle

of conventional
financing or agreed
financing.
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the current scheme of the public financing
procedure as an exercise of unilateral admin-
istrative power. Art. 2.1 stated that “The public
financing of drugs and medical devices re-
quires their inclusion in the pharmaceutical
list of the National Health System by means
of a prior and express resolution of the
competent body of the Ministry of Health {(...)
by which its inclusion is resolved, the financ-
ing conditions are determined and the
maximum industrial price of financing in
the National Health System is fixed for each
of the presentations”.

However, it contained a Chapter Ill on “Spe-
cial reserves and special conditions for the
financing of medicines”, which was quite
novel. Article 14.1.a) defined “special reserves”
in public financing as “The measures or set of
measures applied (..) in order to verify their
adequate use, paying special attention to
drugs subject to restricted medical prescrip-
tion, of use reserved for certain specialized
means, as well as those that pose special
safety problems or are limited to the phar-
macological treatment of certain popula-
tion groups considered to be at risk...".

Art. 14.1 b) defined “special financing condi-
tions” in the following terms: “These are the
conditions agreed, following a favorable re-
port from the Interministerial Commission
on Drug Prices, between the competent
body for pharmaceutical list of the Ministry
of Health, (..) and the holder of the market-
ing authorization for the drug (..)". In other
words, the Draft RD of 2015 already incorpo-
rated a clear contractualization of the special
financing conditions.

Furthermore, paragraph 2 of this same pre-
cept established the formal terms in which
this bilateral agreement should be imple-
mented: “..it is the responsibility of the afore-
mentioned body, following a favorable re-
port from the Interministerial Commission
on Drug Prices, to formalize with the hold-
er of the marketing authorization for the

drug (..), the agreement establishing, where
appropriate, special conditions applicable
to the financing, which will be previously in-
corporated and as an annexed document,
to the corresponding resolution of inclusion
of the drug in the pharmaceutical list of the
National Health System”.

Article 15.2 of the Draft Royal Decree 2015
regulated the possible types of special fi-
nancing conditions. These were basically
the following: (a) the conditioning of the in-
clusion in the pharmaceutical list of the Na-
tional Health System to compliance with the
obligation to communicate the updated sit-
uation of the drug in other markets; (b) the
submission to periodic or fixed-date reviews
of the price and/or financing conditions; (c)
the conditioning of the inclusion in the phar-
maceutical list of the National Health System
to compliance with certain commitments
in R&D&I; (d) financing formulas linked to
health results, when there is uncertainty
about the results and these are measurable;
(e) the establishment of maximum expen-
diture ceilings for the drug; and (d) others
that may be established in accordance with
the applicable legal provisions (i.e., any other
agreements between the parties on the fi-
nancing conditions).

Although thisregulation was far from perfect,
it clearly stated that the special financing
conditions cannot be legally configured as a
unilateral imposition by the Administration.
They must be articulated as a free commer-
cial agreement between parties, embodied
in a document that would be annexed to the
resolution on public financing.

In my view, this approach could be a cor-
rect starting point here, although it should
be more ambitious and extend to the entire
public financing procedure, not just to spe-
cial conditions. Strictly speaking, as we have
indicated above, all public financing today,
including both the price and the indications
financed and the special conditions, is the

CUADERNOS DE DERECHO FARMACEUTICO SPECIAL ISSUE 2025 | 064



product of a comprehensive commercial ne-
gotiation. The entire negotiation must there-
fore take the form of a Public Financing
Agreement between the NHS and the labo-
ratory, of a commercial nature. These clauses
must have legally guaranteed confidentiali-
ty when the parties so determine within the
framework of the negotiation.

The reform of the public financing system
for medicines, incorporating a mechanism
agreed between the parties as the core of the
model, must therefore be accompanied by a
provision that protects the clauses or condi-
tions declared confidential by the parties.

[*] Translation note: We use “Pharmaceutical List" or
“Pharmaceutical List of the SNS" to translate “Prestacion
Farmacéutica” o “Prestacion Farmacéutica del SNS”.
This expression refers to the official list of drugs that
the Government has decided to finance with budgetary
resources from the National Health System. It can also
be translated as “Reimbursed Medicines List".

[11 EFPIA (IQVIA); “The Patients W.A.LT. (Waiting to Ac-
cess Innovative Therapies)’; June 2024. Accessible at
https:/fefpia.eu/media/vtapbere/efpia-patient-wait-indi-
cator-2024.pdf

[2] FARMAINDUSTRIA; Press release on WAIT Report;
June 2024.

[3]1 The most relevant judicial precedents in this matter
are two: (i) Ruling no. 57/2010, January 22, 2010, of the
Eighth Section of the Administrative Chamber of the Su-
perior CourtofJustice of Madrid [ECLEES:TSIM:2010:1548].
No. 57/2010, of January 22, 2010, of the Eighth Section of
the Administrative Chamber of the Superior Court of
Justice of Madrid [ECLLES:T SIM:2010:1548] regarding

the drug VIVACE 30 mg/10 mg tablets, 28 tablets, from
the laboratory CHIESI; and (i) Ruling no. 403/2021, of July
1, 2021 [ECLI:ES:TSIM:2021:7678]. regarding the drug CO-
PAXONE® from the laboratory TEVA.

[4] A. MOZETIC and L. SANCHEZ-CALERQO; “Trends in
drug financing in Spain 2023: consolidation over 2022
DIARIOFARMA; 17 April 2024.

[5] On the question of the nature of the Therapeutic Po-
sitioning Reports (TPR), the ruling of the 8th Section of
the Contentious-Administrative Chamber of the Nation-
al Court of Appeals of 26.06.2023 (appeal: 0000123/2021)
inwhich it resolvesthe appeal filed by FARMAINDUSTRIA
against the agreement of February 3, 2020 (updated on
July 8, 2020), of the Permanent Pharmacy Commission
of the Interterritorial Council of the National Health Sys-
tem (SNS) approving the “Plan for the consolidation of
the Therapeutic Positioning Reports (IPT) of the drugs
of the National Health System”.

[6] Vid.Judgment of the Administrative Chamber of the
Audiencia Nacional of 26.06.2023 cited in the previous
note.

[7] A. DORREGO DE CARLOS; La transparencia en la
fijacion del precio de los medicamentos y en los contra-
tos de suministro hospitalario”; Cuadernos de Derecho
Farmacéutico, CEFI; nUm. 66, Julio-Septiembre 2018.

[8] Ministry of Health; “Proyecto de Real Decreto, por
el que se regula la financiacion y fijacion de precios de
medicamentos y productos sanitarios y su inclusion en
la prestacion farmacéutica del sistemma nacional de sa-
lud"”; September 18, 2015.

[9] CNMC; IPN/CNMC/023/15 “REPORT ON THE DRAFT
ROYAL DECREE REGULATING THE FINANCING AND
PRICE-FIXING OF MEDICATIONS AND HEALTH CARE
PRODUCTS AND THEIR INCLUSION IN THE PHARMA-
CEUTICAL SUPPLY OF THE NATIONAL HEALTH SYSTEM";
November 19, 2015.

Alberle [ovvege do Carlos
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RESUMEN: E| Tribunal General, con fecha 17 de julio de 2024, ha dictado una sentencia de un impacto

notable en la que analiza en detalle la adecuacidon del uso de la excepcidon de la proteccién de los intereses
comerciales en el contexto de una solicitud de acceso a los acuerdos de compra anticipada de vacunas
contra el COVID-19. La solicitud es amplia e incluye informacién sobre cuestiones de precio. El Tribunal
General, en linea con la posicidn mantenida por la Comisidn, desestima los motivos de impugnacién de
los demandantes relativos a un uso incorrecto por la Comisidon de dicha excepcién de la protecciéon de
los intereses comerciales, particularmente en lo que aspectos de precio se refiere, concluyendo que la
expurgacion de este tipo de informacién por la Comisidon estd bien motivada y fundamentada.

PALABRAS CLAVE: precio; confidencialidad; transparencia; informacién sensible; estrategia comercial.

ABSTRACT: The General Court, dated 17 July 2024, has issued a judgment of notable impact in which it
explores in detail the appropriateness of the use of the protection of commercial interests exception in
the context of a request for access to advance purchase agreements for COVID-19 vaccines. The request
is broad and includes information on price issues. The General Court, in line with the position held by
the Commission, rejects the applicants' grounds of challenge relating to the Commission's misuse of the
protection of commmercial interest exception, particularly with regard to price aspects, concluding that the
Commission's refusal to disclose this type of information is well-founded and well-reasoned.

KEYWORDS: price; confidentiality; transparency; sensitive information; commercial strategy.
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The purpose of this article is to analyze the
recent and relevant judgment of the Fifth
Chamber of the General Court of the Euro-
pean Union (hereinafter, “General Court”)
of 17 July 2024 in case T-689/21 (hereinafter,
“Judgment”)".

This Judgment of the General Court is issued
in the context of a request by six Members
of the European Parliament (hereinafter, the
“six MEPs") for access to the advance pur-
chase agreements for COVID-19 vaccines.
The European Commission (hereinafter, the
“Commission”) settled the request by grant-
ing partial access to these advance purchase
agreements. The six MEPs, unhappy with
the Commission’s decision for partial access,
filed the relevant appeal with the General
Court. A significant portion of the applicants’
grounds for appeal concern the insufficient
reasoning and justification provided by the
Commission in using the exception for the
protection of the commercial interests of
pharmaceutical companies to refuse part of
the request and to withhold certain informa-
tion deemed sensitive, including aspects re-
lated to pricing (price per dose, delivery price,
total price or cost, or advance payments or
down payments).

The General Court, after a detailed analy-
sis of the parties’ positions and applying in
a serious manner the rules known to all ac-
tors regarding access to information held by
institutions/authorities vs. the protection of
commercial interests of the interested par-
ties, dismisses most of the appeal and up-
holds the Commission.

As mentioned, the purpose of this article is
to analyze the aforementioned Judgment,
although focusing on the aspects related to
the request for access to price information
in a broad sense and how the General Court
deals with the exception for the protection

of commmercial interests in a request for ac-
cess to sensitive information in a context as
important as that of the advance purchase

agreements for COVID-19 vaccines.

2.1. Background

For context, it is worth quickly reviewing the
background of the case:

e On 14 April 2020, the Council of the EU
adopted Regulation (EU) 2020/5212 and
activated the urgent assistance mecha-
nism under Regulation (EU) 2016/369° to
finance expenditure necessary to address
the COVID-19 pandemic.

e On 17 June 2020, the Commission pub-
lished the ‘EU Strategy for COVID-19 Vac-
cines™, highlighting as one of its pillars
ensuring the sufficient production and
supply of vaccines through advance pur-
chase agreements with pharmaceutical
companies.

e By a brief dated 20 January 2021, six MPEs,
under Regulation (EC) 1049/2001° on ac-
cess to public information held by cer-
tain EU institutions (hereinafter, “Regu-
lation (EC) 1049/2007"), requested access
to the advance purchase agreements for
COVID-19 vaccines entered into between
the Commission and pharmaceutical
companies (including both, those already
concluded at that time and those that
might be concluded after the request).

e Following various communications, on 15
February 2022, the Commission settled
the request by granting partial access to
a total of thirteen documents, justifying
that access to the documents could not
be full due to privacy and integrity pro-
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tection and the protection of the com-
mercial interests of the pharmaceutical
companies, that is, it relied on the excep-
tion under Article 4(2), first indent, of Reg-
ulation (EC) 1049/2001, which allows the
Commission to refuse access to docu-
ments or information whose disclosure
would harm “the commercial interests
of a natural or legal person, including
intellectual property” (hereinafter, the
“Decision”).

e Upon notification of the Commission’s
Decision, the six MEPs filed the relevant
appeal with the General Court, seeking
the annulment of the Decision based
on various grounds, most of them relat-
ed to improper use by the Commission
of the exception for the protection of the
commercial interests of pharmaceutical
companies.

2.2. The Commission’s position and
how the General Court deals with the
case

In the context of the above-mentioned re-
quest, the Commission, amongst other in-
formation, redacted from the advance pur-
chase agreements price-related aspects
and payment terms, including price per
dose, price upon delivery, total price or
cost, or advance payments or down pay-
ments (having access to this information
made it possible in some cases to establish
the price per dose).

With regard to price-related aspects, the ap-
plicants primarily questioned two aspects:

e Insufficient reasoning and justification
for the Decision to explain the redaction
of price-related aspects based on the ex-
ception for the protection of commercial
interests; and

e |Insufficiency of the Decision in balancing
the public interest and the interests of the

pharmaceutical companies in maintain-
ing the confidentiality of such information.

2.2.1. Insufficient reasoning and justi-
fication for the exception for the pro-
tection of commercial interests in the
context of price information

As mentioned, the applicants challenge, both
from the perspective of reasoning and justi-
fication, the arguments put forward by the
Commission regarding the use of the excep-
tion for the protection of commercial inter-
ests of pharmaceutical companies to redact
price-related information from the advance
purchase agreements.

The Commission points out that the re-
dacted information contains sensitive ele-
ments from a commercial perspective and
that the disclosure of such information:

e Could harm the competitive position of
the pharmaceutical companies in the
global market for the manufacturing and
marketing of COVID-19 vaccines; and

e Would allow third parties to draw conclu-
sions about the commercial strategies
and pricing structures of these compa-
nies, giving competitors the option to use
that information to plan their own strate-
gies, which could not only seriously jeop-
ardize ongoing and future negotiations
with other international buyers but also
put the execution of the agreements in
question at risk.

An example of the above is the following ex-
cerpt from the Judgment:

“(..) the Commission stated that, accord-
ing to the case-law, commercially sensi-
tive information relating, in particular,
to the commercial strategies of the un-
dertakings concerned or to their com-
mercial relations was protected by the
first indent of Article 4(2) of Regulation
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No 1049/2001. Moreover, the potential
commercial risks, the prices charged
and the thresholds of financial cove-
nants concluded in the framework of
a sensitive contract could also be com-
mercially sensitive, in particular for con-
tracts which are still being implement-
ed. In this instance, disclosure of such
passages from the advance purchase
agreements would clearly place the un-
dertaking concerned at a disadvantage
vis-a-vis its competitors, since the level
of financial risk accepted by that un-
dertaking and information on its pric-
ing strategy would thus be brought to
those competitors’ attention. In those
circumstances, the Commission consid-
ered that certain financial aspects of
the agreements should remain protect-
ed under the exception relating to the
protection of commercial interests.”

The General Court ruled in favor of the Com-

mission, both in terms of reasoning and justi-
fication. In this regard, it stated that:

The Commission provided detailed expla-
nations about the nature of the redact-
ed information and how the disclosure
of such information could harm the
commercial interests of the pharmaceu-
tical companies, reaching the conclusion
that the reasoning of the Decision allowed
the applicants to understand the specific
reasons that led the Commission to redact
this information; and

The Commission rightly considered that
the disclosure of the information in ques-
tion could provide the pharmaceutical
companies’ competitors and third-par-
ty buyers with commercially sensitive
information about the commercial and
pricing strategies and structures of the
companies, reaching the conclusion that
such explanations were well-founded and
that they fall within the concept of a
reasonably foreseeable and not merely

The Commission
rightly considered
that the disclosure
of the information

in question could
provide the
pharmaceutical
companies’
competitors and
third-party buyers
with commercially
sensitive information
about the
commercial and
pricing strategies
and structures of the
companies, reaching
the conclusion that
such explanations
were well-founded
and that they fall
within the concept
of a reasonably
foreseeable and not
merely hypothetical
risk regarding harm
to the protection of
commercial interests.

CUADERNOS DE DERECHO FARMACEUTICO SPECIAL ISSUE 2025 | 070




hypothetical risk regarding harm to the
protection of commercial interests.

In view of the above, the General Court dis-
missed this ground of appeal.

2.2.2. Insufficient balancing of the
public interest in relation to the excep-
tion for the protection of commercial
interests in the context of price infor-
mation

The applicants argue that the Commission
did not properly balance the commercial
interests of the pharmaceutical companies
against the public interest in health that
transparency promotes. In their view, there
is an overriding public interest that justifies
the full disclosure of the advance purchase
agreements. Among other reasons, they in-
voke public confidence in the role played by
the Commission in acquiring vaccines, the
use of public funds, or public confidence in
the vaccines themselves.

Particularly, regarding the disclosure of price
aspects, the applicants argue that “is nec-
essary in order to restore public trust in the
joint procurement of vaccines and to explain
the different vaccine choices of the Member
States and the difficulties encountered with
deliveries” and that “is important for the pub-
lic to have trust in the vaccines and in the
Commission’s investments of public funds
and so that the public can analyse them
and draw conclusions on the joint procure-
ment of vaccines and possible profits made
by the undertakings concerned.”

While the Commission agrees with the ap-
plicants on the importance of public confi-
dence inits actions regarding the acquisition
of vaccines:

e |t emphasizes that, at the time of the De-
cision, the health crisis was ongoing and
that the right of access to documents is
not a general and absolute right;

It emphasizes
that, at the time of
the Decision, the
health crisis was
ongoing and that
the right of access
to documents is
not a general and
absolute right;

It recalls

that general
considerations,
including those
concerning the
protection of human
health, are not
sufficient to justify
an overriding public
interest; and

It points out that it
has not identified
any public interest
that outweighs
the public and
private interests
protected by Article
4(2), first indent,
of Regulation

(EC) 1049/2001,

i.e., commercial
interests.
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e It recalls that general considerations, in-
cluding those concerning the protection
of human health, are not sufficient to
justify an overriding public interest; and

e |t points out that it has not identified any
public interest that outweighs the pub-
lic and private interests protected by Ar-
ticle 4(2), first indent, of Regulation (EC)
1049/2001, i.e., commercial interests.

Before addressing this issue, the General
Court, in line with the Commission’s position,
recalls that:

e ‘It is for the party requesting access to
refer to specific circumstances to estab-
lish an overriding public interest which
justifies the disclosure of the docu-
ments concerned”; and

e ‘“General considerations cannot be used
to justify access to the requested docu-
ments; access requires that the princi-
ple of transparency should (...) raise an
issue of particularly pressing concern
which prevails over the reasons justi-
fying the refusal to disclose the docu-
ments in question”, among other reasons
for the protection of commercial interests,
as is the case here.

Coming back to the considerations regard-
ing price, the General Court finds that the
applicants:

e Do not explain how public confidence in
the acquisition of vaccines is strengthened
by the disclosure of sensitive financial as-
pects, which can be used against phar-
maceutical companies in their negotia-
tions with third-country buyers and even
against the Commission and Member
States in future purchase agreements;

e Do not explain how prices per dose can
alone reveal the underlying reasons for

Member States’ decisions regarding the
vaccines used in their COVID-19 vaccina-
tion campaigns; and

e Do not justify how the disclosure of claus-
es related to advance payments and
down payments helps to strengthen
public confidence in vaccines and public
investments, since the sensitive finan-
cial elements of the purchase agree-
ments in question have no relation to
the effectiveness or safety of COVID-19
vaccines.

That said, it is worth noting a comment from
the General Court, which adopts an argu-
ment from the Commission, stating that
“administrative activity does not require
such extensive access to documents as
that required by the legislative activity of
an EU institution”, drawing the conclusion
that, “in the present case, the agreements at
issue form part of an administrative activity.”

All of the above leads the General Court to
dismiss this ground of appeal as well.

Thisisavery important Judgment that large-
ly consolidates the position held by the
Ministry of Health and the pharmaceutical
industry in recent years, namely that all
matters related to pricing constitute sen-
sitive commercial information and are pro-
tected by the exception for the protection
of commercial interests.

It is important not only because of the sub-
stance and how the General Court deals with
the various issues raised, but also because it
settles them by applying the rules widely
known to all actors, including the pharma-
ceutical industry, the Ministry of Health, the
Transparency and Good Governance Council,
and even the courts.
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This is a very
important Judgment
that largely
consolidates the
position held by

the Ministry of

Health and the
pharmaceutical
industry in recent
years, namely that
all matters related
to pricing constitute
sensitive commercial
information and

are protected by
the exception for
the protection of
commercial
interests.

This is not an isolated ruling on a very spe-
cific issue that suggests that it occurred in a
context where these rules do not apply or do
not apply as strongly; rather, these rules are
very present, and the Judgment touches
on almost all the elements that have been
on the table for the past few years and are
still there today.

Proof of this is that the General Court, as ex-
plained above, dismisses all the applicants’
grounds for access to price-related informa-
tion, and recalls at various points in the Judg-
ment that the concept of commercial inter-
ests, although not defined in Regulation (EC)
1049/2001, is more of an exception to the gen-
eral rule. In this regard, it states that:

e “In order to justify refusal of access to
a document the disclosure of which
has been requested, it is not sufficient,
in principle, for that document to fall
within the scope of a commercial ac-
tivity, but it is for the institution con-
cerned to explain how disclosure of
that document could specifically and
actually undermine the commercial
interests and to demonstrate that the
risk of the interest being undermined is
reasonably foreseeable and not purely
hypothetical’;

e “The examination which the institution
must undertake in order to apply an
exception must be carried out in a spe-
cific manner and must be apparent
from the reasons for the decision”; and

e ‘It must be noted that it is not possible
to regard all information concerning a
company and its business relations as
requiring the protection which must
be guaranteed to commercial inter-
ests under the first indent of Article
4(2) of Regulation No 1049/2007".
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However, it also points out that “that pro-
tection may cover commercially sensitive
information, such as information relating
to the commercial strategies of the under-
takings, their sales figures, market shares
or customer relations,” including, as has
been proven, information regarding the
price.

Having said this, we are dealing with a very
well worked Judgment, in a fundamental
matter, such as vaccines against COVID-19,
in which the General Court applies with cri-
teria and seriousness aspects on which on
many occasions there have been erratic
approaches.

[11 Judgment of the Fifth Chamber of the General
Court of the European Union of 17 July 2024, EUR-Lex -
62021TJ0689 - EN - EUR-Lex (europa.eu).

[2] Regulation (EU) 2020/521, https://feur-lex.europa.eu/
legal-content/EN/TXT/?uri=CELEX%3A32020R0521&q
id=1729228533126.

[3] Regulation (EU) 2016/369, https://eur-lex.europa.eu/
legal-content/EN/TXT/?uri=CEL EX%3A02016R0369-2020
0201&09id=1729233708624%.

[4] EU Strategy for COVID-19 Vaccines, https:/feur-lex.euro-
pa.eu/legal-content/EN/TXT/?qid=1597339415327&uri=CEL-
EX%3A52020DC0245.

[5] Regulation (EC) 1049/2001, https:/feur-lex.europa.eu/
legal-content/EN/TXT/?uri=CELEX%3A32001R1049&q
id=1729233801111.
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RESUMEN: Este articulo revisa las reflexiones de la sentencia del Tribunal Federal de lo Contencioso-
Administrativo (Bundesverwaltungsgericht) de Suiza de 27 de julio de 2023, relativa a una solicitud de
acceso a informacion publica sobre condiciones de financiacion y precio de medicamentos innovadores,
y, en particular, el modo en que el Tribunal pondera el interés general de |la transparencia con los posibles
perjuicios que se derivarian del acceso publico a dicha informacion. El interés de la sentencia radica en
su aproximacion a la carga de la prueba de dichos posibles perjuicios, cuando se trata de danos futuros,
y en el peso que atribuye a la opinidén fundada de las autoridades sanitarias sobre la probabilidad de que
efectivamente se materialicen en caso de otorgarse el acceso.

PALABRAS CLAVE: : transparencia del precio de los medicamentos; acceso a informacién sobre precios de
medicamentos; ponderacién de intereses; juicio de proporcionalidad; intereses econdmicos y comerciales.

ABSTRACT: This article reviews the reflections of the July 27, 2023, ruling by the Swiss Federal Administra-
tive Court (Bundesverwaltungsgericht) on a request for access to public information about the financing
terms and pricing of innovative medicines. It specifically analyzes how the Court balances the public inter-
est in transparency with the potential harm that could arise from granting public access to this informa-
tion. The ruling'’s significance rests in its approach to the burden of proof for potential future harm and the
weight it places on the informed assessments of health authorities regarding the likelihood of these harms
materializing if access is permitted.

KEYWORDS: medicines price transparency; access to medicines price information; weighing of interests;
proportionality test; reasonable test-economic and commercial interests.
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As is well known, Spanish legislation —aligned

with European Union law principles and the
highest international standards on transpar-
ency and good governance- broadly recogniz-
es citizens' right to access public information.
Law 19/2013, of December 9, on Transparency,
Access to Public Information, and Good Gov-
ernance (the “LTBG") represents a significant
milestone in guaranteeing access to infor-
mation regarding the performance of public
administrations, accountability, and citizen
participation.

The LTBG is structured around two main
pillars: (i) active publicity, which imposes an
obligation on public administrations to pro-
actively disclose relevant information about
their organization, operations, and activities
without prompting (including administrative
acts and resolutions, contracts, agreements,
and subsidies, among others); and (ii) the
right to access public information, which (in
principle) allows any citizen, without need-
ing to justify a legitimate interest, to request
and obtain information from public admin-
istrations, except in exceptional cases where
maintaining the confidentiality of the infor-
mation is warranted based on specific legally
established grounds.

One potential limitation to this right of ac-
cess is the necessary protection of legitimate
economic and commercial interests (per Ar-
ticle 14.1.h LTBG).

The tension between applying transparency
principles and safeguarding legitimate eco-
nomic and commercial interests has been
particularly pronounced in the health sector.
Itiswidely recognizedthatthissectorhaslong
embraced transparency, even prior to the
adoption of the LTBG. Regulatory demands
and the sector’s impact on public health and
expenditure have driven the pharmaceutical
industry to actively publish, disclose, and sub-

The tension between
applying transparency
principles and
safeguarding legitimate
economic and
commercial interests
has been particularly
pronounced in the
health sector. It is
widely recognized that
this sector has long
embraced transparency,
even prior to the
adoption of the LTBG.
Regulatory demands
and the sector’s impact
on public health and
expenditure have driven
the pharmaceutical
industry to actively
publish, disclose,

and submit to public
scrutiny detailed, up-to-
date information about
its activities, products,
and relationships with
other stakeholders.
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mit to public scrutiny detailed, up-to-date in-
formation about its activities, products, and
relationships with other stakeholders. Public
disclosure of ongoing clinical trials and their
results, as well as comprehensive data on the
composition, safety, and efficacy of pharma-
ceutical products, is mandatory. Additionally,
the industry’'s commitment to transparency
has led to the adoption of voluntary codes of
conduct requiring the disclosure of financial
interactions (transfers of value) with health-
care professionals and organizations, with
widespread adherence by pharmaceutical
operators in Spain and across Europe.

Despite this robust commitment, there re-
mains one area where the pharmaceutical
industry asserts a vital need for confidenti-
ality: the pricing and financing conditions of
medicines and the actual prices applied in
transactions with the Administration. Both
the pharmaceutical industry and the Span-
ish Ministry of Health have repeatedly cau-
tioned that indiscriminate disclosure of this
information would not only harm the legit-
imate economic and commercial interests
of private companies but also run counter to
the public interest.

In summarizing a history spanning several
years, it should be noted that, when respond-
ing to requests for access to information on
the pricing and financing conditions of in-
novative medicines, the Spanish Ministry
of Health has consistently and steadfastly
advocated for confidentiality. Initially, the
Ministry's responses were often brief, mere-
ly citing applicable legal provisions without
thoroughly analysing the applicability of the
exception related to protecting legitimate
economic and commercial interests. As a re-
sult, several decisions denying access were
annulled by the courts, which found that
the Ministry had not sufficiently justified the
need to keep this information confidential.

In recent years, however, the Ministry of
Health has provided increasingly detailed ex-

[...] the pricing and
financing conditions
of medicines

and the actual
prices applied in
transactions with the
Administration. Both
the pharmaceutical
industry and the
Spanish Ministry

of Health have
repeatedly cautioned
that indiscriminate
disclosure of this
information would
not only harm the
legitimate economic
and commercial
interests of private
companies but also
run counter to the
public interest.
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planations for its refusals. These justifications
emphasize not only the legitimate economic
and commercial interests of the pharmaceu-
tical companies but, more critically, the eco-
nomic and commercial interests of the Span-
ish state itself.

Summarising, once again, the reasoning of
multiple decisions, the Spanish Ministry of
Health has argued that public disclosure of
the agreed price and financing conditions
for a medicine would imply revealing data of
an economic nature relevant to the business
of a commercial entity, which could be used
by its competitors to its detriment. But it also
reasons that a decontextualized disclosure of
information on the content of the price res-
olution for a medicine in Spain could have
a significant impact on the determination
of the price of the same medicine in other
Member States of the European Union, as it
is common for other countries to base their
pricing systems on those of neighbouring
countries, which would affect the pricing pol-
icy of the company in question in other mar-
kets, once again harming its economic and
commercial interests.

More importantly— and likely the key issue—
the Ministry has explained that unrestrict-
ed third-party access to financing prices of
medicines in Spain would place the Admin-
istration at a considerable disadvantage in
price negotiations, thereby undermining
its ability to secure more competitive prices
and, in turn, potentially harming the Span-
ish healthcare system. As the Ministry points
out, neighbouring countries “take great care
not to disclose the advantages they obtain
in drug financing negotiations, recognizing
that confidentiality enables them to achieve
greater savings compared to countries that
do not maintain such secrecy.” The Minis-
try concludes that sharing such information
with other Member States would empower
them in their negotiations, to Spain’s detri-

Summarising, once
again, the reasoning
of multiple decisions,
the Spanish Ministry
of Health has argued
that public disclosure

of the agreed price and
financing conditions
for a medicine would
imply revealing data

of an economic nature
relevant to the business
of a commercial entity,
which could be used

by its competitors to its
detriment.

ment, by reducing Spain’s leverage to secure
lower prices. This line of reasoning is reflect-
ed across several decisions, but perhaps the
clearest example is the report dated No-
vember 20, 2019, prepared by the Ministry
of Health at the request of the State Attor-
ney’s Office of the National Court. This report
was issued as part of a contentious-admin-
istrative appeal against a resolution' by the
Spanish Council for Transparency and Good
Governance (“CTBG”) directing the Ministry
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to disclose detailed price information for cer-
tain oncological medicines?.

These arguments have not always been up-
held by the CTBG or the courts when eval-
uating this issue. While some CTBG rulings
have aligned with the Ministry of Health's
stance’ in more recent decisions, the CTBG
has argued against restricting access to drug
price information in Spain. The CTBG's posi-
tion is based primarily on the view that there
is insufficient evidence demonstrating that
disclosure would indeed harm the econom-
ic and commercial interests of companies
or the Spanish Administration itself.For ex-
ample, in Resolution 1076/2021 concerning a
request for access to information on the fi-
nancing conditions and price of a novel gene
therapy, the CTBG concluded:

“The complainant is correct in arguing
that it has not been precisely specified
how access to the administrative decision

would harm the economic and commer-
cial interests of the pharmaceutical com-
pany, especially given that the authori-
zation and price negotiation process has
already concluded” (emphasis added).

In the same vein, a recent ruling of the Span-
ish Central Court for Contentious Administra-
tive Proceedings no. 9 of July 11, 2023 stated:

“Noris it accepted that providing the infor-
mation would affect economic and mon-
etary policy, affecting public interests, in
that it would impede access to cheaper
medicines. Such arguments are viewed
as generic statements lacking sufficient
evidence and are considered speculative”
(emphasis added).

In essence, we encounter a classic (and unre-
solved) legal issue: the proof of future harm.
The main obstacle for the CTBG and the
courts to consider the application of the ex-
ception invoked by the Spanish Ministry of
Health (and the pharmaceutical industry) lies

in the necessity of providing concrete and
specific evidence of the damage to commer-
cial and strategic interests, both public and
private, that would result from disclosing the
information, so that these consequences are
not —as we have seen- merely “speculative”.

In a way, we are faced with the same chal-
lenge faced by thousands of plaintiffs in tort

The main obstacle
for the CTBG and the
courts to consider
the application of the
exception invoked by
the Spanish Ministry
of Health (and the
pharmaceutical
industry) lies in

the necessity of
providing concrete
and specific evidence
of the damage to
commercial and
strategic interests,
both public and
private, that would
result from disclosing
the information,

so that these
consequences are
not —-as we have seen-
merely “speculative”.
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claims (both contractual and non-contractu-
al) when it comes to meeting the courts’' de-
mands for proving lost profits for which they
seek compensation. It is well known that
case law is extremely stringent regarding
the requirement to substantiate lost profits.
Courts have consistently maintained that
mere speculative expectations of profit must
be excluded from compensation, as they
pertain to uncertain realities and outcomes.
Only profits deemed highly probable are eli-
gible for claims. The Spanish Supreme Court,
in a classic ruling dated November 30, 1993
(RJ 1992\9222), to which the vast majority of
rulings handed down subsequently by that
body systematically refer, ruled that:

“Determining lost profits or frustrated
profits presents numerous challenges,
as it is fraught with the vagueness and
uncertainties inherent to hypothetical
concepts. To address these issues, legal
doctrine asserts that the mere possibility
of realizing a profit is insufficient. There
must be a certain objective probabili-
ty resulting from the normal course of
events and the special circumstances of
the specific case, and our jurisprudence
is guided by a cautious and restrictive
approach for the estimation of loss of
profits, repeatedly stating that it must be
rigorously proven that the advantages
were not obtained, without these being
doubtful or contingent and only based
on mere hopes” (emphasis added).

In summary, the challenge of proving events
that have yet to occur—an issue that frequently
arises in the context of lost profits and claims
for damages- is also the central issue faced
by those advocating for the confidentiality of
prices and financing conditions in Spain.

In this context, ruling A-2459/2021 of July
27, 2023 of the Swiss Federal Administrative
Court (Bundesverwaltungsgericht) (the “Rul-
ing”), offers valuable insights and perspec-
tives that we will discuss in detail below.

In this context,
ruling A-2459/2021
of July 27, 2023 of
the Swiss Federal

Administrative Court
(Bundesverwaltungs-
gericht) ) (the
“Ruling”), offers
valuable insights and
perspectives that we
will discuss in detail
below.

2.1. Background

On August 28,2020, a journalist applied to the
Federal Office of Health of the Swiss Confed-
eration (Bundesamt fur Gesundheit - BAQG)
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for access to certain documents relating to
autologous CAR-T cell therapy, including, in-
ter alia, “the actual amount of remuneration
paid” for such therapies. The Federal Office
informed the journalist that it could only
grant him restricted access, and that the
amount of the confidential remuneration,
the amount of the confidential discount and
the estimated total costs of CAR-T cell ther-
apy and their calculation would not be dis-
closed in order to protect commercial con-
fidentiality. In response, the applicant filed
a request for conciliation with the Federal
Data Protection and Information Commis-
sioner, who recommended granting full ac-
cess. However, the Federal Office upheld its
position, asserting that disclosing the redact-
ed information would compromise its ability
to ensure the safe supply of new, innovative,
and high-priced therapies. It argued that
such disclosure would impede the imple-
mentation of official measures aimed at pro-
viding high-quality, appropriate, and cost-ef-
fective healthcare to the Swiss population.

On May 25, 2021, the journalist lodged an ap-
peal with the Swiss Federal Administrative
Court against the Federal Office’s decision,
requesting that he be granted access to the
documents, without censorship, including
the price actually reimbursed and the calcu-
lation of the estimated total costs of CAR-T
therapy.

Both the Federal Office of Health and the
pharmaceutical companies involved, which
were joined as co-defendants, argued in fa-
vour of maintaining the confidentiality of the
information. The Federal Office specifically
justified the need to keep the therapy prices
confidential with the following reasoning:

“In the case of new, innovative and high-
priced therapies, security of care at af-
fordable prices can only be ensured if
confidential price agreements can also
be implemented. The publication of price
agreements and/or specific reimburse-

ment amounts would undermine the cor-
responding protective measures. The use
of confidential price agreements would
serve to ensure that the Swiss popula-
tion receives new, innovative and high-
priced therapies at a high level of quality
and cost-effectiveness. Pending approv-
als of tariff agreements are specific offi-
cial measures worthy of protection. If the
confidentiality of the corresponding price
information were not guaranteed, mar-
keting authorisation holders would no
longer agree to set discounted net prices.
As a consequence, either excessive prices
would have to be accepted, or access to
new and innovative therapies would no
longer be guaranteed or would be guar-
anteed only with a considerable delay
[...]. If information from the authorisation
procedure were to be disclosed, it would
be impossible for OKP to cover new, in-
novative and high-priced therapies [..]. If
the confidentiality of confidential pricing

information is not protected, this would
also seriously hamper new tariff agree-

ments with confidential net prices as well
as the extension of existing ones. It would
clearly not be in the interest of the OKP
to hinder or even prevent the economic
assumption of the costs of certain inno-
vative and high-priced therapies, and it
would contradict the objective of access
to high quality care” (emphasis added).

For its part, the applicant denies the plausi-
bility of such damage, arguing, in essence,
the following:

“The applicant argued that disclosure
would not affect the implementation of
the price agreements, which had already
been concluded, and that information
was not requested on current or future ne-
gotiating positions, but only on concluded
negotiations, since the price agreements
had already been concluded and ap-
proved by the authority. The authority had

assumed purely speculatively that access
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to the requested data could hinder the
extension of existing contracts or make
other tariff agreements more expensive
or delayed. Nor was it possible to draw
conclusions about future negotiating po-
sitions on the basis of past remunerations
and discounts. The scientific community
has realised that secret price agreements
with pharmaceutical companies do not
lead to lower prices and faster availability
of therapies. The federal government can
also authorise effective, appropriate and
affordable therapies with price transpar-
ency” (emphasis added).

Recognizably, the debate closely mirrors
the discussions previously articulated in the
Spanish context.

In this instance, the Swiss Federal Adminis-
trative Court unequivocally supported the
Federal Office's position and rejected the
journalist's appeal for access to information.
The Court reasoned that disclosing data on
drug prices could significantly jeopardize
public interests. The significance of the rul-
ing extends beyond the Court’'s thorough ex-
amination of both parties’ arguments; it also
includes the Court’s insights into procedural
matters, particularly regarding the burden of
proof and how it is evaluated.

2.1.1. The principle of transparency
does not necessarily take precedence
over the principle of confidentiality in
cases of uncertainty

As explained by the Swiss Federal Administra-
tive Court, the purpose of the Swiss Freedom
of Information Act is to promote transparen-
cy with regard to administrative mandate,
structure and activities. Therefore, the prin-
ciple of publicity under Swiss law establish-
es a presumption in favour of free access to
official documents by all persons. However,
this access may be restricted, postponed or
denied in certain cases where there are over-
riding public or private interests that justify

The Court reasoned
that disclosing

data on drug prices
could significantly
jeopardize public
interests. The
significance of the
ruling extends beyond
the Court’s thorough
examination of both
parties' arguments;

it also includes the
Court’s insights

into procedural
matters, particularly
regarding the burden
of proof and how it is
evaluated.

it. The effectiveness of exemption clauses
depends on the harm in case of disclosure
being of a certain importance and on there
being a serious risk of the harm occurring. So
far, nothing differs from the principles appli-
cable in Spain.

However, the approach does diverge in how
in the interest in transparency is balanced
against other legitimate interests that may be
affected by the disclosure of the information.
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First, the Court acknowledges that the funda-
mental principle is that the burden of proof
lies with the denying authority to demon-
strate that the presumption of free access to
information can be rebutted by meeting one
or more of the legal exceptions. However, this
does not negate the conclusion that authori-
ties possess a degree of discretion in determin-
ing whether any of the conditions warranting
the denial of access to information apply. This
discretion is grounded in the general princi-
ple that authorities enjoy a “wide margin of
interpretation” regarding indeterminate legal
clauses that encompass multiple exceptions.

Nor is there an overarching rule stipulating
that, because they have been configured as
exceptions, the cases in which a request for
access to public information should be re-
jected must be interpreted restrictively. On
the contrary:

“In cases of exception, it must be exam-
ined on a case-by-case basis whether the
interest in secrecy outweighs the interest

in transparency [..]. There is no principle
that dictates that, in cases of doubt, pri-

ority should be given to the principle of
openness, nor is there a counter principle

to the opposite effect. On the contrary, for
each possible exception applicable, the
question of whether transparency or con-
fidentiality should be respected must be
analysed on a case-by-case basis, on the
basis of the proportionality test set out
above” (emphasis added).

In summary, both interests—transparency
and secrecy-are evaluated on equal terms,
without preconceived notions. Furthermore,
in the absence of compelling arguments or
evidence demonstrating the potential harm
to the interests protected by each principle,
neither interest is required to take prece-
dence over the other.

Indeed, the Ruling emphasizes that not only
must those advocating for the application

of the exception—-namely, the Federal Office
and the pharmaceutical companies—provide
clear and specific details regarding the ex-
tent of the potential harm to their respective
interests. The information claimant is also
required to substantiate their argument by
demonstrating why the confidentiality of
drug prices does not serve the interests of
the Swiss population, thereby challenging
the positions of the Federal Office and the
companies. It is insufficient for the claimant
to merely assert, as has occasionally occurred
in Spain, that the opposing parties have failed
to adequately prove the hypothetical harm
they claim or to suggest that their concerns
are merely speculative.

2.1.2. Proof of future harm. Validity of
assumptions, suppositions, or hypoth-
eses based on the circumstances of
the specific case

In relation to the always complex question
of proving future harm, the Swiss Federal
Administrative Court explains that the ex-
ception set out in Article 7(1)(b) of the Swiss
Freedom of Information Act —which allows
an authority to deny access to information
that “hinders the achievement of the objec-
tives envisaged” by the authority in taking
measures within its competence- could ap-
ply whenever there is a high probability that
the disclosure of information would wholly
or partially frustrate the success of the mea-
sures taken by the Federal Office to ensure
access to therapies at reasonable prices. It
is assumed that “the threat of infringement
of the respective public or private interests
as a consequence of granting access does
not have to occur with certainty, but neither
must it appear merely conceivable or (re-
motely) possible” (emphasis added).

The standard to be applied in assessing (rath-
er, predicting) whether or not such hindrance
will occur is, in the Court's view, necessarily
more flexible in cases where it is more diffi-
cult to associate a particular consequence
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with the facts. The Court recognises that “The
longer and more complex the causal chain,
the more difficult it will generally be to pre-
dict with the requisite high degree of proba-
bility that the success of the measure or the
measure itself will be wholly or partially im-
paired as a result of the granting of access”.
In such cases:

“The exception may also apply in less ob-
vious cases if it can be presumed with a

high degree of probability based on the
circumstances that the success of a mea-

sure would be frustrated in whole or in
part by the disclosure of information [...].
The wording, legislative history or ma-
terials and purpose of the provision also
suggest the application of Art. 7(1)(b) of
the Information Act in less obvious cases,
if it can be presumed with a high degree
of probability based on the circumstanc-
es that the success of a particular official
measure —or even the measure itself-
would be frustrated in whole or in part by
the disclosure of the information used to
prepare it" (emphasis added).

Thus, when assessing the likelihood of future
events, the Court’s approach is that such a
forecast:

“Cannot be based solely on ‘concrete’ facts,

but must necessarily also be based on as-

sumptions, suppositions or hypotheses
formed on the basis of the circumstances of

the particular case” (emphasis added).

2.1.3. The relevance of the competent
authority’s judgement in determining
the likelihood of injury

As previously noted, the Swiss Federal Ad-
ministrative Court acknowledges in its Ruling
that the health authority possesses a broad
margin of interpretation concerning the ex-
ceptions to the general principle of transpar-
ency. This recognition stems not only from
the understanding that these exceptions

are indeterminate legal concepts whose in-
terpretation falls within the purview of the
relevant authority, but also from the Court's
acknowledgment of the health authority's
role as the primary expert on the subject and
its privileged knowledge of the reality of the
markets.

The Court underscores that the health au-
thority, tasked with ensuring cost-effective
healthcare delivery, possesses specialized
knowledge of market dynamics that equips
it to evaluate whether price transparency
could negatively impact Swiss patients’ ac-
cess to new therapies. Additionally, the au-
thority is well-versed in the reference pricing
systems employed by other countries, en-
abling it to provide an informed assessment
of the potential consequences of disclosure
in the international market where marketing
authorization holders operate. This expertise
reinforces the authority’s capacity to make
informed decisions regarding the balance
between transparency and the safeguarding
of public health interests. In particular:

“The authority referred to international

developments with understandable argu-
ments. The reference price system of the

fixed reference countries influences the
level of remuneration in other countries
and thus the market in which marketing
authorisation holders offer their services
to combat rare and serious diseases. In so
far as the appellant argues that the risk
to the maintenance of the service has not
been sufficiently demonstrated and is,
moreover, unlikely in view of the possibil-
ity of transparent pricing models, it must

be pointed out that such a forecast is fu-

ture-oriented and cannot be based solely
on ‘concrete’ facts, but must necessarily

be based on assumptions, presumptions
or hypotheses formed from the circum-
stances of the individual case (see E. 7.1in
fine above). In the view of the Federal Ad-
ministrative Court, the instance body, as a

specialised authority, has specific knowil-
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edge of the market and, with reference to

the current international practice of con-
fidential price agreements, has convinc-
ingly demonstrated that disclosure of the

net prices actually reimbursed in Switzer-

land would very likely jeopardise the care

of seriously affected and therapy-depen-

dent patients. The assumption of the in-
stance body that the marketing authori-
sation holders would revert to list prices
or at least temporarily withdraw from the

Swiss market is_easily understandable”
(emphasis added).

Without expressly mentioning it, here the
Court is applying a line of argument that
clearly evokes the principle of technical dis-
cretion of the Administration, recognised to a
greater or lesser extent in all European legal
systems. When rules refer to indeterminate
legal concepts or circumstances involving a
margin of appreciation, there may be a cer-
tain presumption of the correctness of the
administration’s criterion, especially in mat-
ters requiring specialised technical knowl-
edge. This does not logically prevent ad-
ministrative action from being, as it should,
subject to judicial review, but to a certain
extent it confines the scope of this control
to cases in which there is a manifest error, a
clear lack of reasoning, or an unreasonable or
arbitrary application of the rule. The fact that
there is an inevitable margin of discrepancy
does not suffice to override the reasoned and
motivated criterion of the specialised body of
the Administration.

Although it may seem evident, the prima-
ry conclusion drawn from the Ruling is that
both the Spanish and Swiss health authori-
ties concur that public access to information

on drug prices could significantly undermine
the public interests they aim to protect, par-
ticularly by hindering negotiations and the
attainment of better economic conditions.

[...] the primary
conclusion drawn from
the Ruling is that both
the Spanish and Swiss

health authorities
concur that public
access to information
on drug prices

could significantly
undermine the public
interests they aim to
protect, particularly by
hindering negotiations
and the attainment

of better economic
conditions.
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They are not alone in this stance, as we have
had the opportunity to comment in the
past*. However, these are only examples; if
we take into account the statements of the
Swiss Federal Council, which the Ruling re-
produces, practically all countries are aware
of the importance of maintaining the confi-
dentiality of drug prices.

Indeed, the Court refers to statements by the
Federal Council (the Swiss government) in a
report issued on February 17, 2021, in which it
stated that:

“However, for high-priced medicines, for-
eign authorities, health insurers or regions
often establish pricing models in the form
of confidential discounts, rebates, volume
limits or pay-for-performance models.

The actual prices reimbursed are subject
to confidentiality. The prices taken into

account in the price comparison abroad
are not actually paid in almost any coun-
try" (Federal Council Report of February 17,
2021, cited in the Ruling) (emphasis added).

The Ruling exemplifies a thorough analysis of
the parties’ positions and the reasonableness
of their respective arguments. Regardless of
individual opinions on the ultimate conclu-
sion, it is clear that this issue has been treat-
ed with the seriousness that a legal debate
of such significance warrants. The Ruling
dedicates over twenty pages to examining
the existing regulatory framework in Swit-
zerland, the financing system, and specific
pricing agreements. It addresses each par-
ty's arguments individually and provides a
well-reasoned response. This level of detailed
reflection is particularly pertinent, consid-
ering that legal operators often experience
understandable frustration when courts su-
perficially dismiss well-founded arguments
of the parties, including those of the health
administration itself.

From the material point of view, the care-
ful and measured approach to the eviden-

From the material point of
view, the careful and me-
asured approach to the

evidentiary issues is also

noteworthy.

tiary issues is also noteworthy. In particular,
in @ matter such as the one at hand, it would
seem reasonable in Spain to adopt a more
flexible (and realistic) approach to proof of
future harm, taking into account its partic-
ular complexity. Similarly, it would seem ap-
propriate to give the well-founded opinion of
the health authority (in our case, the Ministry
of Health) the weight it deserves as an au-
thoritative argument (magister dixit), relying
on its capacity and knowledge of regulatory
and market dynamics that likely surpasses
the specialization of judges and the CTBG.
The insights offered in the Ruling present a
much-needed perspective that should be
taken into account when shaping transpar-
ency policies related to drug pricing in our
country.

[11 CTBG Resolution 262/2019, of July 8.

[2] As stated by the Ministry of Health in this report,
“EU countries use the prices financed in other Member
States, when they are made public, to achieve price re-
ductions in their public systems. This creates a situation
where marketing authorisation holders for a particular
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medicine are unwilling to make concessions (price re-
ductions) in a given country (e.g. in countries with a less
prosperous economic situation) if the prices in that coun-
try are made public, as this would force them to apply
the same advantages in countries with better econom-
ic situations. As a result, many countries —including our
own- avoid publishing these prices as a measure to pro-
tect national interests, since only by keeping these pric-
es secret can they ensure that they get a better deal. In
other words: giving third parties access to the prices at
which medicines are financed in Spain would mean a
loss of credibility for our Administration, and would entail
a negotiating disadvantage when it comes to obtaining
more competitive prices (which could be achieved tak-
ing into account our more disadvantaged economic-fi-
nancial situation than other neighbouring countries, due
to our high public deficit and lower per capita income).
Consider that neighbouring countries —e.qg. the United
Kingdom and France- take great care not to reveal the
advantages they obtain in their drug financing nego-
tiations, in the knowledge that this allows them to ob-
tain greater savings compared to countries that do not
guarantee the confidentiality of the negotiations. [...] It is
therefore clear that it would be contrary to Spain’s inter-
ests to make available to other Member States informa-
tion that would help them in negotiating prices in their
respective countries, but which would be detrimental to
obtaining savings in Spain”. (emphasis added).

[3] Vid. by way of example Resolution 478/2019, handed
down in case 32710. In this Resolution, the CTBG consid-
ers it justified to maintain the confidentiality of informa-
tion on the price of medicines because of the possibil-
ity it offers to “maximise patient access to innovative
medicines” and to allow “each country to obtain the
best possible price according to its circumstances (pub-
lic coverage, co-payments, economic capacity...) [..] in
balance with the necessary economic return for phar-
maceutical companies”. Thus, he adds, “if there were no
confidentiality at the European level, prices would tend
to equalise in a single value that could be relatively low
for the richest countries, but too high for those with less
economic capacity”, which “could complicate access for
those with fewer resources”.

[4] COCINA ARRIETA, B. Resolution of the Irish Informa-
tion Commissioner of 13 April 2018 on the application
of transparency rules to the pricing of publicly funded
medicines. Cuadernos de Derecho Farmacéutico, no.
69. Madrid: CEFI, 2019. In this resolution, the Information
Commissioner considers that granting access to confi-
dential information about the price conditions offered
by pharmaceutical companies would “seriously preju-
dice the financial interests of the State”, justifying the
refusal to provide the requester with that information
under Irish transparency act.

Bealiy Cocina A niela &
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Similarly, it would
seem appropriate to
give the well-founded
opinion of the health
authority (in our case,
the Ministry of Health)
the weight it deserves
as an authoritative
argument (magister
dixit), relying on

its capacity and
knowledge of
regulatory and
market dynamics

that likely surpasses
the specialization of
judges and the CTBG.
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RESUMEN: E| 25 de junio de 2024, la Audiencia Nacional emitié una sentencia sobre la transparencia en
los precios de adquisicion de medicamentos. El procedimiento trae cause de la solicitud del del Consejo
de Transparenciay Buen Gobierno (CTBG) a la Agencia Espanola del Medicamento (AEMP) de informacion
extensa sobre los acuerdos de reventa y donacion de vacunas bioNTech/Pfizer. La sentencia confirma
que el derecho a la transparencia y acceso a la informacion tiene limites definidos por otros intereses
protegidos por la ley, subrayando que estos han de ser ponderados caso por caso, para determinar qué
interés debe prevalecer. En este caso, la Audiencia Nacional reconoce que la divulgacién de la informacion
solicitada por el CTBG podria perjudicar las internacionales de Espafia y menoscabar la confidencialidad
de los procesos de toma de decision de la Administracion, sin que concurra ningun interés superior que
lo justifique.

PALABRAS CLAVE: Derecho acceso a la informacion; limites; precio de medicamentos; negociaciones;
doctrina.

ABSTRACT: On 25 June 2024, the National High Court issued a ruling concerning transparency and confi-
dentiality in medicine procurement prices. The proceedings originated from the Council of Transparency
and Good Governance's (CTBG) request for extensive information on the resale and donation agreements
of BioNTech/Pfizer vaccines to the Spanish Medicines Agency (AEMPS). The ruling confirms that, although
the right to transparency and access to information is very broad, it is limited by legally protected interests,
which must be weighed on a case-by-case basis to determine which should prevail. In this particular case
the National High Court recognized that disclosing the information requested by the CTBG could harm
Spain's international relations and undermine the confidentiality of the Administration's decision-making
processes, without any overriding interest to justify such harm.

KEYWORDS: Access to information; limits; medicines prices; negotiations; doctrine.
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On 25 June 2024, the Seventh Section of
the Administrative Chamber of the National
High Court issued a very interesting judg-
ment (“Judgement”) that sheds some light
on the complex and prickly issue of trans-
parency in the purchase prices of medicines,
and its limits.

The judgment resolvesthe appeal brought by
the Ministry of Health/Spanish Medicines and
Medical Devices Agency (“AEMPS") against
judgment number 58/2023 of 24 March of the
Contentious-Administrative Court
of the National High Court which dismissed
the appeal brought by the AEMPS against
the resolution number 823/2021 of 8 April
2022 issued by the Council for Transparency

Central

and Good Governance on resale and dona-
tion agreements of BioNTech/Pfizer vaccines
(“Resolution”).

The procedure stems from a request by the
Council for Transparency and Good Gover-
nance (“CTBG") to the AEMPS to provide the
following information/documentation:

a) Copy of the AEMPS agreement for the
resale of BioNTech/Pfizer vaccines to
Andorra,

b) List of each and every one of the agree-
ments and/or arrangements reached by
the Government of Spain to resell or do-
nate vaccines, detailing whether it was
a resale or donation, indicating the date,
number of doses, brand of vaccine, coun-
try and amount to be paid to the Govern-
ment of Spain, and

c) A copy of each of these agreements or
arrangements

The Ministry of Health, through the AEMPS,
partially complied with the CTBGC’s request

and provided the following documentation/
information:

a) Number of vaccine doses resold to Andor-
ra, indicating that the price was the same
as the purchase price, and therefore the
resale was not for profit, and

b) A link to a list of vaccine donations made
to American countries.

However, it refused to provide the rest of the
information on the grounds that it was cov-
ered by the exceptions or limits provided for
in articles 14.1 ¢) and 14.1 k) of Law 19/2013, of
9 December, on transparency, access to pub-
lic information and good governance (“LTAI-
BG"). That is, the Ministry of Health/AEMPS
considered that providing this information to
the CTBG would be detrimental to Spain’s ex-
ternal affairs (article 14.c) of the LTAIBG) and
would affect the confidentiality or secrecy re-
quired in decision-making processes (article
14.k) of the LTAIBG).

1.1. The CTBG's resolution

In response, the CTBG in its Resolution con-
sidered that the limitations alleged by the
Ministry of Health/ AEMPS to refuse the re-
guested information were not applicable as
no reasonable or sufficient justification was
provided.

Specifically, and in relation to the limitation
provided for in article 14.1 k) of the LTAIBG,
which refers to the need to protect the con-
fidentiality or secrecy of decision-making or
negotiation processes, the CTBG considered
that providing a copy of donation agree-
ments or vaccine resale agreements with
third countries does not reveal secret or con-
fidential information on the negotiation pro-
cess that took place to reach said agreement
or arrangement.

Similarly, the CTBG considered that the ex-
ception provided for in letter c) of article 14.1
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of the LTAIBG, ie., affecting or damaging
Spain's foreign affairs, could not be accepted,
given that the Ministry of Health had mere-
ly alleged that the disclosure of the terms of
said agreements or resale or donation agree-
ments could affect future negotiations with-
out specifying the precise way in which they
could be affected or damaged. The CTBG
also considered that the disclosure of the
final text of the agreement or resale agree-
ment could hardly affect or harm future for-
eign affairs, especially when the existence of
these agreements is already known to the
public, as well as the number of doses resold
to Andorra.

1.2. Appeal against the CTB's resolu-
tion

The Ministry of Health/AEMPS appealed the
Resolution on the grounds that providing
copies of agreements for the resale or dona-
tion of vaccines with third countries would
damage Spain’s foreign affairs, as well as
its strategic and negotiating interests, as it
would clearly harm future negotiations by
generating mistrust towards Spain from
third countries which would see that the
full content of agreements or arrangements
reached with Spain could be potentially be
published without said countries being able
to express their opinion.

The Central Contentious-Administrative Court
of the National High Court upheld the CTBG's
position at first instance and considered that
the AEMPS had not duly accredited the al-
leged harm or effect on external affairs, nor
on the confidentiality of the negotiation (de-
cision-making process). The court considered
that the appellant (AEMPS) had simply limit-
ed itself to arguing a potential, hypothetical
and future harm, without proving the causal
link between said disclosure and the alleged
harm (i.e., that the harm test had not been
passed), and that therefore, in the absence of

a statement of reasons, the limits set out in
letters c) and k) of article 14.1 of the LTAIBG
could not be applied.

1.3. Appeal against the first instance ju-
dgement

The Ministry of Health/AEMPS appealed the
first instance judgment, claiming that the
harm to the confidentiality of the negotia-
tionsand to Spain’'s foreign affairsin the event
of disclosure of the information requested
had been sufficiently proven. The CTBG, op-
posed the appeal again, arguing once again
that the damage had not been proven, and
yet, the existence of a public interest in the
knowledge of this information was evident,
stressing transparency as an appropriate
instrument of accountability for the use of
public money and considering that if a test
is carried out between possible damage (not
proven) and the public interest in account-
ability, the latter should prevail. The CTBG
took advantage of the opposition to the ap-
peal to argue that the Supreme Court’s juris-
prudence on the limitations to transparency
provided for in Article 14 of the LTAIBG is re-
petitive and consistent in establishing that
the possibility of the existence of harm is
not enough, but that there must also be no
overriding interest that justifies the granting
of transparency. The CTBG also points out
that transparency is articulated as one of the
guiding principles of the State's External Ac-
tion, in application of the provisions of article
2.1.f) of Law 1/2014 of 25 March on the State's
External Action and Foreign Service.

Having heard and analyzed the positions of
the parties, the National High Court resolved
the appeal filed by the Ministry of Health/
AEMPS, upholding the appeal and revoking
the first instance judgment and upholding
the contentious administrative appeal ini-
tially filed by the Ministry of Health/AEMPS
against the Resolution.
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This judgment confirms the doctrine set out
in the judgment of the Litigation Chamber of
the High Court of 22 December 2023, which
upheld the appeal 60/2023 filed by the AE-
MPS against the lower court’s judgment up-
holding the CTBGC’s decision to deliver the
price of COVID-19 vaccines, as well as that of
the General Court of the European Union it-
self, in its judgments of 6 April 2022 (T-506/21),
7 September 2022 (T-448/21) and 10 October
2022 (T-524/21).

This doctrine could be summarized as fol-
lows: the right to transparency, as an in-
strument of control on public spending, is a
broad right that does not need to be justified
in order to be exercised because it protects
a public interest (i.e., to know how our rulers
spend public resources, which are ultimately
the resources of the citizens). However, this
right, despite being broad and not needing
to be justified, is not unlimited; on the con-
trary, it has well-defined limits. Which are
said limits? Well, those other interests that
must be protected and which are included in
article 14 of the LTAIBG. Thus, when the right
to transparency comes into conflict with
these other interests, the so-called harm test
must be applies in order to decide which of
the two should prevail (as stated in the Ex-
planatory Memorandum of the LTAIBG itself).

This means that the two rights must be
weighed against each other, and it must be
assessed whether it is proportionate to limit
the general public interest sought by trans-
parency in order to safeguard the right pro-
tected by the limit in Article 14 (in this case
the right to protect Spain’s foreign affairs and
the right to protect the confidentiality of de-
cision-making processes).

This judgment
confirms the

doctrine set out in
the judgment of the
Litigation Chamber
of the High Court of
22 December 2023,
which upheld the
appeal 60/2023 filed
by the AEMPS against
the lower court's
judgment upholding
the CTBG's decision
to deliver the price of
COVID-19 vaccines,

as well as that of the
General Court of the
European Union itself,
in its judgments of 6
April 2022 (T-506/21), 7
September 2022
(T-448/21) and 10
October 2022
(T-524/21).
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2.1. The protection of international
affairs

In relation to the protection of international
affairs, it seems quite obvious that if it were
confirmed that from now on all trade agree-
ments concluded with the Spanish State
could eventually be subject to disclosure
and publication, other States would be wary
and would possibly adopt defensive and re-
strictive measures, something that would
ultimately damage and affect Spain’s nego-
tiating position. On the other hand, it is im-
portant to note that these agreements could
contain (as was precisely the case here) con-

This means that the
two rights must be
weighed against each
other, and it must be
assessed whether

it is proportionate

to limit the general
public interest sought
by transparency in
order to safeguard
the right protected by
the limit in Article 14
(in this case the right
to protect Spain's
foreign affairs and
the right to protect
the confidentiality

of decision-making
processes).

[...] it seems quite
obvious that if it

were confirmed that
from now on all trade
agreements concluded
with the Spanish State
could eventually be
subject to disclosure
and publication, other
States would be wary
and would possibly
adopt defensive and
restrictive measures,
something that would
ultimately damage
and affect Spain's
negotiating position.

fidential information of third parties (as in
this case is the purchase price of vaccines
negotiated and agreed by the European
Commission with BioNTech/Pfizer), whose
rights would be affected without being able
to remedy it.
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Without diving into the details of the char-
acteristics of the Joint Purchase Agreements
(legal instrument used by the European
Commission for the procurement of Covid-19
vaccines for all EU Member States), it is clear
that the confidential nature of the terms of
the Joint Purchase Agreements was one of
the key elements that allowed the accelera-
tion of the negotiation and procurement of
vaccines for the citizens of all Member States.
This confidentiality protected the interests of
the European Commission, of all EU Member
States and of the pharmaceutical compa-
nies supplying the COVID-19 vaccines (in this
case Pfizer). Henceforth, it is clear that, if the
agreement to resell the vaccines to Andorra
for the same purchase price were to be pub-
lished and the purchase price of the Pfizer
vaccines negotiated by the European Com-
mission for all the Member States were to
become known, the confidentiality not only
of Spain and the pharmaceutical company,
Pfizer, but also of the other Member States,
would be affected. Nor does it escape any-
one's notice that, if such a scenario were to
occur, Spain’s foreign affairs would be severe-
ly affected. If, in the future, a situation were
to arise that would require recourse to this
type of legal instrument (hopefully not due
to a health crisis such as the one caused by
CQOVID-19), would the European Commission
be willing to negotiate the acquisition and
price of strategic medicines and allow Spain
to benefit from such negotiations, know-
ing the impact on confidentiality that could
eventually arise? The answer seems obvious.
Quite simply, no.

Transparency as an instrument of control
and accountability over the use of public
money by those in power is undoubtedly a
useful and necessary instrument, but as pro-
vided for in the LTAIBG itself and confirmed
by the National High Court in the Judgment,
it must have its limits, since otherwise it can
easily go from being a necessary instrument
of accountability in democratic systems to a
burden that causes irreparable harm. Thus,

If, in the future, a
situation were to arise
that would require
recourse to this type
of legal instrument
(...) ), would the
European Commission
be willing to negotiate
the acquisition and
price of strategic
medicines and allow
Spain to benefit from
such negotiations,
knowing the impact
on confidentiality
that could eventually
arise? The answer
seems obvious. Quite
simply, no.

and in relation to the limitation provided for
in article 14.1c) of the LTAIBG, when applying
the harm test, it is confirmed that the right to
transparency does not pass this test, as in this
case, transparency would be more harmful
than beneficial. Thus, in the case at hand, the
Judgment confirms the existence of a causal
link between the granting of access to infor-
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mation (transparency) and the harm to the
protected legal interest (protection of inter-
national affairs - article 14.1c)), without there
being any overriding interest that could justi-
fy the disclosure of the information.

2.2. The guarantee of confidentiality or
secrecy in decision-making processes

On the other hand, and in relation to the pro-
tection of the confidentiality of negotiations
or decision-making processes (limit provid-
ed for in article 14.1k) of the LTAIBG), we see
that if confronted with the right to transpar-
ency, it does not pass the harm test either.
Although the CTBG and the first instance rul-
ing considered that the fact of knowing the
final result of a negotiation (final text of the
vaccine donation or resale agreements) does
not reveal sensitive information on the deci-
sion-making process or on the negotiations
that took place to reach these agreements,
the National High Court does not consider
this to be the case.

The National High Court is right in under-
standing that while for an average external
observer, knowing the final text of an agree-
mentdoesnotreveal muchinformationabout
the terms of the negotiations that took place
to reach thisagreement, it is clear that for en-
tities that are engaged in the same business
(in this case pharmaceutical companies and
medicines purchasing organizations), know-
ing the final text of the agreement allows
them to know how and what was negotiated
and what the decision-making process was
like, something that is precisely confidential
and secret and therefore recognized as one
of the limits to transparency. This confirms
the interpretation of the National High Court
as set out in the judgment of 22 December
2023 in the appeal 60/2023, when it indicates,
for the purposes of assessing whether or not
the limit to the right of access and disclosure
of certain information (transparency) is appli-
cable, that the “decontextualized disclosure”
of certain information (such as, in this case,

This confirms the
interpretation of

the National High
Court as set out in

the judgment of 22
December 2023 in the
appeal 60/2023, when
it indicates, for the
purposes of assessing
whether or not the
limit to the right of
access and disclosure
of certain information
(transparency) is
applicable, that the
"decontextualized
disclosure" of certain
information (such

as, in this case, the
acquisition cost of the
COVID-19 vaccines
acquired through

the Commission's
Procurement
Agreements), "could
have a serious impact
on the determination
of the conditions in the
formalization of this
type of contract".
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the acquisition cost of the COVID-19 vaccines
acquired through the Commission’s Procure-
ment Agreements), “could have a serious im-
pact on the determination of the conditions
in the formalization of this type of contract”.

2.3. The harm test

It is particularly encouraging to see how the
National High Court brings clarity and com-
mon sense to a subject as delicate as the
transparency of the prices at which the Na-
tional Health System purchases medicines
or financed prices. We should not underes-
timate the importance of transparency as an
instrument of control of the actions of our

We should not
underestimate

the importance of
transparency as an
instrument of control
of the actions of our
rulers, especially

in relation to the
control of public
spending. However, it
is clear that applying
it absolutely and
indiscriminately can
do more harm than
good.

rulers, especially in relation to the control of
public spending. However, it is clear that ap-
plying it absolutely and indiscriminately can
do more harm than good. To thisend, the lim-
its provided for in article 14 of the LTAIBG itself
must be observed and applied in accordance
with the harm test. This means comparing
both rights in order to assess which should
prevail in each case, taking into account the
consequences that transparency could have
for the subjects and sectors affected, not in
general terms for an average observer and in
a decontextualised manner, but for the sec-
tor affected and the subjects that carry out
their activity in it. Thus, the disclosure of the
final purchase price of vaccines, in isolation,
may provide little information to the average
citizen about the negotiation process used
to reach this agreement (price), but it would
reveal economic information on the subject
of the business (price of the medicine) that
could be used by other countries or other
parties involved (competitors) to the detri-
ment of future negotiations.

Once again, the Court confirms the exis-
tence of a causal link between the grant-
ing of access to information (transparency)
and the harm to the protected legal interest
(protection of the confidentiality of the Ad-
ministration’s negotiation processes - article
14.1k)), without there being any overriding in-
terest that could justify the disclosure of the
information.

This is particularly interesting, because nu-
merous CTBG resolutions (all of which are
being appealed and reviewed) have insisted
that knowing the final result, the final text
of an agreement (in this case those for the
resale and/or donation of vaccines against
COVID-19, but also in other cases in relation
to agreements on the price and financing of
medicines) does not reveal confidential in-
formation about the negotiation process in-
volved in reaching that result, insisting that
an average observer could not know what
was the decision-making process involved
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Once again, the

Court confirms the
existence of a causal
link between the
granting of access

to information
(transparency) and
the harm to the
protected legal interest
(protection of the
confidentiality of

the Administration's
negotiation processes
— article 14.1k) -,
without there being
any overriding interest
that could justify

the disclosure of the
information.

in reaching the agreement or arrangement.
The National High Court insists that, in order
to assess this aspect, the impact of an aver-
age observer accessing this information in
an isolated and decontextualized manner
should not be taken into account, but rath-
er the impact and use that could be made
of this information in the future by other af-
fected parties or bodies involved in the same
sector.

The National High
Court insists that,

in order to assess
this aspect, the
impact of an average
observer accessing
this information

in an isolated and
decontextualized
manner should

not be taken into
account, but rather
the impact and use
that could be made
of this information in
the future by other
affected parties or
bodies involved in the
same sector.
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Finally, it should be noted that the Nation-
al High Court recalls, in line with what was
agreed by the General Court of the Euro-
pean Union in its judgments of 6 April 2022
(T-506/21), 7 September 2022 (cases T-448/21
and 651/21) and 10 October 2022 (T-524/21)
that the provision of confidential information
(purchase price of the vaccines) would affect
the confidentiality of a third party (pharma-
ceutical laboratory, Pfizer in this case) with-
out even giving it the opportunity to inter-
vene or express its position, thus affecting the
negotiating position of the body responsible
for the purchase (the European Commis-
sion in this case) in future similar processes,
where the manufacturing laboratories would
take into consideration the potential impact
on the confidentiality of their negotiations.

The Judgment under analysis sheds some
light on an highly controversial issue that
many have attempted to decontextualize, on
the basis of an alleged absence of limits to the
right to transparency and access to informa-
tion, with the National High Court reminding
us that the fact that it is not necessary to give
reasons for the exercise of this right does not,
in any case, mean that there are no limits,
which must be analyzed and weighed on a
case-by-case basis and taking into account
the specifics and context of each case.

[Pl Genyally 4o Coilgjen

[...] with the National
High Court reminding
us that the fact that

it is not necessary to
give reasons for the
exercise of this right
does not, in any case,

mean that there are no
limits, which must be
analyzed and weighed
on a case-by-case
basis and taking into
account the specifics
and context of each
case.
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2023 Report

Spanish Law 19/2023, of 9 December, on trans-
parency, access to public information and
good governance [Ley 19/2013, de 9 de diciem-
bre, de transparencia, acceso a la informacion
publicay buen gobierno] (the “Transparency
Act”) was approved in 2013. The Transparen-
cy Act establishes and regulates the right of
individuals and legal entities to access pub-
lic information, as well as the procedure for
complaining to the Spanish Transparency
and Good Governance Council (CTBG).

The public authorities that receive access-to-
information requests are obliged to resolve
them. If they fail to do so within the estab-
lished period (in which case the request is
considered denied) or the requester does not
find the response satisfactory, a complaint
can be filed with the CTBG or directly apply
for a judicial review.

Complaints before the CTBG replace any
administrative proceedings/appeals, and its
resolutions are binding for public authori-
ties.

The CTBG's resolutions can be appealed be-
fore the Administrative Chamber of the Na-
tional Court.

Since the Transparency Act was approved,
numerous requests have been made related
to information on medicines (among others,
ex-factory prices, P&R decisions, purchase
price paid by hospitals).

In relation to ex-factory prices or P&R resolu-
tions, the Ministry of Health's stance has been
to reject access to this information based on
the following:
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Giving access to
reimbursement
prices of medicines
in Spain would

hinder the MoH's
negotiating position
to obtain more
competitive prices
based on Spain

less privileged
economic-financial
situation compared
to other countries.

Giving access to reimbursement prices
of medicines in Spain would hinder the
MoH’s negotiating position to obtain
more competitive prices based on Spain
less privileged economic-financial situa-
tion compared to other countries.

Public reimbursement of medicines co-
mes after a negotiation process with the
pharmaceutical companies on which
costs of manufacturing the medicine,
profit margin and the therapeutic utility
of the product are assessed. Data on com-
panies costs and margins are confidential

and their publication could seriously affect
companies capacity to compete effec-
tively, given that it is information relat-
ing to, among others, costs of products,
storage and transformation;
cial costs; sales forecasts, market shares,
economic analysis and pharmacological
costs. All this information is under trade

commer-

secret protection, and its disclosure could
seriously affect economic and commercial
interests of impacted companies.

e Section 97(3) of the Spanish Medicines
Act establishes the confidentiality of all
information on “technical, economic and
financial aspects” provided by pharma-
ceutical companies to the Ministry of
Health.

The CTBG's stance on this has been erratic.
However, in recent years, it has established
a clear position in favour of giving access to
information such as ex-factory prices, P&R
resolutions or purchase prices based on the
following grounds:

e The confidentiality warranty under sec-
tion 97(3) of the Medicines Act only affects
the information that pharmaceutical com-
panies provide during negotiations but
does not affect P&R resolutions.

e The ex-factory price is information that
contributes to generate a public debate
on the use of public resources.

e Pharmaceutical companies have not pro-
ved what impact would have on their
economic and commercial interests the
provision of access to ex-factory prices and
P&R decisions.

To date, most of CTBG's decisions that have
been appealed before the courts have been
overturned based on formal grounds.

However, with regard to the position taken
by the courts, three judgments should be
highlighted:
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Data on companies
costs and margins
are confidential and
their publication
could seriously
affect companies
capacity to compete
effectively, given
that it is information
relating to, among
others, costs of
products, storage
and transformation;
commercial costs;
sales forecasts,
market shares,
economic analysis
and pharmacological
costs. All this
information is
under trade secret
protection, and

its disclosure

could seriously
affect economic

and commercial
interests of impacted
companies.

Supreme Court Judgment of 8 March
(315/2021). This judgment confirmed the
CTBG and MoH'’s duty to give audience to
MAHs when access-to-information requests
are made in relation to them.

Judgment of the Administrative Cham-
ber of the National Court of 30 March
(55/2020). Thisjudgment confirmed MoH's
position of denying access requested
on prices of all medicines paid by public
hospitals in 2018. The Ministry of Health
argued that providing such information
would cause clear, real and effective harm

to the economic and commercial interests
of pharmaceutical companies (section
14(1)(e) of the Transparency Act). Further-
more, the MoH also justified that granting
access to ex-factory prices of medicines in
Spain to third parties would hinder MoH'’s
negotiating position to obtain more com-
petitive prices. The Court ratified MoH's
position and endorsed the refusal to pro-
vide the requested information.

Judgment of the Administrative Cham-
ber of the High Court of Justice of the
Canary Islands of 28 March 2023 (119/2023).
This judgment ratified the position main-
tained by the MoH that pharmaceutical
companies have a legitimate interest in
relation to the reimbursement price of
their medicines, as this is based on of con-
fidential information. The High Court of
Justice ruled that disclosing this informa-
tion could seriously hinder the company’s
capacity to compete and that this price
should be considered a trade secret sub-
ject to protection. Furthermore, it stated
that the Spanish Public Sector Contracts
Act does not require the publication of the
unitary price of the medicines purchased,
and that it is acceptable to publish only
the total price of the contract, without a
breakdown of the units purchased.
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RESUMEN: Este articulo analiza la relacién entre la confidencialidad del precio y las condiciones de
financiacion de los medicamentos y el acceso por parte de los usuarios del Sistema Nacional de Salud a
estos. Se analiza también la postura mantenida por la Comisiéon Europea en relacion con el mantenimiento
de la confidencialidad del precio de las vacunas contra el COVID-19 a los efectos de garantizar un correcto
suministro de estas en la Unidn Europea. Finalmente, también se analiza la posibilidad de mantener
confidencial el precio unitario de los medicamentos.

PALABRAS CLAVE: Ley de Transparencia; confidencialidad;transparencia; precio medicamentos; licitacio-
nes publicas; vacunas COVID-19.

ABSTRACT: This article analyses the relationship between the confidentiality of the price and financing
conditions of medicinal products and the access of users of the National Health System to these medicinal
products. It also analyses the position maintained by the European Commission in relation to maintain-
ing the confidentiality of the price of COVID-19 vaccines in order to guarantee the correct supply of these
vaccines in the European Union. Finally, the possibility of keeping confidential the unit price of medicinal
products is also analysed.

KEYWORDS: Transparency Law; Confidentiality; transparency; price of medicines; public tenders;
COVID-19 vaccines.
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The pharmaceutical provision of the Nation-
al Health System (NHS) includes medicinal
products and medical devices and the set of
actions aimed at ensuring that patients re-
ceive in a way that is appropriate to their clin-
ical needs, in the doses required according to
their individual requirements, for the appro-
priate period of time and at the lowest possi-
ble cost for patients and for the community'.

The inclusion of medicinal products in phar-
maceutical services is not carried out in a gen-
eral and indiscriminate manner, but rather
follows a model of selective financing based
on the therapeutic usefulness and the need
to improve the health of citizens. As a com-
plementary measure to the decision on pub-
lic funding, the Ministry of Health is carrying
out the intervention on the price of medicinal
products and medical devices, with the aim
of ensuring the sustainability of the health
system.

According to the latest available data pub-
lished? by the Ministry of Health in 2019, 1,391
presentations of medicinal products were
included in the public financing of the NHS,
reaching more than 21,383 presentations fi-
nanced by public funds in total. In 2021, ac-
cording to data® from the Ministry of Finance
and Public Function, the total cost of phar-
maceutical provision of medicinal products
and medical devices amounted to €20,500
million. Consequently, and in view of the need
toinclude new innovative medicinal products
with a high budgetary impact, the Ministry of
Health has chosen to establish in some cases
new financing formulas that allow innovative
medicinal products to be included under af-
fordable economic conditions. In this sense,
after an analysis of the agreements of the In-
terministerial Commission on Medicinal Pro
duct Prices (CIPM) published by the Minis-
try of Health on its website*, we can reach a
clear Conclusion: in recent years, there has

been a significant increase in agreements
for the inclusion of medicinal products in the
pharmaceutical provision of the NHS that in-
corporate shared risk clauses. In particular,
during 2020-2022, for example, we can ob-
serve different agreements for the inclusion
of medicinal products subject to expendi-
ture ceilings, pay-for-result or pay-by-volume
agreements.

Inclusion agreements with the establishment
of individual reservations —such as the appli-
cation of a visa—, the establishment of auto-
matic price review clauses or clauses estab-
lishing a maximum cost per patient are also
not uncommon.

All these measures are aimed, on the one
hand, at promoting access to new medicinal
products in the public pharmaceutical sec-
tor; and, on the other hand, to maintain the
necessary financial sustainability of the NHS.

A key element in achieving these measures
is the necessary confidentiality of the specif-
ic economic conditions agreed between the
Ministry of Health and the pharmaceutical
companies offering the new medicinal prod-
ucts. Without this confidentiality, it would
not be possible to access new medicinal
products on terms that are affordable and
contribute to maintaining the financial sus-
tainability of the NHS.

In this regard, it is also important to maintain
the confidentiality of the unit price for the ac-
quisition of medicinal products in public ten-
ders, especially in those procedures negoti-
ated for reasons of exclusivity in which, as we
will explain, public hospitals can negotiate
better economic conditions with companies.

At this point, we must consider the impact
of Law 19/2013, of 9 December, on transpar-
ency, access to public information and good
governance (LTAIBG) on the pharmaceutical
sector.
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Before proceeding to explain the impact of

the entry into force of the LTAIBG, we consid-
er it necessary to make a brief excursus on
the procedure for determining the price of
medicinal products in order to understand
how this price is established. And all this be-
cause the price of medicinal products is not
determined randomly or arbitrarily. On the
contrary, it is determined in a regulated man-
ner and following the procedures that are
determined in the regulations in force.

In this regard, it is necessary to set out the
rules governing the inclusion of a medici-
nal product in the pharmaceutical provision
of the NHS and the setting of its maximum
marketing price.

Firstly, the revised text of the Law on Guar-
antees and Rational Use of Medicines and
Medical Devices, approved by Royal Legisla-
tive Decree 1/2015 of 24 July 2015 (LGURMPS),
establishes in Article 92 that the inclusion
of medicinal products in the financing of
the NHS is made possible through selective
and not indiscriminate financing, taking into
account general, objective and published
criteria. In particular, Article 92(1) LGURMPS
establishes the criteria for the inclusion of
a medicinal product in the pharmaceutical
provision of the NHS, such as the therapeu-
tic and social value of the medicinal product
and its incremental clinical benefit, taking
into account its cost-effectiveness, the ratio-
nalisation of public expenditure, the degree
of innovation or the existence of medicinal
products or other therapeutic alternatives;
among others.

In addition, paragraph 8 of the same article
92 LGURMPS clearly establishes that for the
decision to finance new medicinal products,
in addition to the corresponding cost-effec-
tiveness and budgetary impact analysis, “the
innovation component will be taken into ac-
count, for undisputed therapeutic advances
by modifying the course of the disease or
improving its course, the prognosis and ther-
apeutic outcome of the intervention and its
contribution to the sustainability of the NHS
if, for the same health outcome, it contributes
positively to the Gross Domestic Product”.

Secondly, and with regard to the specific ad-
ministrative procedure for the inclusion of a
medicinal product, we must look at the pro-
visions of Royal Decree 271/1990 of 23 Febru-
ary 1990 on the reorganisation of price inter-
vention for proprietary medicinal products
for human use (Royal Decree 271/1990). In
order to illustrate the nature of the informa-
tion that pharmaceutical companies must
provide during the listing procedure; we be-
lieve it is relevant to point out the provisions
of Article 3 thereof:

“Art. 3. Procedure for setting the prices
of newly marketed proprietary medici-
nal products.

1. Newly marketed pharmaceutical
specialities shall require, as an essen-
tial requirement, the prior establish-
ment of the laboratory’s selling price,
from which, by aggregating the items
corresponding to distribution, the retail
price which must necessarily appear
on the dispatch packaging may be ob-
tained.

2. The manufacturing companies shall
provide, together with the initial appli-
cation, the technical, accounting and
financial documentation necessary
for the preparation of the economic re-
port, which shall serve as the basis for
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setting the price of the new medicinal
product. The Administration may carry
out verifications as may be necessary
to verify the documentation provided.

In the event that the applicant com-
pany is part of a group that carries out
other activities in addition to those re-
lated to medicinal products, or carries
them out outside Spain, additional in-
formation may be required to verify the
internal transactions carried out with-
in the group of companies and related
to the pharmaceutical activity.

3. The prices of newly marketed spe-
cialities shall be set following the com-
pletion of an individualised dossier,
the content of which shall necessarily
meet the following criteria:

The industrial price of the speciality
shall be fixed by adding to the total
cost or cost price of the speciality the
percentage corresponding to the busi-
ness profit.

The cost price shall be calculated by
means of the analytical application
of the “full cost”, including that of re-
search and technological develop-
ment. The unit cost thus obtained rep-
resents the cost of manufacturing the
product, incorporating the apportion-
ments corresponding to commercial
and administrative expenses incurred
in the period.

In order to calculate the cost, the follow-
ing variables that have a direct impact
on it will be taken into account: Level of
activity, evolution of the Company’s costs
and sales volumes, estimates of the sales
of the new speciality and the incidence
that arises in the structure costs due to
the manufacture of the new product.

The company profit for each speciality
shall be set at a percentage, determined
by a technical report on the economic-fi-

nancial situation of the company. This
percentage shall be within a range es-
tablished annually by the Government’s
Delegate Commission for Economic Af-
fairs, taking as a reference point the eco-
nomic situation of the pharmaceutical
industry as a whole and the economic
policy forecast.

In order for the calculated industri-
al price to be congruent with respect
to similar products on the market, the
therapeutic usefulness of the new prod-
uct, scientifically proven, together with
the criterion of proportionality that pre-
vents the cost of the treatment from
being disproportionate to other alter-
natives, shall act as correctors within
the established profitability band.

By means of the general application of
these criteria, unjustified or unneces-
sary costs will be avoided, such as those
arising from overpricing above market
prices of active substances, excessive
payments for licensing of brands or
technology or promotional or adver-
tising expenses not appropriate to the
characteristics of the product, as well
as those expenses not necessary for
the development of the normal activity
of the Company, so that the final price
of the medicinal product is calculated
in accordance with its real cost, in an
objective and transparent manner”.

In accordance with the provisions of Royal
Decree 271/1990, the following variables that
have a direct impact on the medicinal prod-
uct will be taken into account in the calcula-
tion of the full cost of the medicinal product:
level of activity, evolution of costs and sales
volumes of the Company, estimates of sales
of the new specialty and the impact on struc-
tural costs arising from the manufacture of
the new product.

The business profit for each specialty will be
set at a percentage determined by a techni-
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cal report on the economic and financial sit-
uation of the pharmaceutical Company. This
percentage will be included within a band es-
tablished annually by the Government’s Dele-
gate Commission for Economic Affairs, taking
as a reference base the economic situation of
the pharmaceutical industry as a whole and
the short-term Economic Policy Forecasts.

In view of the above, we can conclude that
the ex-factory price established for medicinal
products is neither arbitrary nor random, but
isthe result of a regulated procedure, and the
use of objective criteria set out in the regula-
tions. In other words, the price is a reflection
of the costs of research, development, manu-
facturing, distribution and the business mar-

gin.

At this point, the authors of this article would
like to point out that it is very simple, and it is
done by certain groups on a regular basis, to
guestion the prices of certain medicinal prod-
ucts with a high budgetary impact. However,
it is never mentioned that these prices are
Mmaximum, and discounts can be made at the
time of purchase by hospitals. Moreover, it is
never highlighted that many of these medic-
inal products, which may indeed be consid-
ered to have a high budgetary impact, carry
with them high research, development and
marketing costs. And all this, without taking
into account that many of these products are
orphan medicinal products® that are intend-
ed to treat a condition that does not affect
more than 5 people per 10,000. For this rea-
son, it should also be noted that the return

of these medicinal products is limited given
that their target population is also limited.

Well, the answer to this question is twofold.
On the one hand, maintaining the Confiden-

tiality of medicinal products prices means
looking after the public interest.

The Ministry of Health has maintained a clear
stance on this issue in recent years. In 2019,
the then The Directorate General of Pharma-
cy at the Ministry of Health prepared a report®
on the guarantee of confidentiality in the
procedure for including medicinal products
in the pharmaceutical provision of the NHS.

In that report, the The Directorate General of
Pharmacy at the Ministry of Health pointed
out that the competence relating to the fix-
ing of prices and their inclusion in the pro-
vision of public pharmaceuticals is a specific
competence to each Member State of the
European Union. In this sense, the Ministry of
Health acknowledges, EU countries use pric-
es financed in other Member States, when
they are made public, to achieve price reduc-
tions in their public systems. This scenario,
according to the Ministry of Health, gener-
ates a situation in which the holders of the
marketing authorisation for a specific me-
dicinal product are not willing to offer more
favourable economic conditions to countries
with a less prosperous economic situation, in
the event that these were made public, since
this would force them to apply those same
advantages in countries with better econom-
ic situations.

As a result, the Ministry of Health states that
many Member States “avoid publishing these
prices as a measure to protect national inter-
ests, since only by maintaining the secrecy of
these prices do they ensure the achievement
of better conditions”. In other words, giving
third parties access to financing prices in
Spain would entail a negotiating disadvan-
tage for the Ministry of Health when it comes
to obtaining more competitive prices (which
could be achieved taking into account Spain’s
disadvantaged
situation compared to other neighbouring
countries, due to the high public deficit and

most economic-financial

lower per Capita Income).
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This scenario,
according to

the Ministry of
Health, generates
a situation in
which the holders
of the marketing
authorisation for a
specific medicinal
product are not
willing to offer
more favourable
economic
conditions to
countries with a
less prosperous

economic situation,

in the event that
these were made
public, since this
would force them
to apply those
same advantages
in countries with
better economic
situations.

In short, it is contrary to the public interest to
make available to other Member States infor-
mation that would help them in their negoti-
ation of the prices of medicinal products with
the laboratories, but the disclosure of which
would be detrimental to the achievement
of savings - and would hinder access to new
medicinal products - in Spain.

On the other hand, maintaining confidential-
ity means protecting the legitimate econom-
ic and commercial interests of pharmaceuti-
cal companies. The Ministry of Health points
out that, during the price negotiation proce-
dure, pharmaceutical companies provide in-
formation on product, supply and processing
costs (raw materials, labour costs, licences,
etc.); business costs (personnel, transporta-
tion); Information relating to sales forecasts,
market shares, economic analysis and phar-
macological costs.

In relation to this information, the Ministry
of Health recognises that all of this data is of
confidential knowledge and its publication
could seriously affect the ability of companies
to compete. Moreover, all this information is
covered by professional secrecy and its dis-
closure could seriously affect the economic
and commercial interests of the companies
concerned.

In addition, the Ministry of Health points out
that, the legislator, aware of this situation,
declared that all this information should be
confidential, including this in the article 97.3
of the LGURMPS.

Indeed, given the nature of the information
to be provided for the determination of the
price, it is not surprising that the LGURMPS
itself establishes a guarantee of absolute
confidentiality. The terms of Article 97 LGUR-
MPS are categorical with respect to the issue
at hand:

“Article 97. Economic information.
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1. For the purposes of pricing, pharma-
ceutical laboratories shall provide the
Ministry of Health, Social Services and
Equality with all information on tech-
nical, economic and financial aspects.
The Ministry may carry out checks on
the information provided.

2. In the event that the company is part
of a group that carries out other activi-
ties, in addition to those related to me-
dicinal products, or carries them out
outside Spain, the Ministry of Health,
Social Services and Equality may re-
quire the information that allows the
allocation to be known in order to de-
termine the expenses allocated to the
pharmaceutical activity in Spain.

3. The information obtained by the
General State Administration pursu-
ant to this article shall be confidential.

4. The Ministry of Health, Social Ser-
vices and Equality shall submit an an-
nual report to the Government Dele-
gate Committee for Economic Affairs
on its actions in the field of prices.”

This position of the Ministry of Health has
been fully endorsed by the Administrative
Chamber of the National High Court which, in
its judgment of 30 March 2021, confirmed the
position of the Ministry of Health according
to which providing the requested informa-
tion would entail obvious, real and effective
damage to the economic and commercial
interests of pharmaceutical companies and

to the public interests.

Following the line of argument defended by
the Spanish Ministry of Health, the European
Commission has recently ruled on the need

This position of the
Ministry of Health has
been fully endorsed
by the Administrative
Chamber of the
National High Court
which, in its judgment
of 30 March 2021,
confirmed the position
of the Ministry of
Health according

to which providing
the requested
information would
entail obvious, real
and effective damage
to the economic and
commercial interests
of pharmaceutical
companies and to the
public interests.

to maintain certain levels of confidentiality
in relation to the price of medicinal products.
For example, with regard to the purchase
price of COVID-19 vaccines, the European
Commission has defended the confidenti-
ality of the price of vaccines precisely under
the argument that the public interest that
should prevail is not indiscriminate transpar-
ency, but to ensure that the procurement of
vaccines could be done under the best possi-
ble conditions.
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Contracts for the purchase of COVID-19 vac-
cines are public and available to anyone in-
terested on the European Commission’s
website’. All these contracts have one thing
in common: the section on the unit cost of
vaccines and their financing conditions is re-
stricted and their information is not public.

The European Commission’s argumentation
for the need to maintain this confidentiality
is as follows:®

“Contracts are protected for confiden-
tiality reasons, which is warranted by
the highly competitive nature of the
global market.

This is in order to protect sensitive ne-
gotiations as well as business related
information, such as financial informa-
tion and development and production
plans.

Disclosing sensitive business informa-
tion would also undermine the ten-
dering process and have potentially
far-reaching consequences for the
ability of the Commission to carry out
its tasks as set out in the legal instru-
ments that form the basis of the ne-
gotiations. All companies require that
such sensitive business information re-
mains confidential between the signa-
tories of the contract. The Commission
therefore has to respect the contracts
it concludes with the companies.”.

The European Commission has also argued,
in various written replies to Members of the
European Parliament, that:

“The law protects the commercial in-
terests of companies. Non-disclosure
clauses are a standard feature of pur-
chase agreements. They protect the le-
gitimate interests of companies, which
have invested heavily in research and
production capacity. There are also
rules that protect the bidding process.

The disclosure of sensitive business
information would weaken the EU's
position in the ongoing negotiations,
thereby undermining the beneficial
effects of fair competition and the ef-
fectiveness of the single procurement
process that has led to the best condi-
tions for Member States and citizens.”

In view of the above, we can conclude that
the position held by the European Commis-
sion is fully aligned with the position held by
the Ministry of Health, in the sense that the
confidentiality of the price of COVID-19 vac-
cines facilitates greater access to these vac-
cines under the best economic conditions for

Member States.

With the approval of the LTAIBG in 2013, the
right of access to public information was reg-
ulated for the first time in Spain in a general
way. This law created the Council of Transpar-
ency and Good Governance (CTBG), a public
body whose purpose, among others, is to
safeguard the exercise of the right of access
to public information. Within the framework
of its competences, the CTBG is the body re-
sponsible for resolving complaints submitted
in relation to the right of access to informa-
tion, and its resolutions are mandatory for
the Public Administrations that are subject
to this Law.

And what position has the CTGB main-
tained in relation to the confidentiality of the
Ex-factory price of medicinal products, the
purchase prices by public hospitals or the
resolutions themselves to include medicinal
products in the pharmaceutical service?
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And what position
has the CTGB
maintained in
relation to the
confidentiality

of the ex-factory
price of medicinal
products, the
purchase prices
by public hospitals
or the resolutions
themselves to
include medicinal
products in the
pharmaceutical
service?

In a chronological
analysis of the
CTBG's resolutions,
we can conclude
that it has
maintained a
position that is
mostly in favour of
granting access to
all this information.

In a chronological analysis of the CTBG's res-
olutions, we can conclude that it has main-
tained a position that is mostly in favour of
granting access to all this information.

Despite the fact that on some occasions
the CTBG has defended that agreeing to
the resolution to include a medicinal prod-
uct would be detrimental to economic and
commercial interests® (art. 14.1.h LTAIBQ),
the truth is that its latest resolutions are in
favour™ of granting access to this type of in-

formation.

In this sense, the CTBG currently defends
that providing access to this information (i)
does not affect the limit of the guarantee of
confidentiality (art. 14.1.k) since the confiden-
tial Information that pharmaceutical compa-
nies provide during the inclusion process is
not comparable to the resolutions to include
a medicinal product in the pharmaceutical
service; (ii) does not prejudice the economic
and commercial interests of pharmaceutical
companies; and that (iii) helps to “promote
an informed public debate on the problems
of the current system of R+D and medical in-
novation and their impact on access to me-
dicinal products and on the sustainability of
health systems, inside and outside our coun-

”

try”.

In short, as can be seen, the position of the
CTBG differs from the position held by the
Ministry of Health and the European Com-
mission. We believe that this position is not
taking into account the impact on the public
interest that access to this type of informa-
tion would entail; The consequences of this
would be a higher cost for medicinal prod-
ucts and, ultimately, a greater budgetary
impact of the pharmaceutical provision of
the NHS.
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On the other hand, we consider it necessary
to make a series of reflections on the confi-

dentiality of the purchase price of certain
medicinal products by public hospitals. We
are referring to those medicinal products
that, for reasons of exclusivity or because they
are the sole supplier in the NHS, are acquired
through a negotiated procedure without ad-
vertising in according to Law 9/2017, of 8 No-
vember, on Public Sector Contracts (LCSP).

In this regard, it should be remembered that
the ex-factory price is the maximum price
at which the NHS will purchase a medicinal
product; In other words, public NHS hospi-
tals can acquire these medicinal products on
more favourable economic terms after ne-
gotiating with pharmaceutical companies.
For this reason, and by analogy to what has
been established in the previous sections of
this document, the confidentiality of the unit
price for the acquisition of medicinal prod-
ucts by public hospitals is necessary in order
to be able to make discounts and improve
economic conditions in those Autonomous
Communities with greater difficulties or with
greater purchase quantities.

And all this, for two reasons.

Firstly, because the ex-factory price is the
maximum price at which the NHS will pur-
chase a medicinal product. In other words,
the establishment of a Ex-factory price is the
guarantee that no public hospital will pay
more for a medicinal product than the pre-
vious maximum that the Ministry of Health
establishes. This measure ensures equity in
access to medicinal products by limiting the
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“cap” or “ceiling” at which hospitals will pur-
chase a medicinal product when negotiating
with a pharmaceutical company.

And, secondly, because the LCSP allows the
unit purchase price of a medicinal product
(but not the total value of the contract) to be
kept confidential.

From a literal interpretation of the provi-
sions of the LCSP that regulate the content
of the advertising of public contracts, it can
be deduced that they allow the unit price
at which a medicinal product is purchased
not to be published. In this regard, it should
be noted that the formalization of contracts
must include the information contained in
the Annex Il LCSP, and point 7 of section 4
of subparagraph A) thereof provides that the
“nature and quantity or value of the sup-
plies” must be published in the tender notic-
es. In the same vein, point 6 of section 6 of
subparagraph A) of the same Annex Il of the
LCSP mentions the “nature and quantity or
value of the supplies”.

As can be seen, the regulation provides for
the possibility of choosing to publish the
quantity of supplies or the value of the sup-
plies, but does not require the publication
of both at the same time. Consequently, it is
possible to publish only the quantities to be
supplied under the contract, without making
any reference to their valuation.

On the other hand, what is to be understood
by the “value” of the contract if one chooses
to publish this data? To answer this question,
it is appropriate to refer to Article 101 LCSP,
a provision that details what is to be under-
stood by “value” with respect to a public
contract. Thus, article 101 LCSP defines the
“value” of the contract as the total amount of
the contract, and not as the unit amount of
the units of products to be supplied. It is true
that it does so by referring to the “estimated

value”, but that is only because it is dealing
with the preparatory phase of the award of
the contract.

Therefore, the LCSP establishes a correspon-
dence between the term “value” and the “to-
tal” amount of a contract, which is not unitary.
We understand that this correspondence
should also be applied to Annex Il of the LCSP
when it refers to the “value of supplies”.

This interpretation is also supported by Ar-
ticle 189 of Royal Decree 1098/2001 which,
when referring to the value of supply con-
tracts, always refers to global values and not
to unit supply prices.

Likewise, article 102.4 LCSP, when referring
to the price of a contract (although Annex Il
of the LCSP speaks of “value” and not “price”,
it is interesting to check the relationship be-
tween the two terms), expressly accepts that
the price of the contract is formulated in re-
lation to all the services of the contract. and
not in unitary terms.

Based on all this, we can conclude that the
LCSP does not require the publication of
the unit prices of a supply contract and that,
therefore, the duty of publicity in the Con-
tractor Profile regulated by the LCSP is ful-
filled by referring to the total values of the
contract or the lots awarded.

As mentioned above, the Administrative
Chamber of the National High Court, in its
Judgment of 30 March 2021, declared that
the Resolution of the CTBG that considered
to provide the “breakdown of the medicinal
products that make up hospital pharma-
ceutical expenditure for the year 2018, in-
cluding (... ) acquisition price and laboratory
marketed, by each of the Autonomous Com-
munities and other Public Administrations
in an editable format (Excel or SCV)" was not
in accordance with the law.
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Based on all this,
we can conclude

that the LCSP does
not require the
publication of the
unit prices of a
supply contract and
that, therefore, the
duty of publicity

in the Contractor
Profile regulated by
the LCSP is fulfilled
by referring to the
total values of the
contract or the lots
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Consequently, we can affirm that not only
does the LCSP allow not to publish the unit
prices for the acquisition of medicinal prod-
ucts; Furthermore, the National High Court
has established that unit prices cannot be ac-
cessed either via the right of access to public
information (ex. LTAIBQ).

The advertising of the price of medicinal prod-
uctsisacomplex debate due to the confronta-
tion of competing interests. On the one hand,
greater transparency and control of the ac-
tions of the Public Administration is entirely
desirable, but on the other hand it is inevita-
ble to note that in this area the application of
the limits provided for, whether in European
or national legislation, serves to protect not
only the private interests of companies but
especially the interests of public health sys-
tems in terms of obtaining the best possible
conditions for the public health system when
acquiring medicinal products.

Consequently, we
can affirm that not
only does the LCSP
allow not to publish
the unit prices for
the acquisition of
medicinal products;
Furthermore, the
National High Court
has established
that unit prices
cannot be accessed
either via the right
of access to public
information

(ex. LTAIBG).
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As we have pointed out in this article, main-
taining the confidentiality of the price of
medicinal products favours Spain’s access to
new treatments under cheaper conditions,
which contributes to maintaining the finan-
cial sustainability of the NHS. By maintaining
the confidentiality of the Ex-factory price of
medicinal products, the NHS achieves great-
er discounts on the purchase prices of me-
dicinal products by public hospitals over the
Ex-factory price set by the Ministry of Health.

Maintaining the confidentiality of the ex-fac-
tory price of medicinal products is not in-
compatible with a fully transparent attitude
of the Ministry of Health in relation to the
inclusion of new medicinal products in the
NHS. In this regard, we highlight the publica-
tion of the Therapeutic Positioning Reports
for medicinal products by the Spanish Agen-
cy for Medicinal Products and Medical Devic-
es, the greater information that is being in-
cluded in the public agreements of the CIPM
or the modifications established in the “BI-
FIMED" database on the status of the financ-
ing of medicinal products. All these actions
are positive because they allow us to obtain
the most relevant information on the inclu-
sion of new medicinal products in the public
pharmaceutical service; without prejudice to
the maintenance of the confidentiality of the
specific financing conditions and the ex-fac-
tory price.

For this reason, we consider it necessary for
the Ministry of Health to continue carrying
out actions that contribute to financial sus-
tainability through the maintenance of the
confidentiality of the ex-factory price of me-
dicinal products and their economic condi-
tions.

In this sense, we would like to conclude this
article by proposing two lines of action that
we consider to be positive:

First of all, we consider that the prior public
consultation that was opened in July 2022 for

the modification of the LGURMPS is an opti-
mal opportunity to strengthen the confiden-
tiality of the ex-factory price and the econom-
ic conditions of medicinal products. Among
the various options that could be considered,
we propose that the new LCURMPS includes
the idea that the guarantee of confidentiali-
ty in article 97.3 covers both the information
that the General State Administration ob-
tains in any procedure for the inclusion of a
medicinal product in the public pharmaceu-
tical service, as well as the ex-factory price,
the economic conditions of financing and
the resolution of inclusion in the pharmaceu-
tical benefit of the NHS.

Likewise, it would also be useful to include
a specific chapter on access to information
on pharmaceutical provision of the NHS, de-
tailing the subjects entitled to it and/or the
content and limits of the information that
can be provided. Additional Provision 1 of the
LTAIBG states that “they shall be governed
by their specific regulations (..) those mat-
ters that have a specific legal regime of ac-
cess to information”. Jurisprudence (see, for
example, Supreme Court Judgment 314/2021
of 8 March) has established that, in order to
displace the application of the LTAIBG by vir-
tue of its first additional provision, a legal rule
must include its own specific regime that
allows it to be understood that we are deal-
ing with an alternative regulation due to the
existing specialties in a given area or matter,
thus creating an autonomous regulation in
relation to the legitimate subjects and/or the
content and limits of the information that
can be provided. It would therefore be an
excellent opportunity to establish a specific
regime for access to information that is spe-
cifically designed and takes into account the
idiosyncrasies of the pharmaceutical sector.

Given the long period required for a legis-
lative amendment of this magnitude - it
should be borne in mind that so far only pri-
or public consultation has been carried out
- we believe that this reform would be a me-
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dium-long term measure of implementation.
For this reason, we consider it necessary for
the Ministry of Health to carry out additional
actions in the short term to strengthen and
guarantee the confidentiality of the ex-fac-
tory price of medicinal products and their fi-
nancing conditions.

Secondly, and more immediately, we consid-
er that the Ministry of Health should estab-
lish clauses of express confidentiality of the
ex-factory price itself and the financing con-
ditions in the same resolutions for the inclu-
sion of a medicinal product in the pharma-
ceutical service. Such clauses would consist
of specific and express wording declaring
the confidentiality of the ex-factory price and
the financing conditions.

This measure would be in line with the po-
sition held by the CTBG itself. In its Resolu-
tion 964/2021, of May 17, 2022, the CTBG itself,
in relation to a request for access relating
to the conditions for the acquisition of vac-
cines against COVID-19, stated that “In the
assessment of the justification provided for
denying information on the cost of the oper-
ation, the undoubted fact that, irrespective
of the Judgment that this may merit, the
contracts signed by the European mission
are subject to a duty of confidentiality. (..) In
view of this, the disclosure of the costs by the
Spanish State would entail a breach of that
confidentiality, so that the application of the
limits of Article 14 LTAIBG invoked must be
considered justified”. For this reason, the es-
tablishment of express confidentiality claus-
es would strengthen the position of the Min-
istry of Health in limiting the right of access
to public information of this specific informa-
tion.

Finally, the maintenance of the confiden-
tiality of the ex-factory price should also be
compatible with the maintenance of the
confidentiality of the unit purchase price of
medicinal products by hospitals. There is no
point in keeping the Ex-factory price confi-

Given the long
period required
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amendment of

this magnitude - it
should be borne

in mind that so far
only prior public
consultation has
been carried out

- we believe that
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dential via LTAIBG if, applying public procure-
ment regulations, the unit purchase price is
publicized.

In this sense, and as we have explained, hos-
pitals can and should advertise the “value” of
contracts without specifying the unit price of
medicinal products This maintenance of the
“confidential” unit purchase price - not the
total value of the contract - is fully aligned
with public procurement regulations.

In this sense, and as
we have explained,
hospitals can and
should advertise the
“value” of contracts
without specifying
the unit price of
medicinal products
This maintenance of
the “confidential”
unit purchase price
- not the total value
of the contract - is
fully aligned with
public procurement
regulations.
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[5] Definition according to Regulation 141/2000 of the
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[6] Report on the guarantee of confidentiality in the
procedure for negotiating the financing prices of medic-
inal products, provided in the context of the administra-
tive appeal brought before the Administrative Chamber
of the National High Court (Appeal No.: 55/2020).
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ay_en

[8] https://commission.europa.eu/strategy-and-policy/
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guestions-and-answers-covid-19-vaccination-eu_en

[9] Vid. to that effect, Resolution 478/2019 of 26 Septem-
ber 2019 of the CTBG - Hyrimoz® case.

[10] Vid, to that effect, Resolution 1076/2021 of 15 June
2022 of the CTBG - Luxturna® case.
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RESUMEN: Este articulo examina el impacto de la Ley de Transparencia, Acceso a la Informacién Publica
y Buen Gobierno (LTAIBG) de 2013 en el sector farmacéutico. Se analizan las posturas del Ministerio de
Sanidad, el Consejo de Transparencia y Buen Gobierno (CTBG) y la Comisiéon Europea en relacion con la
confidencialidad del precio y las condiciones de los medicamentos. También se analiza la STC 68/2021y las
posibilidades de declarar confidencial el precio unitario en las licitaciones publicas.

PALABRAS CLAVE: Ley de Transparencia; confidencialidad; transparencia; precio unitario medicamentos;
licitaciones publicas.

ABSTRACT: This article examines the impact of the 2013 Law on Transparency, Access to Public Informa-
tion and Good Governance (LTAIBG) on the pharmaceutical sector. It analyses the positions of the Ministry
of Health, the Council for Transparency and Good Governance (CTBG) and the European Commission in
relation to the confidentiality of the price and conditions of medicinal products. It also analyses the judge-
ment 68/2021 of the Constitutional Court and the possibilities of declaring confidential the unit price in
public tenders.

KEYWORDS: Transparency Act; confidentiality; transparency; medicinal product unit price; public tenders.
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1.1. Net price confidentiality

Since its approval in 2013, the Law on Trans-
parency, Access to Public Information and
Good Governance (LTAIBG) has had a sig-
nificant impact on many sectors, including
the pharmaceutical sector. Over the last few
years, Fundacion CEFl has made a significant
effort to address the specific impact that the
LTAIBG has had on this sector.

In addition to the obligations relating to the
active disclosure of information by public ad-
ministrations, the LTAIBG also incorporated
the right of access to public information by
individuals who wish to do so. In relation to
the pharmaceutical sector, two pieces of in-
formation have been of greatest interest to
third parties who have submitted requests
for access to public information. On the one
hand, the ex-factory price and the financing
conditions of medicinal products established
by the Ministry of Health when including
them in the pharmaceutical provision of the
National Health System (NHS); and, on the
other hand, the unit prices for the purchase
of medicinal products by public hospitals.

Throughout these 8 years, both the Ministry
of Health, the Council of Transparency and
Good Governance (CTBG) and the Spanish
Courts have maintained an erratic position
on this issue. Without prejudice to the fact
that this debate is by no means closed, this
article seeks to reach some conclusions on
this issue in the light of the latest case law
and administrative developments.

First of all, the Ministry of Health seems to
have adopted a clear position on the matter,
being against providing the ex-factory price
of medicinal products in order to defend the
public interest. This can be seen in the “Re-
port on the guarantee of confidentiality in
the procedure for negotiating the prices for

the financing of medicines” prepared by the
Directorate General of Pharmacy at the Min-
istry of Health and presented by the State At-
torney in a legal proceeding. The Directorate
General of Pharmacy used two arguments in
this report to defend the need to maintain a
certain degree of confidentiality regarding
the price of medicinal products and to pro-
tect the secrecy of the information provided
by pharmaceutical companies during the
procedure to include a medicinal product in
the pharmaceutical provision of the NHS.

On the one hand, the Directorate General of
Pharmacy argued that the determination of
the price of a medicinal product in the con-
text of the pharmaceutical provision of the
NHS involves an exercise of weighing the
manufacturing costs, the company’s profit
margin and the therapeutic usefulness of the
product. All these data, according to the Di-
rectorate General of Pharmacy, are privileged
data, the publication of which could seriously
affect the ability of companies to compete
with each other. On the other hand, the Di-
rectorate General of Pharmacy defends the
need to maintain certain levels of confiden-
tiality in relation to the price of medicinal
products because this is beneficial in terms
of protecting public interests, given that con-
fidentiality makes it possible to obtain opti-
mal economic conditions, even better than
those obtained in other countries.

The Administrative Chamber of the Nation-
al High Court, in which this report was pre-
sented, ratified the position of the Ministry
of Health and endorsed not providing the
breakdown of medicinal products that made
up the hospital pharmaceutical expenditure
for 2018, including the number of units and
their acquisition price.

This position of defending public interests
seems to be in line with the position main-
tained by the European Commission in rela-
tion to the unit price of COVID-19 vaccines
that were purchased centrally by the Mem-
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ber States. In this regard, the European Com-
mission defended the confidentiality of the
contracts, and of the unit price of the vac-
cines, on the grounds that the contracts are
protected for confidentiality reasons “which
is justified by the highly competitive nature
of this global market”. In this regard, the Eu-
ropean Commission justified that “[T]his is
in order to protect sensitive negotiations as
well as business related information, such as
financial information and development and
production plans. Disclosing sensitive busi-
ness information would also undermine the
tendering process and have potentially far-
reaching consequences for the ability of the
Commission to carry out its tasks as set out in
the legal instruments that form the basis of
the negotiations. All companies require that
such sensitive business information remains
confidential between the signatories of the
contract. The Commission therefore has to
respect the contracts it concludes with the
companies.”.

Finally, this article also mentioned the Judge-
ment N° 68/2021, of 18 March, of the Consti-
tutional Court, which resolved an appeal of
unconstitutionality filed by the Government
of Aragén against some articles of the Law on
Public Sector Contracts (LCSP). Among oth-
ers, the appellant considered that the second
and third paragraphs of Article 154.7 LCSP
violated the constitutional doctrine on the
limits that basic legislation can regulate with
respect to a matter.

Article 154.7 LCSP establishes that:

“Certain data relating to the conclusion
of the contract may not be published
when it is considered, with due justifi-
cation in the file, that the disclosure of
this information may (..) be contrary to
the public interest or harm legitimate
commercial interests of public or pri-
vate companies or fair competition be-
tween them (...)" (first paragraph). In its
second paragraph, it states that “prior
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to the decision not to publish certain
data relating to the conclusion of the
contract, the contracting bodies shall
request the issuance of a report by
the Council of Transparency and Good
Governance referred to in Law 19/2013,
of 9 December, on transparency, ac-
cess to public information and good
governance, which shall assess wheth-
er or not the right of access to public
information prevails over the assets
that are intended to be safeguarded
by its non-publication, which shall be
issued within a maximum period of ten
days" and “Notwithstanding the above,
this report shall not be required by the
Council of Transparency and Good
Governance in the event that the con-
tracting body has previously consulted
on an identical or similar matter, with-
out prejudice to the due justification
for its exclusion from the file under the
terms established in this section” (third
paragraph).

The Constitutional Court declared the second
and third paragraphs of art. 154.7 LCSP to be
contrary to the constitutional order of com-
petences, given that the requirement that
the report be requested from the CTBG is
considered to be a detailed provision, which
exhausts any possibility of regulation by the
Spanish Autonomous Regions. However, the
Court clarified that this declaration does not
entail their nullity, given that they are applied
at the state level without this having been
the subject of controversy in the proceedings
that gave rise to the ruling.

As stated in the article, the importance of this
Judgement lies in the fact that it can be con-

cluded that the regional contracting bodies
are not obliged to request this report when
they receive a request for non-publication of
certain data relating to the conclusion of the
contract. It is necessary to remember that
the Government of Aragéon did not appeal
the first paragraph of Article 154.7 LCSP; that
is, the paragraph that states that certain data
may not be published when their disclosure
could be detrimental to the commercial in-
terests of the companies. As the following
two paragraphs were annulled, it can be un-
derstood that this decision to make transpar-
ent, or not, is left to the discretion of the con-
tracting bodies, without the need to resort to
the regional bodies responsible for ensuring
the transparency of the actions of the public
administrations, as they are not legally em-
powered to do so.

Due to its proximity, since the publication
of this article at the end of 2021, there have
been no significant developments in the
area of medicinal products price transpar-
ency. However, there are bound to be future
developments affecting this issue. It will be
very interesting to see, for example, if the Su-
preme Court has the opportunity to rule on
the confidentiality of the ex-factory price of
medicinal products and whether this is cov-
ered by article 97 of the Law on Guarantees
and Rational Use of Medicinal Products and
Medical Devices. It will also be interesting to
see how the regional contracting bodies ap-
ply the aforementioned Constitutional Court
Judgement.

Sean Carles failack

de ey
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RESUMEN: El presente articulo tiene como objetivo aportar algunas reflexiones sobre las uUltimas nove-
dades en materia de transparencia del precio de los medicamentos de uso humano.

Este articulo analiza un informe del Ministerio de Sanidad que defiende mantener cierta confidencialidad
en el precio de los medicamentos, asi como la posicién de la Comisién Europea respecto el precio de las
vacunas contra el COVID-19. Por Ultimo, se analiza la sentencia del Tribunal Constitucional que declara
inconstitucionales algunos preceptos de la Ley de Contratos del Sector Publico.
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ABSTRACT: The purpose of this article is to provide some analysis on the latest developments in the
area of price transparency of medicines for human use. This article analyses a report issued by the
Ministry of Health that defends maintaining a certain degree of confidentiality in the price of medi-
cines, as well as the European Commission’s position on the price of vaccines against Covid-19. Finally,
it analyses the ruling of the Constitutional Court declaring unconstitutional some precepts of the
Public Sector Contracts Law.
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The transparency of the price of medicinal
products for hospital use is a highly relevant is-
sue. The cost of the pharmaceutical provision
of the National Health System (NHS), the con-
fidentiality of the information that companies
provide in the process that they must follow
in order to have the maximum industrial price
of their products approved, or the regulations
that promote greater transparency in the ac-
tions of the Administration, are some of the
factors that converge and that can sometimes
reveal the existence of contradictory interests.

In recent years, Fundaciéon CEFIl has made
a major effort to address the impact on the
pharmaceutical sector of the entry into force
and application of Law 19/2013, of December
9, 2013, on Transparency, Access to Public In-
formation and Good Governance (LTAIBG).

In number 66 of this same publication, Al-
berto Dorrego' gave a very good presenta-
tion on the problems that the LTAIBG and
Law 9/2017, of November 8, on Public Sector
Contracts (LCSP) have generated around the
confidentiality of the price of medicinal prod-
ucts, both in the context of administrative
procedures for setting the price of financing,
and in the context of negotiated procedures
for the public purchase of innovative medic-
inal products protected by intellectual prop-
erty rights.

Subsequently, in number 68 of the same
publication, Jordi Faus, Mercé Maresma and
Laura Marques? argued that the rules gov-
erning medicinal products prices and anti-
trust law allow us to question how the rules
on transparency should be applied, and that
the objectives pursued by administrative
decisions on setting the maximum price
of a medicinal product transparent can be
achieved without the need for pharmaceuti-
cal companies to waive the confidentiality of
certain information.

Also, in number 72 of this publication, Pablo
Garcia Vazquez and Irene Moreno-Tapia Ri-
vas®, commented on Resolution N°. 92/2019,
of 19 December 2019, of the Basque Commis-
sion for Access to Public Information (CVAIP).
This Resolution aroused particular interest as
it was one of the first pronouncements on
requests for access to the purchase price of
medicinal products in the framework of pub-
lic hospital tendering. The CVAIP decided to
refuse access to the unit price per complete
treatment of a medicinal product as well as
to the number of treatments foreseen in the
published tender. The CVAIP based its deci-
sion on the harm that disclosure of this in-
formation would cause, as it could affect the
pricing policy followed by the bidding phar-
maceutical company before other public Ad-
ministrations.

This article aims to reflect on a number of
new developments that have emerged in the
last year in relation to the confidentiality or
transparency of medicinal product prices.

We refer, firstly, to the Judgement of 30
March 2021 of the Administrative Chamber
of the National High Court, which resolves
an appeal filed against a Judgement of the
Central Administrative Court number 6. The
appealed Judgement confirmed a Resolu-
tion of the Council of Transparency and Good
Governance (CTBG) that ordered the Ministry
of Health to provide the interested party with
the “breakdown of the medicinal products
that make up the hospital pharmaceutical
expenditure corresponding to 2018, includ-
ing information on the active ingredient,
brand name, number of units, acquisition
price and laboratory that markets, for each
of the Autonomous Communities and other
Public Administrations in an editable format
(excel or scv)'. The Administrative Chamber
of the National High Court overturns this
Judgement, and in doing so relies on a report
by the Directorate General of Pharmacy at
the Ministry of Health that justifies the need
to maintain the confidentiality of the price of
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medicinal products, a report that we will also
discuss in this article.

Secondly, it seems relevant to comment
briefly on the confidentiality policy that the
European Commission has adopted in rela-
tion to the price of COVID-19 vaccines. De-

spite the advances in transparency that the
European Commission has made with the
publication of contracts and advance pur-
chase agreements, information such as the
price paid for them has remained confiden-
tial. In this article we will analyse the justifi-
cation that the European Commission has
used in this regard and what lessons can be
learned from this justification.

Finally, we will comment on Judgement N°.
68/2021, of 18 March, of the Constitutional
Court, which resolves an appeal of uncon-
stitutionality presented by the Government
of Aragdn against some articles of the LCSP.
Among other contested precepts, the Gov-
ernment of Aragdn considered that the sec-
ond and third paragraphs of Article 154.7
LCSP violated the constitutional doctrine on
the limits that basic legislation can regulate
with respect to a matter. As will be developed

Despite the
advances in
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the European
Commission has
made with the
publication of

contracts and
advance purchase
agreements,
information such as
the price paid for
them has remained
confidential.
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below, Article 154.7 LCSP establishes that the
contracting body, with justification and after
a report from the CTBG, may decide not to
publish certain data relating to a contract
when its disclosure would be contrary to the
public interest or could harm the commer-
cial interests of the companies. The Consti-
tutional Court has upheld the appeal by the
Government of Aragoén, declaring these pre-
cepts contrary to the constitutional order of
competences as they are not of a basic na-
ture, leaving the application of this article at

the regional level in an uncertain situation.
We will expand on this point and its practical
consequences throughout this article.

2.1. The position of the Ministry of Health
and progress in transparency

As established in Article 17.1 LTAIBG, the pro-
cedure for exercising the right of access to
public information begins with the submis-
sion of a request addressed to the head of
the administrative body or entity that holds
such information. Once the request reaches
the administrative body that must decide on
it, the latter must first analyse whether the
grounds for refusal set out in Article 18.1 LTAI-
BG apply. The rule states that requests shall
be inadmissible if: (i) they refer to informa-
tion in the process of preparation or gener-
al publication; (ii) those referring to auxiliary
or support information; (iii) those relating to
information whose disclosure requires pri-
or redrafting; (iv) those addressed to a body
that does not hold the information when the
competent body is unknown; and (v) those
that are manifestly repetitive or abusive in
nature that is not justified by aim of transpar-
ency pursued by the LTAIBG.

Having ruled out the application of the afore-
mentioned grounds for inadmissibility, the
Administration must analyse the merits of
the matter. Public information may comprise
content or documents in the possession of
the Administration that have been prepared
or acquired in the exercise of its functions.
In such cases, disclosure of such public in-
formation may affect the rights or interests
of third parties. In conducting this substan-
tive analysis, the Administration is obliged to
allow third parties whose interests or rights
may be affected by the request to participate
in the process.

Once this interested third party has made
its allegations, the Administration must de-
cide to grant or deny access to the requested
information by applying the criteria estab-
lished in Articles 14 and 15 LTAIBG.

Article 14.1 provides that the right of ac-
cess to public information may be limit-
ed where access to the information would
harm, among other things, commercial and
economic interests (14.1.h), professional se-
crecy and intellectual and industrial prop-
erty (14.1]), the guarantee of confidentiality
or the secrecy required in decision-making
processes (14.1k). The application of these
limits, however, must be duly justified and
proportionate to their object and purpose of
protection, and must take into account the
specific circumstances of each case, espe-
cially the concurrence of an overriding pub-
lic or private interest that justifies access to
the requested information. Article 15 LTAI-
BG, for its part, establishes the guarantees
related to the protection of personal data in
requests for access to public information.

As Alberto Dorrego points out in his afore-
mentioned article, after the entry into force
of the LTAIBG, the Ministry of Health react-
ed to requests for information related to the
price of medicinal products with a certain
disdain, without taking care to build a solid
argumentation about the need to maintain
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certain levels of confidentiality in the process
of adopting decisions on public funding and
medicinal products pricing.

It was not until August 2019 that the Ministry
of Health began to show a more solid legal
reasoning“ about the need to maintain a cer-
tain degree of confidentiality in matters relat-
ed to the financing conditions of medicinal
products. Thus, in response to a request for
access to information requesting access to
the price and reimbursement resolution for
the medicinal product Hymiroz®, the Min-
istry of Health argued that the granting of
this information should be limited because it
would violate the economic and commercial
interests of the pharmaceutical company of-
fering the medicinal product to the NHS, as
well as professional secrecy and intellectual
and industrial property. Despite not granting
the copy of the resolution on the financing
and price of Hymiroz®, the Ministry of Health
did grant partial access to the information re-
guested, informing the notified price of the
medicinal product in question.

Subsequently, and despite maintaining an
erratic stance on some occasions, the Min-
istry of Health has maintained a similar rea-
soning in the face of similar requests for ac-
cess to information®.

2.2. The National High Court Judge-
ment and the Directorate General of
Pharmacy report, a first step towards
the application of one of the legal li-
mits foreseen for requests for access
to public information?

A recent Judgement by the Administrative
Chamber of the National High Court has
shed some light on whether the Ministry of
Health must provide the price of medicinal
products when these are requested via the
LTAIBG. In this case, the Judgement deals
with the request that a citizen made to the
Ministry requesting the “breakdown of the
medicinal products that make up the hos-

pital pharmaceutical expenditure for 2018,
including information on the active ingredi-
ent, brand name, number of units, purchase
price and the laboratory that markets them,
for each of the Autonomous Communities
and other Public Administrations in an edit-
able format (excel or scv)".

In response to this request, the Ministry of
Health denied access to the requested in-
formation, citing the application of the limit
provided for in Article 14.1.k) LTAIBG, namely
“the guarantee of confidentiality or secre-
cy required in decisionmaking processes”.
What the Ministry of Health did provide was
a link to its website where data on the con-
sumption of medicinal products in the hos-
pital setting can be consulted, data which are
published on a monthly basis.

In response, the interested party filed a com-
plaint with the CTBG. In its decision, the
CTBG urged the Ministry of Health to provide
the rest of the information requested, con-
sidering that the limit invoked did not ap-
ply. According to the CTBG, the information
requested fell within the concept of “public
information” and this concept should be in-
terpreted broadly.

The Ministry of Health appealed the decision
by the CTBG before the administrative ju-
risdiction. The Central Administrative Court
number 6, at first instance, dismissed the ap-
peal. The State Attorney’'s Office lodged an
appeal, alleging, among other arguments,
that the appealed judgment erred in the as-
sessment of the evidence with respect to the
concurrence of the limit provided for in Article
14.1.K) LTAIBG. The Ministry of Health under-
stood that the confidentiality of the price of
medicinal products is recognised ex lege, and
that this confidentiality had been accredited
with the submission of a report prepared by
the Directorate General of Pharmacy.

In its Judgement, the Chamber upheld the
position maintained by the Ministry of Health
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based on the idea that providing the request-
ed information would entail evident, real and
effective harm to the economic and com-
mercial interests of the pharmaceutical com-
panies. In its analysis of the issue, the Court
took into consideration the report issued by
the Directorate General of Pharmacy, and
presented by the Solicitor General's Office,
in which it argued that, in the procedure for
setting the price of medicinal products, it is
essential to keep the information available
to each party confidential; information that
should not be revealed in order to protect the
public interest, which consists, in essence, of
obtaining the best possible price when in-
cluding the medicinal product in the public
pharmaceutical provision in Spain.

At the time, after reading this Judgement, the
authors of this article considered it important
to know the content of this report, and we
decided to request a copy of it, exercising our
right of access to public information in appli-
cation of the provisions of the LTAIBG. In re-
sponse to this request, the Ministry of Health
provided us with a document entitled “Report
on the guarantee of confidentiality in the pro-
cedure for negotiating medicinal products fi-
nancing prices” prepared by the Directorate
General of Pharmacy, which the Solicitor Gen-
eral's Office had submitted to the legal pro-
ceedings in which the aforementioned Judg-
ment was handed down.

This document details that the report had
been drawn up at the request of the Solicitor
General's Office, which wished to know in de-
tail “the procedure for negotiating the prices
for financing medicinal products in order to
justify the application of the limit of article
14.1.k) LTAIBG". In response to this request, the
Directorate General of Pharmacy considered it
necessary to make a brief excursus on the pric-
es of medicinal products and their projection
in the European geopolitical environment.

The Directorate General of Pharmacy uses
two arguments in its report to defend the

(...) in the procedure
for setting the
price of medicinal
products, it is
essential to keep
the information
available to each
party confidential;
information that
should not be
revealed in order to
protect the public
interest, which
consists, in essence,
of obtaining the
best possible price
when including the
medicinal product
in the public
pharmaceutical
provision in Spain.

need to maintain a certain confidentiality of
the price of medicinal products and to pro-
tect the secrecy of the information provided
by pharmaceutical companies during the
procedure for the inclusion of a medicine in
the pharmaceutical provision of the NHS.

CUADERNOS DE DERECHO FARMACEUTICO SPECIAL ISSUE 2025 | 131




First, the Directorate General of Pharmacy
argues that the determination of the price
of a medicinal product in the context of the
pharmaceutical provision of the SNS involves
an exercise of weighing the manufactur-
ing costs, the company’s profit margin and
the therapeutic usefulness of the product.
All these data, according to the Directorate
General of Pharmacy, are proprietary data,
the publication of which could seriously af-
fect the ability of companies to compete
with each other. This information contains,
among others, data relating to product, sup-
ply and transformation costs (raw materials,
labour costs, licences, etc.); commmercial costs
(such as personnel or transport issues); in-
formation relating to sales forecasts, market
shares, economic analysis and pharmacolog-
ical costs; “information which is all covered
by professional secrecy; information, as can
be seen, whose disclosure could seriously af-
fect the economic and commercial interests
of the companies concerned”.

This information, as the Ministry of Health it-
self points out, benefits from a special confi-
dential regime under article 97.3 of the Law
on Guarantees and Rational Use of Medicinal
Products and Medical Devices.

Secondly, the Directorate General of Pharma-
cy defends the need to maintain certain lev-
els of confidentiality in relation to the price
of medicinal products because this achieves
benefits in terms of the protection of public
interests, given that confidentiality makes it
possible to achieve optimal economic con-
ditions, even better than those obtained by
other countries.

In the words of the Ministry of Health itself,
“EU countries use the prices financed in oth-
er Member States, when they are made pub-
lic, to achieve price reductions in their public
systems. This creates a situation where Mar-
keting Authorisation Holders for a particular
medicine are not willing to make conces-
sions (price reductions) in a given country

(...) the Directorate
General of
Pharmacy

argues that the
determination

of the price of a
medicinal product
in the context of
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the product.

All these data,
according to the
Directorate General
of Pharmacy, are
proprietary data,
the publication

of which could
seriously affect the
ability of companies
to compete with
each other.

CUADERNOS DE DERECHO FARMACEUTICO SPECIAL ISSUE 2025 | 132



(...) the Directorate
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confidentiality
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obtained by other
countries.

(e.g., in countries with a less prosperous eco-
nomic situation) if the prices in that country
are made public, as this would force them
to apply the same advantages in countries
with better economic situations.

As a result, many countries—includ ing Spain-
avoid publishing these prices as a measure
to protect national interests, since only by
maintaining the secrecy of these prices can
they ensure that they obtain better condi-
tions. In other words, giving third parties ac-
cess to the prices at which medicinal prod-
ucts are financed in Spain would mean a
loss of credibility for our Administration, and
would entail a negotiating disadvantage
when it comes to obtaining more competi-
tive prices (which could be achieved taking
into account our more disadvantaged eco-
nomic-financial situation than other neigh-
bouring countries, due to our high public
deficit and lower per capita income). Con-
sider that neighbouring countries (UK and
France), take great care not to reveal the
advantages they obtain in their medici-
nal products financing negotiations, in the
knowledge that this allows them to obtain
greater savings compared to countries that
do not guarantee the confidentiality of ne-
gotiations”.

The Directorate General of Pharmacy con-
cludes by arguing that “it is contrary to
Spain’s interests to make available to other
Member States information that would help
them in their price negotiations in their re-
spective countries, but which would be detri-
mental to obtaining savings in Spain.”

All this, but especially this last statement,
leads us to ask the following question: can
access to information on the price of medic-
inal products be denied on the grounds that
such access may be detrimental to the eco-
nomic policy of the State?

According to the Directorate General of Phar-
macy report, the answer seems obvious and
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can only be in the affirmative. It seems rea-
sonable that the Ministry of Health, when
faced with a request for access to information
on the price of a medicine, should invoke the
application of the limit of article 14.1.i) LTAIBG.
This precept indicates that the right of access
may be limited when accessing the infor-
mation would be detrimental to the State's
economic and monetary policy. The same
argument could be used by any pharmaceu-
tical company when making allegations in
response to a request for information on the
publicly funded unit prices of its products.

Of the 1,386 refusals issued by the General
State Administration as a whole since the en-
try into force of the LTAIBG, and which can

(...) can access to
information on the price

of medicinal products be
denied on the grounds

that such access may be
detrimental to the economic

policy of the State?

be consulted on the transparency portal of
the General State Administration®, in only 9
of them has the limit of article 14.1.i) LTAIBG
been invoked as a reason for refusing the re-
guested information. Moreover, in all of them,
this limit has been used as an accessory to
other limits, without using very elaborate
argu ments in this regard. We are, therefore,
faced with the limit least invoked by the Gen-
eral State Administration.

With regard to the jurisprudence of the
courts on the application of this limit, we are
not aware of any judgement in which it has
been analysed in depth.

Why do we think we can raise the possibil-
ity of invoking this limit? According to data
published by the Ministry of Treasury on its
website’, the hospital pharmaceutical expen-
diture on medicinal products and medical
devices, added to expenditure on medicinal
products and medical devices dispensed by
prescription and dispensing order, reached
almost €20 billion in 2020 for all Public Ad-
ministrations. In view of the magnitude of
this figure, and considering the arguments
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set out in the Directorate General of Pharma-
cy report, the application of the limit in Arti-
cle 14.1.i makes perfect sense.

The LTAIBG establishes that the application
of the limits of article 14.1 must be justified
and proportionate to its object and purpose
of protection, and take into account the cir-
cumstances of the specific case, especially
the concurrence of an overriding public or
private interest that justifies access, and it is
notorious that case law has interpreted this
precept in a restrictive manner, such that the
application of the same must be exceptional.

However, this exceptionality in the applica-
tion of the limits of Article 14.1 LTAIBG should
not prevent them from being applied when
the circumstances provided for in the law are
met.

In the specific case of advertising the price
of medicinal products, and in view of the im-
pact it could have on the State's economic
policy, the public interest in providing this
information clashes with the public interest
in ensuring that the medicinal products fi-
nanced by the NHS can be acquired under
the best possible conditions, which is in line
with the objectives of sustainability of the

public health system that must prevail in the
context of this debate.

This is precisely what has happened in the
European Union with regard to the purchase
price of COVID-19 vaccines, the confidential-
ity of which has been defended by the Euro-
pean Commission precisely on the grounds
that the public interest that should prevail is
not indiscriminate transparency, but that the

(...) the hospital
pharmaceutical
expenditure on
medicinal products
and medical
devices, added to
expenditure on
medicinal products
and medical devices
dispensed by
prescription and
dispensing order,
reached almost
€20 billion in
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Administrations.
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purchase of vaccines could be made under
the best possible conditions.

As is known, last June 2020, the European
Commissionissued a Decision®approving the
agreement with Member States for the joint
purchase, on behalf of all Member States, of
COVID-19 vaccines. This Decision has its legal
basis in Council Regulation (EU) 2016/369 of
15 March 2016 on the provision of emergency
assistance in the Union.

Regulation (EU) 2016/369 sets out various
methods of emergency assistance by the
European Union in the event of natural or
man-made disasters, including “contracting
by the Commission, on behalf of Member
States, based on an agreement between the
Commission and the Member States”.

The joint purchase of COVID-19 vaccines
was formulated through Advance Purchase
Agreements (APAs) with potential producers
of COVID-19 vaccines, whereby the Europe-
an Commission secured a number of doses
which, once authorised and produced, were
to be distributed proportionally among the
Member States. Subsequently, on the basis of
these APAs, the European Commission negoti-
ated with the vaccine producers the Purchase
Agreements (PAs) for the vaccines.

Initially, the European Commission decided
not to publish neither the APAs nor the PAs.
However, following delays in the delivery of the
agreed doses of one of the vaccines, the Eu-
ropean Commission decided to “make trans-
parent” the purchase contract for these spe-
cific vaccines. Note that we have put the word
“transparent” in quotation marks; this is be-
cause a relevant part of this contract was cen-
sored and its content is no longer accessible.
Among the censored information is the price
and economic conditions of the contract.

Subsequently, the European Commission
has published most of the vaccine sales con-
tracts that have been finalised with other

pharmaceutical companies, as well as Ad-
vance Purchase agreements. While all of
these contracts have their specificities, the
published version of all of them have one
thing in common: the section on the unit
cost of the vaccines and their financing con-
ditions are censored. The European Commis-
sion’'s argumentation? for the need to main-
tain this confidentiality is as follows:

“Contracts are protected for confiden-
tiality reasons, which is warranted by
the highly competitive nature of this
global market. This is in order to pro-
tect sensitive negotiations as well as
business related information, such as
financial information and develop-
ment and production plans.

Disclosing sensitive business informa-
tion would also undermine the ten-
dering process and have potentially
far-reaching consequences for the
ability of the Commission to carry out
its tasks as set out in the legal instru-
ments that form the basis of the ne-
gotiations. All companies require that
such sensitive business information re-
mains confidential between the signa-
tories of the contract. The Commission
therefore has to respect the contracts
it concludes with the companies.”

This has undoubtedly been a contentious is-
sue that has generated numerous reactions
from various sectors of society. Several Mem-
bers of the European Parliament (MEP) have
submitted written questions to the European
Commission on the lack of transparency of
the European Commission on contracts and
their economic conditions.

In recent months, MEPs have submitted
more than 14 written questions to the Europe-
an Commission on the lack of transparency in
contracts with pharmaceutical companies®.
The European Commission has responded
on the basis of the same arguments it had
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already used on its website: “the law protects
the commercial interests of companies.
Non-disclosure clauses are a standard fea-
ture of purchasing agreements. They protect
the legitimate interests of companies, which
have invested heavily in research and pro-
duction capacity. There are also rules that
protect the bidding process. Disclosure of
sensitive business information would weak-
en the EU’s position in ongoing negotiations,
thereby undermining the beneficial effects
of fair competition and the effectiveness of
the single procurement process which has
led to the best deal for Member States and
citizens”.

The CTBG has also ruled on the confidentiali-
ty of the APAs in two resolutions" that sought
to elucidate whether or not the Ministry of
Health's refusal to provide a copy of the con-
tracts with the pharmaceutical companies
for the acquisition of the COVID-19 vaccines
was in accordance with the law.

In both cases, the Ministry of Health had
refused to grant the information on the
grounds that the APAs are governed by Com-
munity legislation on the transparency of the
European Commission’s activity, which es-
tablishes a specific regime for access to in-
formation. The LTAIBG establishes, in its first
additional provision, that those matters that
have a specific legal regime for access to in-
formation shall be governed by their specific
regulations. On the basis of this first addition-
al provision, the Ministry of Health consid-
ered that access to this information should
be denied because it should be requested
from the European Commission, following
the specific procedure established.

The CTBG accepts and shares this argumen-
tation. Specifically, the CTBG takes into ac-
count that the APAs were signed by the Eu-
ropean Commission and the pharmaceutical
companies to include the clauses on the de-
velopment, production, priority purchase op-
tion and supply of the different vaccines with

“The law protects the
commercial interests
of companies.
Non-disclosure
clauses are a
standard feature

of purchasing
agreements.

They protect the
legitimate interests
of companies, which
have invested heavily
in research and
production capacity.
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that protect the
bidding process.
Disclosure of sensitive
business information
would weaken the
EU's position in
ongoing negotiations,
thereby undermining
the beneficial effects
of fair competition
and the effectiveness
of the single
procurement process
which has led to the
best deal for Member
States and citizens".
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the potential to be authorised for immuni-
sation against COVID-19. For this reason, the
CTBG considers that the APAs are not a doc-
ument that is necessarily in the possession
of the Spanish Administration, as required
by article 13 LTAIBG. Bearing in mind that
the European Commission is not a subject
included in the scope of application of the
LTAIBG, the CTBG dismisses the complaints
filed against the Ministry of Health's refusal
to provide the requested information.

The arguments used by the European Com-
mission to defend the confidentiality of the
price of the COVID-19 vaccines are reasonable
and can be perfectly linked to what we have
stated regarding the application of the limits
of article 14.1 LTAIBG. In short, these are argu-
ments that can be viewed positively from the
standpoint of protecting the public interest. If,
asinthis case, a choice must be made between

transparency or access to medicinal products
under the best possible conditions, both pub-
lic interests being worthy of protection, there is
no doubt that the latter should prevail.

As Alberto Dorrego reasoned in his afore-
mentioned article, the transparency of the
award prices of medicinal product supply
contracts (i.e. the unit public procurement
price) is of great concern to the pharmaceu-
tical industry.

Article 154 of the LCSP sets out the require-
ments that contract formalisation notices
must meet. Among its provisions, the sev-
enth paragraph establishes that “Certain in-
formation relating to the conclusion of the
contract may not be published when it is

The arguments used
by the European
Commission

to defend the
confidentiality of
the price of the
COVID-19 vaccines are
reasonable and can
be perfectly linked
to what we have
stated regarding the
application of the
limits of article 14.1
LTAIBG.

considered, with due justification in the file,
that the disclosure of this information may
(..) be contrary to the public interest or harm
legitimate commercial interests of public or
private companies or fair competition be-
tween them (..)" (first paragraph). In its sec-
ond paragraph, it states that “prior to the
decision not to publish certain data relating
to the conclusion of the contract, the con-
tracting bodies shall request the issuance
of a report by the Council for Transparency
and Good Governance referred to in Law
19/2013, of 9 December, on transparency, ac-
cess to public information and good gover-
nance, which shall assess whether or not the
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right of access to public information prevails
over the assets that are intended to be safe-
guarded by its non-publication, which shall
be issued within a maximum period of ten
days” and “Notwithstanding the above, said
report shall not be required by the Coun-
cil for Transparency and Good Governance
in the event that the contracting body has
previously consulted on an identical or sim-
ilar matter, without prejudice to the due
Jjustification for its exclusion from the file in
the terms established in this section.” (third

paragraph).

Alberto Dorrego raised some interesting
questions regarding the practical applicabili-
ty of the precept. The first referred to the ap-
plicability of this precept at the regional level,
stating that “it is not easy to know whether or
not the reference to the CTBG extends to the
similar transparency bodies of the Auton-
omous Regions, since here we are dealing
with an atypical function of the CTBG, not
regulated in the LTAIBG".

Well, this first question has been partial-
ly clarified in Judgement N°. 68/2021, of 18
March, of the Constitutional Court, which re-
solves the appeal of unconstitutionality filed
by the Government of Aragdén against vari-
ous precepts of the LCSP.

As we mentioned in the introduction to this
article, the second and third paragraphs of
Article 154.7 LCSP were challenged, as the
Government of Aragdn considered that they
violated the constitutional doctrine on the
limits that the basic legislation of a matter
can regulate.

Article 149118 of the Spanish Constitution
grants exclusive powers to the State Gov-
ernment in matters of basic legislation on
contracts. The doctrine of the Constitutional
Court in relation to this question establishes
that basic legislation must allow the Auton-
omous Regions to develop it through their
own legislative options, so that the “basic”

does not completely exhaust the matter;
something which happens when a regula-
tion is excessively detailed or meticulous. In
accordance with the doctrine established by
the Constitutional Court, those detailed or
procedural precepts that could be substitut-
ed by other complementary or detailed reg-
ulations elaborated by the Devolved Regions
with powers to do so cannot be considered
as “basic”.

The Constitutional Court ruled that the re-
port referred to in the second paragraph of
Article 154.7 LCSP is articulated as “an instru-
ment to reinforce the transparency of pub-
lic activity in matters of contracting, and to
guarantee the right of access to information
relating to this contractual activity”; a report
of a mandatory nature, prior to the decision
adopted by the contracting body and, very
importantly, non-binding. From this point of
view, according to the Constitutional Court,
there would be no objection to describing it
as “basic”. However, the fact that the report
is required to be submitted to the CTBG is
considered to be a detailed provision, which
exhausts any possibility of self-regulation by
the Autonomous Regions. This is because
the CTBG is configured as an independent
body that exercises its powers in relation to
the General State Administration, unless by
agreement the exercise of its functions is ex-
tended to the Autonomous Regions. Conse-
quently, this obligation to refer to the CTBG
goes beyond the consideration of “basic” leg-
islation.

In accordance with this reasoning, and be-
cause they are not of a basic nature, the Con-
stitutional Court declares the second and
third paragraphs of Article 154.7 LCSP to be
contrary to the constitutional order of com-
petences. However, the Court clarifies that
this declaration does not entail their nullity,
given that they are applied at the state level
without this having been the subject of con-
troversy in the proceedings that gave rise to
the Judgement.
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So far, the use of the power established in
article 154.7 LCSP by contracting bodies has
been minimal. At the request of the authors
of this article, the CTBG has reported™ that,
during 2018, 2019, 2020 and 2021, it has only
issued a single report under article 154.7
LCSP. This report declared the prevalence of
the right to public information over the res-
ervation of contractual advertising, expressly
admitting that the contracting body may ex-
clude from publication the “name, address,
telephone and fax number and email and
internet address of the selected bidder, pro-
vided that it is duly assessed and justified
that the disclosure of this information could
harm the legitimate commercial interest of
the company awarded the contract”, an is-
sue that, in view of the information provided
by the contracting body, could not be direct-
ly assessed by the CTBG.

Many of the Autonomous Regions have their
own bodies responsible for overseeing the
application of the principle of transparency
in their respective communities. These bod-
ies publish on their websites the resolutions
and reports they issue under their respective
competences. Some of these bodies have is-
sued reports under article 154.7 LCSP, when
requested to do so by a contracting body of
their Autonomous Regions.

Although we have not been able to have ac-
cess to a large number of reports issued un-
der Article 154.7 LCSP (we do not know if this
is because they have not been issued or be-
cause they are not published), we do know
that some have been issued.

An interesting question arises here that mer-
its comment.

As we have seen, the LCSP assigns to the
CTBG the issuing of the reports related to Ar-
ticle 154.7 LCSP. This provision has been an-
nulled by the Constitutional Court when its
application is to be made by a regional con-
tracting body. At this point, we must ask our-

selves whether the regional contracting bod-
ies, when they receive a petition requesting
the non-publication of certain data relating
to the conclusion of a contract, because they
consider that the disclosure of this informa-
tion may harm the commercial interests of
the companies, should request some kind of
report and from whom they should request it.

To answer this question, we believe that first
of all, the regional regulations should be re-
viewed to see if any of the rules governing the
regional bodies responsible for ensuring the
transparency of the actions of the regional
public administrations include this power. If
not, and bearing in mind that the Constitu-
tional Court has annulled the paragraphs that
entrusted the report to the CTBG, we under-
stand that it would not be necessary to obtain

As we have seen,
the LCSP assigns to
the CTBG the issuing
of the reports
related to Article
154.7 LCSP. This

provision has been
annulled by the
Constitutional Court
when its application
is to be made by a
regional contracting
body.
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this report in order to decide whether or not to
publish any information on public contracts.

In relation to this question, to date, none of
the autonomous regional transparency laws
expressly includes the possibility of their
bodies issuing the report referred to in the
second paragraph of Article 154.7 LCSP. Con-
sequently, the issuing of this report would
not be legally possible under this legal alter-
native either.

However, and as the only exception, the most
recent version of Law 4/2016, of 15 December,
on Transparency and Good Governance of
Castilla-La Mancha®, in its article 63.1.e) in-
cludes as a function of the Regional Coun-
cil for Transparency and Good Governance
(CRTBG-CLM) and its Presidency “to respond
to the queries that, on an optional basis, are
submitted to it in matters of transparen-
cy and good governance”. We understand
that the contracting bodies of Castilla-La
Mancha, in case of doubt, could consult the
CRTBG-CLM on the appropriateness of omit-
ting or publicising certain information in a
formalisation notice. In any case, as the law
itself indicates, this report would only be an
optional opinion.

The Constitutional Court’'s Judgement also
clarifies another of the questions that Dorrego
raised in his article: whether or not the reports
issued by the CTBG are binding for contracting
bodies. In this sense, and despite the fact that
it was not the subject of the appeal lodged by
the Government of Aragdén, the Constitutional
Court's Judgement is clear and leaves no room
for doubt, adding that “the report, as is clear
from the state regulation, is mandatory and is
prior to the decision adopted by the contract-
ing body, but is not binding”.

We can therefore conclude that the region-
al contracting bodies are not obliged to re-
quest this report. It is necessary to remember
that the Government of Aragdn did not ap-
peal the first paragraph of Article 154.7 LCSP;

that is, the paragraph that states that certain
data may not be published when their dis-
closure could be detrimental to the commer-
cial interests of the companies. As the follow-
ing two paragraphs have been annulled, we
must understand that this decision to make
transparent, or not, is left to the discretion of
the contracting bodies, without the need to
resort to the regional bodies responsible for
ensuring the transparency of the actions of
the public administrations, as they are not le-
gally empowered to do so.

The two Judgments discussed in this arti-
cle, together with the Directorate General of
Pharmacy at the Ministry of Health report, as
well as the position adopted by the European
Commission in relation to the confidentiality
of the price of vaccines against Covid-19 show
that advertising the price of medicinal prod-
ucts is a complex debate due to the confron-
tation of interests at stake. On the one hand,
greater transparency and control of the ac-
tions of the public administration is highly
desirable, but on the other hand, it is inevi-
table that in this area the application of the
limits legally provided for in the applicable
regulations, whether European or national,
servesto protect not only the private interests
of companies, but especially the interests of
public health systems in terms of obtaining
the best possible conditions for the purchase
of medicinal products. The case law and the
Directorate General of Pharmacy at the Min-
istry of Health report we have discussed are
very clear in this respect: thanks to the res-
ervation of certain information related to the
financing conditions of medicinal products,
pharmaceutical companies are more willing
to make price concessions and public health
systems obtain better prices, which benefits
patients access to treatment.

Based on the above, given the high econom-
ic impact that pharmaceutical provision has
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on public accounts, we believe that requests
for information related to the unit prices for
the supply of medicinal products to Social Se-
curity management bodies or the maximum
financing prices approved by the Intermin-
isterial Commission on Medicinal Product
Prices could be denied on the grounds that
providing access to this information would
negatively affect the State's economic policy
(ex. art. 14.1.i LTAIBQ).

In the area of public tenders, it would also
be appropriate not to make transparent the
unit price paid for the supply of medicinal
products. The aforementioned Constitution-
al Court Judgement also allows the bodies of
the Autonomous Communities, when they
receive a request not to publish certain infor-
mation on a contract, not to be obliged to re-
guest a report from the CTBG. The regulation
that included this precept is contrary to the
constitutional order and its applicability has
been reduced to the General State Adminis-
tration.

In short, as we have seen, maintaining the
confidentiality of the price of medicinal prod-
ucts is fully justified by the benefits it brings
for public interests and there are very sol-
id legal arguments for both the Ministry of
Health and the European Commission or the
contracting bodies and, where appropriate,
the CTBG to continue to guarantee this con-
fidentiality.

[11 Dorrego, Alberto; “La Transparencia en la Fijacion del
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RESUMEN: E| presente articulo tiene como objetivo aportar algunas reflexiones sobre la interaccién entre
el derecho de acceso a la informacién publica y la protecciéon de los derechos e intereses de terceros que
puedan verse afectados cuando se formula una solicitud de acceso a dicha informacion. Este articulo se
muestra critico con las deficiencias que presenta la Ley 19/2013 en relacién con el trdmite de audiencia a
terceros.

PALABRAS CLAVE: Ley de Transparencia; Acceso a la Informacién Publica y Buen Gobierno; tramite de ale-
gaciones; audiencia a terceros; acceso a la informacion; Consejo de Transparencia y Buen Gobierno.

ABSTRACT: The purpose of this article is to provide some insight on the interaction between the right to
access public information and the protection of the rights and interests of third parties that may be affect-
ed when a request for access to information is made. This article has a critical view of how Law 19/2013 deals
with the right of third parties to be heard in these proceedings.

KEYWORDS: Law on Transparency; Access to Public Information and Good Governance; pleading pro-
ceeding; hearings; access to information; Council of Transparency and Good Governance.
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On 9 December 2020, 7 years have passed
since the publication in the Official State Ga-
zette of Law 19/2013, on Transparency, Access
to Public Information and Good Governance
(hereinafter, the “LTAIBG").

The entry into force of the LTAIBG was, as
stated in its preamble, an important step
forward in terms of transparency, establish-
ing standards comparable to those of oth-
er consolidated democracies. However, the
passage of time and its effective application
have revealed some inadequacies.

As we will see in this article, one of these in-
adequacies is related to cases in which, in
the event of a request for access to public
information, there are rights and interests
of third parties that may be affected. The
LTAIBG incorporates mechanisms for the
participation of these third parties, but if
the Administration omits the hearing pro-
cess and prevents them from intervening
in the procedure in its initial stages, before
deciding whether or not to grant access to
the requested information, the process is
flawed from the outset, and remedying this
infringement of rights ex-post presents cer-
tain difficulties.

The purpose of this article is to provide
some reflections on the inadequacies we
have detected in the application of the
LTAIBG in relation to the hearing process
for third parties whose legitimate rights
and interests may be affected if the Admin-
istration agrees to provide information and/
or documentation belonging to them with-
out allowing them to intervene before tak-
ing this decision.

2.1. The request for access to the Ad-
ministration

As established in Article 17.1 LTAIBG, the pro-
cedure for exercising the right of access to
public information begins with the submis-
sion of a request addressed to the head of
the administrative body or entity that holds
it. It should be recalled that public informa-
tion is understood to be the contents or doc-
uments, whatever their format or media, held
by the Administration and which have been
produced or acquired in the exercise of its
functions. The applicant is in no case obliged
to justify his request for access to informa-
tion; however, the applicant may state the
reasons for his request, which may be taken
into account when the resolution is issued.

Once the request for information reaches the
administrative body that must decide on it, the
latter must first analyse whether the grounds
for refusal provided for in Article 18.1 LTAIBG
apply. The rule states that shall be inadmissi-
ble those requests referring to information in
the process of preparation or general publi-
cation, those referring to auxiliary or support
information, those relating to information
whose disclosure requires prior redrafting,
those addressed to a body that does not hold
the information when the competent body is
unknown, and those that are manifestly repet-
itive or abusive in nature not justified by aim of
transparency pursued by the LTAIBGC.

Having ruled out the application of the afore-
mentioned grounds for inadmissibility, the
Administration must analyse the merits of
the case. On the basis that public informa-
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tion comprises content or documents in the
possession of the Administration that have
been prepared or acquired in the exercise of
its functions, it is quite possible that disclos-
ing such public information may affect the
rights or interests of third parties. In conduct-
ing this substantive analysis, the Administra-
tion is obliged to allow third parties whose
interests or rights may be affected by the
request to participate in the process. To this
end, Article 19.3 LTAIBG establishes that “if
the information requested could affect the
rights or interests of third parties, duly identi-
fied, they shall be granted a period of fifteen
days so that they may make the allegations
they deem appropriate (...)".

Once this interested third party has made its
allegations, the Administration must decide
whether to grant or deny access by applying
the criteria established in articles 14 and 15
LTAIBG. The resolution granting or denying
access must be notified to the applicant and
to the affected third parties who have previ-
ously requested it.

Article 22 LTAIBG establishes the deadlines
for the enforcement of the resolution grant-
ing access to public information, differentiat-
ing between those cases in which there has
been opposition from a third party, and those
cases in which there has been no such oppo-
sition. Where there has been no opposition,
access shall be granted at the same time as
notification of the resolution or within a peri-
od notexceeding ten days. Onthe other hand,
if there has been opposition, access will only
be granted when the deadline for lodging a
administrative appeal has elapsed without it
having been formalised or when it has been
resolved confirming the right to receive the
information. On this point, the LTAIBG estab-
lishes a notoriously protective system, since
unlike what happens generally under Article
117 of Law 39/2015, on the Common Admin-
istrative Procedure of Public Administrations
(“LPAC"), the filing of an administrative ap-
peal against the resolution granting access

(...) the filing of

an administrative
appeal against the
resolution granting
access suspends the
execution of said

resolution without
the need for the
appellant to request
it as a precautionary
measure; and said
suspension must

be maintained until
the appeal has been
resolved confirming
the applicant's

right to receive the
information.

suspends the execution of said resolution
without the need for the appellant to request
it as a precautionary measure; and said sus-
pension must be maintained until the appeal
has been resolved confirming the applicant’s

right to receive the information.

2.2. The procedure before the Council
of Transparency and Good Governance

The applicant and interested third parties

who have been served with the request for in-
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formation may appeal the resolution granting
or refusing to provide the requested informa-
tion. In the case of a resolution granting ac-
cess to information, the interested third party
who has objected will normally lodge an ad-
ministrative appeal, which will allow him to
withhold the provision of public information
to the applicant until such time as a judgment
is rendered. On the other hand, in the case of
a resolution denying access to public informa-
tion, the applicant may lodge a administrative
appeal or, alternatively, file a complaint with
the CTBC'. Within the scope of the procedure
before the CTBG, Article 24.3 LTAIBG states
that when the Administration hasjustified the
denial of access to information in the protec-
tion of rights or interests of third parties, the
CTBG shall summon the persons who may be
affected (understood to be the same holders
of the rights or interests considered by the Ad-
ministration to deny access) so that they may
argue to the best of their interests before the
CTBG decides on the complaint.

It is at this point that the question arises as
to what happens when the Administration
has not identified the interested third par-
ties. Should the CTBG carry out an investiga-
tion to find out which persons would be af-
fected? Is it possible for the CTBG to uphold
a complaint concerning a request for infor-
mation that affects the rights and interests
of third parties who have not been identified
or heard at the previous stage before the Ad-
ministration and grant access?

2.3. A system with inadequacies to be
addressed

To these questions, the only answer is that
the rules governing the participation of third
parties in the proceedings suffer from two in-
adequacies.

First, they do not specify how third parties
whose rights or interests may be affected by
the request for access to public information
should be identified. This first inadequacy

may result in decisions granting access to in-
formation being taken without allowing such
third parties to make allegationsin this regard.

Secondly, in the case of decisions of total or
partial refusal of access, without the Admin-
istration having summoned the third parties,
it can happen (and in fact has happened)
that the CTBG decides on the claim formulat-
ed by the applicant for information without
giving the third parties a hearing.

These inadequacies are compounded by the
difficulties that third parties whose rights or
interests may be affected have in accessing
decisions concerning public information that
concerns them.

(...) in the case of
decisions of total
or partial refusal

of access, without
the Administration
having summoned
the third parties, it
can happen (and in
fact has happened)
that the CTBG
decides on the
claim formulated
by the applicant for
information without
giving the third
parties a hearing.
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In this regard, it should be noted that the
interested party submitting the request for
access to public information is not obliged
to identify the third parties whose rights or
interests may be affected by the request. On
the other hand, neither the Administration
receiving the request nor the CTBG in the
case of a complaint is obliged to publish the
receipt of such requests or complaints so that
third parties whose rights or interests may be
affected can be heard. Moreover, while it is
praiseworthy that the General State Admin-
istration publishes all its resolutions denying
information on its transparency portal2, these
decisions are published every three months,
by which time the CTBG may have already re-
ceived the complaint and even ruled on it. As
for the CTBG's resolutions, they are published
on its website® the month after they have
been adopted. It would therefore be possible
for the CTBG to issue a decision upholding the
complaint of a public information requester,
ordering the Administration to grant access
to the information, and that in compliance
with that decision the Administration would
provide access before the interested third
party, in a review of the CTBG's decisions pub-
lished on its website, became aware of the ex-
istence of the request and the CTBG's uphold-
ing of the complaint.

These inadequacies should be solved in the
regulatory development of the LTAIBG. In the
meantime, and in the field of public informa-
tion on medicinal products for human use,
some court judgements are making it possible
to alleviate some of the effects derived from
them thanks to the efforts of the companies af-
fected, which have been forced to resort to the
administrative jurisdiction to safeguard their
legitimate interests. It should also be noted,
and we will refer to this later, that some recent
resolutions of the CTBG are helping to at least
partially alleviate these inadequacies.

One of the cases in which the inadequacies
noted above were corrected thanks to the in-

It would therefore be
possible for the CTBG
to issue a decision
up-holding the
complaint of a

public information
requester, ordering
the Administration

to grant access to

the information, and
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party, in a review of
the CTBG's decisions
published on its
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aware of the existence
of the request and the
CTBG's upholding of
the complaint.
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tervention of the jurisdiction is the one dis-
cussed below.

The origin of this case dates back to January
2019, when a citizen, allegedly in her personal
capacity, approached the Ministry of Health
requesting access to certain public infor-
mation relating specifically to the medicinal
product Kymriah® owned by Novartis. The
applicant wished to know the ex-factory price
(“PVL") authorised for that product, as well
as the reasons and specific objective criteria
under which the economic conditions of the
agreement were approved and the main con-
siderations and reflections produced within
the Interministerial Commission on the Pric-
es of Medicinal Products and Medical Devic-
es (“CIPM") when deciding on the inclusion of
the product in the pharmaceutical provision
of the National Health System (“NHS").

The Ministry of Health did not take into ac-
count that Novartis could be the holder of
rights or interests that could be affected by
the request, and without giving it a hearing
so that it could make allegations, it decided
to partially grant access to the information by
informing the applicant of the PVL of Kymri-
ah®. In addition, the Ministry of Health con-
sidered that it was responding to the request
for information by stating, without further
detail, that the criteria that had been tak-
en into account to determine the inclusion
of Kymriah® in the public pharmaceutical
provision were those indicated in article 92.1
of the Law on Guarantees and Rational Use
of Medicinal Products and Medical Devices
(“LGURMPS").

Not satisfied with the response to the second
part of the request, the interested party filed
a complaint with the CTBG alleging that the
“simple reference to the criteria for financing
medicinal product established in the LGUR-
MPS” s not what she had requested, which
is why she requested “a copy of the minutes
of the CIPM session or, at least, the full tran-
script of the agenda item in which, after due

deliberation, the PVL of Kymriah, first CART
therapy and the documents or technical re-
ports that served as support” were set.

The procedure before the CTBG took place
without Novartis being aware of it or having
the opportunity to make allegations in de-
fence of its interests, and concluded with a
resolution upholding the complaint filed and

The procedure before
the CTBG took place
without Novartis being
aware of it or having
the opportunity to
make allegations in
defence of its interests,
and concluded with a
resolution upholding
the complaint filed and
urging the Ministry

of Health to send

the association “the
motivation and the
specific objective
criteria under which
this therapy (Kymriah®)
is approved, as well

as the economic
conditions of the
agreement and the
main considerations
and reflections
produced within the
CIPM”,
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urging the Ministry of Health to send the as-
sociation “the motivation and the specific
objective criteria under which this therapy
(Kymriah®) is approved, as well as the eco-
nomic conditions of the agreement and the
main considerations and reflections pro-
duced within the CIPM". The CTBG resolu-
tion, on the other hand, did not express any
qualification on the scope of the order sent
to the Ministry of Health, differing on this
point from the position maintained in other
previous resolutions*.

Novartis became aware of the CTBG's reso-
lution during a routine review of the content
of the CTBG's website, and filed an adminis-
trative appeal requesting, as a precautionary
measure, the suspension of the CTBGC's reso-
lution until the Court had ruled on the merits
of the case. Given that Novartis had become
aware of the CTBG's resolution in this way,
and that it was unaware of the state of the
proceedings, the request for precautionary
measures was formulated and granted in
very broad terms: an order was issued to both
the CTBG and the Ministry of Health to en-
sure that the Ministry would not provide the
information until the Court had ruled on the
merits of the case. Furthermore, the order
added that if the Ministry had already provid-
ed the information, the CTBG and the Min-
istry should inform the applicant and recipi-
ent of the information that it should return it
without keeping any copies or, alternatively,
keep it under strict confidentiality and re-
frain from using it for any purpose or disclos-
ing it by any means until the Court had ruled
on the merits of the case.

On the merits of the case, some aspects
should be highlighted.

Firstly, and with regard to the procedure car-
ried out before the Ministry of Health, there
was no doubt that said Ministry, upon receiv-
ing the request for information, was perfectly
aware of who the local representative of the
marketing authorisation holder of Kymriah®

was and, therefore, the third party whose
rights or interests could be affected was duly
identified in accordance with article 19.3
LTAIBC.

On the other hand, with regard to the proce-
dure before the CTBG, a question of partic-
ular relevance was the application of article
24.2 LTAIBG, which states that the processing
of the complaint shall be in accordance with
the provisions on appeals in the LPAC; and to
what extent the application of the rules con-
tained in the LPAC would oblige the CTBG to
transfer the complaint to Novartis so that it
could argue as it deemed appropriate.

In addition, the information requested, re-
lating to the public financing of a medici-
nal product for human use, was information
available to the Ministry of Health under the
guarantee of confidentiality established by
Article 97 LGURMPS. Under this provision,
companies that market medicinal products
for human use included in the public phar-
maceutical provision must provide the Min-
istry of Health with all the information on
technical, economic and financial aspects,
including information that makes it possible
to ascertain the allocation to determine the
costs affected by the pharmaceutical activity
in Spain in the case of companies belonging
to a group that carries out other activities or
carries them out outside Spain. The informa-
tion obtained by the General State Adminis-
tration under this article, according to Article
97.3 LGURMPS, will be confidential.

On 21 April 2020, the Central Administrative
Court No. 1 of Madrid issued a Judgment up-
holding the complaint. In relation to the in-
terpretation of articles 19.3 and 24.3 LTAIBG
regarding the hearing of persons whose in-
terests or rights could be affected, the judg-
ment states that in order to apply these ar-
ticles, three circumstances must be met: (i)
that there could be harm to the rights and
interests of third parties derived from access
to the requested information; (ii) that these
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Regarding the due
identification of Novartis,

the magistrate stated that

it was “notorious” that

the Ministry of Health and
the CTBG should have
known who was concerned
by the information on

the medicinal product
Kymriah®.

third parties are duly identified and (iii) that
the allegations presented by these third par-
ties are taken into account in the resolution
of the request for access to information.

Regarding the due identification of Novartis,
the magistrate stated that it was “notorious”
that the Ministry of Health and the CTBG should
have known who was concerned by the infor-
mation on the medicinal product Kymriah®.

Regarding the question of whether the obli-
gation to grant Novartis a hearing in applica-
tion of article 24.3 LTAIBG, the State attorney
had argued that this provision applies only to
those cases in which the Administration has
denied access to information to protect the
rights or interests of third parties. In contrast,
the Judgement states that “the underlying
cause of the hearing lies in the possible harm
to the economic and commercial interests
of the companies affected, harm and conse-
quent defenselessness more appreciable if
possible in cases where the claim is upheld
than in cases of refusal, so the hearing is
due”, to which it adds that “from an elemen-
tary legal logic, the need for the procedure
appears more relevant (..) when access is

L..] “the underlying
cause of the hearing
lies in the possible
harm to the economic
and commercial
interests of the
companies affected,
harm and consequent
defenselessness more
appreciable if possible
in cases where the
claim is upheld than
in cases of refusal, so
the hearing is due”,

to which it adds that
“from an elementary
legal logic, the need
for the procedure
appears more relevant
(...) when access is
granted than when

it is denied, since

in the first case the
protection of the
rights and interests
of third parties may
be at stake, while in
the case of refusal
their interests would
not in principle be
questioned {(...)".
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Based on all of the above,
the Judgment orders to
reverse the proceedings so
that the Ministry of Health,
in compliance with the
provisions of article 19.3
LTAIBG, may grant Novartis
a hearing so that it can
make the allegations it

deems appropriate.

granted than when it is denied, since in the
first case the protection of the rights and in-
terests of third parties may be at stake, while
in the case of refusal their interests would
not in principle be questioned {(...)".

The Judgment concludes by affirming the
relevance of the hearing, given that its omis-
sion prevented “the possibility of making al-
legations to the person who holds the status
of local representative of the holder of the
marketing authorisation for the medicinal
product Kymriah® and to whom all the in-
formation on technical, economic and fi-
nancial aspects for setting the price of the
medicinal product was requested and pro-
vided, and which could contain information
on operational aspects of the company”.

Based on all of the above, the Judgment or-
ders to reverse the proceedings so that the
Ministry of Health, in compliance with the
provisions of article 19.3 LTAIBG, may grant
Novartis a hearing so that it can make the al-
legations it deems appropriate.

It should be noted that the Judgement has
not been appealed and is therefore final,

and the inadequacies we referred to in the
sense of forcing the Ministry of Health to be
proactive in identifying interested third par-
ties who should be given the opportunity to
make allegations in compliance with article
19.3 LTAIBG, before the matter reaches the
CTBG, if applicable, were corrected.

The position of the CTBG in cases where the
Administration has acted without summon-
ing potentially interested third parties, and
the application of Article 24.3 to these cases,
is also at the heart of this case, which is pend-
ing before the Supreme Court®.

[...] the Judgement

has not been appealed
and is therefore final,
and the inadequacies
we referred to in the
sense of forcing the
Ministry of Health to be
proactive in identifying
interested third parties
who should be given
the opportunity to
make allegations in
compliance with article
19.3 LTAIBG, before the
matter reaches the
CTBG, if applicable,
were corrected.

CUADERNOS DE DERECHO FARMACEUTICO SPECIAL ISSUE 2025 | 153



The position of the
CTBG in cases where
the Administration

has acted without
summoning potentially

interested third parties,
and the application of
Article 24.3 to these
cases, is also at the
heart of this case,
which is pending
before the Supreme
Court.

The case originates from a request for access
to information regarding the evolution of
the number of containers and cost of treat-
ment with the medicinal product Truvada®,
owned by Gilead, from 2000 to 2018. The Min-
istry of Health denied access to the informa-
tion on the grounds of section h) of Article
14.1 LTAIBG, which provides that the right of
access may be limited when access to infor-
mation would be detrimental to economic
and commercial interests. Despite invoking
this ground for denying access, and despite
the fact that the request referred to a specif-
ic medicinal product, for which the Ministry
was obviously aware of its holder as its sup-
plier to the NHS, the Ministry denied access
without summoning Gilead so that it could

make the allegations it deemed appropriate.

In response to this refusal, the applicant
lodged a complaint with the CTBG, once
again referring to the fact that his request for
access related to a specific medicinal prod-
uct. In its decision, the CTBG expressed a cer-
tain surprise that the Ministry refused access
to the information under Article 14.1 (h) of the
LTAIBG when it turns out that it did not for-
ward the request to the third party holders of
those economic and commercial interests. At
the same time, the CTBG points out that the
company that markets the medicinal prod-
uct must be the entity that could be affect-
ed by the publication of the information; but
adds that if the Ministry did not comply with
the provisions of article 19.3 LTAIBG and did
not summon the company to present alle-
gations, “the alleged harm to economic and
commercial interests alleged by the Ministry
lacks the necessary evidence or documenta-
ry evidence that would make it directly ap-
plicable”.

Based on this reasoning, the CTBG upheld
the complaint in its resolution 231/2017 of 18
August and ordered the Ministry of Health to
provide the information to the person who
had requested it. In this resolution, the CTBG
does not assess whether it should, in appli-
cation of Article 24.3 LTAIBG, grant a hearing
to the company that could be affected, espe-
cially considering that the CTBG itself has no
doubts as to the identity of this company or
how to identify it. Ultimately, the CTBG takes
the position that if the Ministry of Health has
not notified any third party, article 24.3 LTAI-
BG does not impose on it the obligation to
do so. Nor does the CTBG assess whether the
fact that the complaint must be processed in
accordance with the provisions of the LPAC
implies the obligation to forward it to the
other interested parties in application of ar-
ticle 118.2 LPAC; and this despite the fact that
the CTBG should not have had any doubts
about the existence of these other interested
parties.
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Ultimately, the CTBG
takes the position

that if the Ministry of
Health has not notified
any third party, article
24.3 LTAIBG does

not impose on it the

obligation to do so.

The CTBG's resolution was the subject of an
administrative appeal filed by the Ministry of
Health. In the first instance, the Central Ad-
ministrative Court No. 5 dismissed the ap-
peal, but the National High Court overturned
the Judgement and on 6 March 2019 ruled
that the CTBG had infringed Article 24.3 LTAI-
BG by having upheld the complaint without
summoning Gilead to make allegations. The
Chamber understood that, since the request
for information referred to a specific medici-
nal product, the interested parties were duly
identified and should have been heard.

In view of this situation, the CTBG has lodged
an appeal in cassation before the Supreme
Court, whose Order 2110/2020, of 6 March,
declares that the issue raised is of objective
interest for the formation of jurisprudence.
This order allows us to foresee the CTBG's po-
sition on the matter. According to the order,
the CTBG, in its appeal, points out that inter-
preting article 24.3 LTAIBG in the sense that
the CTBG should give the interested parties
a hearing even when the Administration has
not done so ex Article 19.3 LTAIBG could be

an obstacle to the exercise of the right of ac-
cess to information because it could lead to
the collapse of the functioning of the CTBG,
also highlighting that while article 19.3 allows
for the suspension of the resolution peri-
od during the period in which third parties
can make allegations, article 24.3 does not
contemplate such a suspension. The CTBG,
on the other hand, is critical of the National
High Court’'s Judgement, which accuses it of
infringing article 24.3 LTAIBG, pointing out
that in its opinion it should have agreed to
take the proceedings back to the time when
the Ministry of Health should have identified
those potentially affected and given them
the corresponding hearing.

The National High
Court over-turned the
Judgement and on 6
March 2019 ruled that
the CTBG had infringed
Article 24.3 LTAIBG

by having upheld the
complaint without
summoning Gilead to
make allegations.
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The rules governing
the participation of
third parties in the
process suffer from
two inadequacies: they
do not specify how
third parties whose
rights or interests

may be affected by

the request for access
to public information
should be identified;
and they do not make
it clear, at least in the
opinion of some, what
the CTBG should do
when a com-plaint is
submitted in relation
to which there may

be clearly identified
rights of third parties
(or at least identifiable)
but which have not
been summoned by
the Administration so
that they can make the
allegations they deem
appropriate.

In short, in a few months’' time we will have
at least one judgement from the Supreme
Court whose main objective will be to inter-
pret Articles 19.3 and 24.3 LTAIBG in order to
clarify and delimit their areas of application,
as well as the relationship between these two
Articles in those cases in which, during the
procedure for processing a request for infor-
mation, the provisions of Article 19.3 LTAIBG
have been omitted.

As noted above, our opinion is that the rules
governing the participation of third parties
in the process suffer from two inadequacies:
they do not specify how third parties whose
rights or interests may be affected by the re-
guest for access to public information should
be identified; and they do not make it clear, at
least in the opinion of some, what the CTBG
should do when a complaint is submitted in
relation to which there may be clearly identi-
fied rights of third parties (or at least identi-
fiable) but which have not been summoned
by the Administration so that they can make
the allegations they deem appropriate.

Until these inadequacies are resolved by
other means, case law can and should con-
tribute to defining guidelines for action that
allow the objectives pursued by the LTAIBG
to be met, not in relation to access to public
information (which is not questioned) but to
the protection of the interests of third parties
that may be affected by the disclosure of cer-
tain public information. It is reasonable for
the CTBG to be concerned to ensure that the
objective of protecting the interests of third
parties does not lead to a collapse of the sys-
tem, but neither should we forget that the
LTAIBG is a law that is careful and protective
of the rights of third parties. We therefore
believe that it is reasonable for the Supreme
Court, as appears from the Order of 6 March
2020, to give special consideration to the con-
seguences of each possible solution without
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It is reasonable for the
CTBG to be concerned
to ensure that the
objective of protecting
the interests of third
par-ties does not lead
to a collapse of the
system, but neither
should we forget that
the LTAIBG is a law
that is careful and
protective of the rights
of third parties.

losing sight of the need to comply with the
requirement to hear interested third parties.

At the same time, the CTBG can also contrib-
ute to the same sense, and in fact it is doing
so, by urging the acting Administration to
reverse the proceedings in such a way as to
give a hearing to the interested parties that
could be affected and that the CTBG itself
identifies. This has been done on some oc-
casions by the CTBG® and has now been con-
firmed by the National High Court in a recent
Judgement’, which upholds the CTBGC's deci-
sion to order the proceedings to be reversed
to when the Administration had to give a
hearing to the interested third party.

Finally, we believe that the regulatory de-
velopment of the LTAIBG could impose on
those submitting a request for access to
public information the obligation to identify
third parties whose rights or interests may

The CTBG can also
contribute to the same
sense, and in fact it is
doing so, by urging the
acting Administration
to reverse the
proceedings in such a
way as to give a hear-
ing to the interested
parties that could be
affected and that the
CTBG itself identifies.
This has been done

on some occasions by
the CTBG and has now
been confirmed by the
National High Court in
a recent Judgement,
which upholds the
CTBG's decision to
order the proceedings
to be reversed to when
the Administration
had to give a hearing
to the interested third

party.
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be affected by their request. The regulation
of the LTAIBG could also contemplate the
obligation to register requests for informa-
tion on the transparency portal of the enti-
ties obliged to provide such information, as
well as to publicise the complaints received
through the CTBG website, so that third par-
ties whose rights or interests may be affected
may be able to appear in person.

It is clear that the issue is complex and that
the interests involved are diverse and all de-
serving of a certain level of protection. When
assessing the different options, it should not
be forgotten that the LTAIBG establishes a
system that guarantees the interests of third
parties and that it is reasonable that the bur-
den of identifying these third parties should
fall on the Administration receiving the ac-
cess requests.

[1] It is not possible to file a complaint before the CTBG
when the decision denying access has been issued by
His Majesty the King's Household, the Congress of Dep-
uties, the Senate, the Constitutional Court, the General
Council of the Judiciary, the Bank of Spain, the Council
of State, the Ombudsman, the Court of Auditors, the
Economic and Social Council and similar autonomous
institutions. In these cases, only administrative appeals
may be lodged.

[2] Vid, https:/transparencia.gob.es/transparencia/trans-
parencia_Home/index/Derecho-de-acceso-a-la-informa-
cion-publica/ResolucionesDenegatorias.ntml.

[3] Vid, https:/Mww.consejodetransparencia.es/ct_Home/
Actividad/Resoluciones.html .

[4] At CTBG Resolution 239/2018 of 13 July 2018, the Min-
istry was urged to provide copies of the “Approved min-
utes of the meetings of the Interministerial Commission
on Medicinal Product Prices with all the agreements
adopted from 2007 to 2017" expressly stating that “From
these minutes, those classified matters or others whose
dissemination is legally prohibited must be kept hidden,
at the considered and loyal discretion of the Adminis-
tration”.

[5] Vid. Auto 2110/2020, of 6 March, of the Sala de lo Con-
tencioso Administrativo del Tribunal Supremo, at http:/
www.poderjudicial.es/search/AN/openCDocument/
47c54a4d73e1a1968bdd7e58756e8e498d12897010272b91.

[6] See in particular the recent Resolution 470/2020 of
the CTBG, of 5 November, regarding a request for access
to the technical and administrative files for the pricing of
medicinal products whose active ingredients are Natali-
zumab and Fingolimod. The CTBG, citing the aforemen-
tioned Judgement in the “Kymriah®” case, ordered the
Ministry of Health to reopen the proceedings so that the
companies owning the medicinal products whose ac-
tive ingredients are Natalizumab and Fingolimod could
be heard.

[7] Judgment of the Audiencia Nacional, of 4 November
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RESUMEN: El dilema entre el principio de transparencia y el derecho a la confidencialidad, esta dando
lugar a distintos planteamientos de abordaje, en funcidn del concepto al que se le otorgue un valor supe-
rior a proteger. Este dilema esta teniendo especial relevancia en relacién al precio de los medicamentos.
El cambio de criterio del Consejo de Transparencia y Buen Gobierno, puesto de manifiesto en su Reso-
lucion 478/2019, de 26 de septiembre y las conclusiones contenidas en la Resolucion 92/2019, de 19 de di-
ciembre, de la Comisién autonémica del Pais Vasco, suponen un evidente punto de inflexién en el criterio
mantenido desde los 6rganos institucionales de transparencia.

El analisis de este punto de inflexién y el contenido de los argumentos que en ambas resoluciones se plan-
tean, hacen oportuna una reflexion sobre la consistencia de los mismos y su encuadre en el marco juridico
tanto comunitario como nacional que le son de aplicacién.

PALABRAS CLAVE: Acceso a la informacién; asimetria de la informacién; buen gobierno; confidencia-
lidad; precio medicamento; secretos comerciales; transparencia.

ABSTRACT: The dilemma between the principle of transparency and the right to confidentiality, is
giving rise to different ways of dealing, depending on the concept that is given a higher value to pro-
tect. This dilemma is having special relevance in relation to the price of medicines.

The change in criteria of the Transparency and Good Governance Council, showed in its Resolution
478/2019, of September 26 and the conclusions contained in Resolution 92/2019, of December 19, of
the Basque Country’s Autonomous Commission, are assuming an obvious turning point in the criteria
maintained by the institutional transparency organs.

The analysis of this turning point and the content of the arguments that these resolutions raise make
an opportune reflection on its consistency and its setting within the legal framework, both communi-
ty and national, that are applicable to it.

KEYWORDS: Access to public information; information asymmetry; good governance; confidentiali-

ty; drug price; commercial secret; transparency.
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The medicine market has been an inter-
vened market, perhaps one of the most
intervented ones. This Intervention is deter-
mined by different singularities that config-
ure its own reality.

Medicines are a unique product because
of their direct impact on such an essential
good as health. This uniqueness justifies a
monitoring and control in all its phases:

e Preclinical

e Clinic

Approval & Registration

Prescription

Dispensation

Administration

Monitoring & Reporting

This intervention aims to guarantee citi-
zens and healthcare professionals the qual-
ity, safety, efficacy and correct information
of medicines.

In addition to said intervention in the afore-
mentioned areas (where there is a clear im-
pact on a clinical area), prices are generally
intervened by state Governments. This inter-
vention is based on the principle of equity in
access tomedicines.

From the observation of healthcare mar-
kets, it can be extracted a common charac-
teristic regarding said markets, a character-
istic that is specified in the existence of a
triangular relationship between users (pa-
tients), healthcare providers and the en-
tities that finance this care. In healthcare
systems. It is very uncommon for users to
be directly responsible for; it will be the State
that, through taxes or social contributions,
provides it self with the necessary resourc-

es to finance or compensate the providers
of health services (the model is also replicat-
ed in cases of privateinsurance, through the
payment of premiums and compensation by
theinsurance company to the healthcare ser-
vice provider. This singularity has an impact
on the functioning of themarket, since even
thoughthe economicruleisthatthe demand
for services varies depending on whether the
prices are more or less high, in the presented
healthcare market model, as users do not di-
rectly pay for the medical care costs (service
is perceived as “free of charge”), prices lack
that ability to balance supply and demand.

For all these reasons, with regard to pub-
lic health services, it must be the financing
State that balances the market through
price intervention, guaranteeing equity in
access and the sustainability of healthcare
systems.

The intervention of prices by the regulator
leads towards the dilemma which is this
article's object: if it is advisable or not to
make public the regulated price (as well
as the specific criteria for doing so), or to
prioritize the right to commercial secrecy
otherwise.

Both aspects, transparency and trade secre-
cy, are legal assets that the legal system rec-
ognizes as entitled to their protection:

e Law19/2013, of 9 December, on transpar-
ency, access to public information and
good governance.

e Law 1/2019, of 20 February, on Trade
Secrets.

On the one hand, transparency and secrecy
are opposite concepts that have an impact
on legitimate interests subject to protec-
tion subject to protection. Moreover, since
those concepts coexist within the framework
of the same legal reality, they must undergo
an appropriate modulation.
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Transparency
and secrecy are

opposing concepts
that have an impact
on legitimate
interests subject to
protection and that,
coexisting within
the framework

of the same legal
reality, must be
subject to adequate
modulation.

The Health at a Glance 2019' report, presented
by the Organisation for Economic Co-opera-
tion and Development (OECD), compares dif-
ferent countries according to different health

indicators. Regarding pharmacy spending? it
points out that it represents almost a 20% of
total health expenditure. On the other hand,
total health spending in 2018 stood at 8.8%
of GDP (ifwe look at any of the countries,

the US is the one that allocated the highest
percentage with 16.9% of GDP, followed by
Switzerland with 12.2%; Spain stands at 8.9%
and at the bottom are countries such as
Mexico, below 6%). Pharmaceutical expen-
diture represents a market of almost 1.8%
of total GDP within the OECD, which shows
the economic magnitude of the market.

As we have shown, the medicines market is
one of the most regulated markets interna-
tionally and price is one of the factors subject
to intervention.

In our country, we can currently observe an
apparent duality, given the existence of prices
for the public sphere (intervened price) and
prices for areas other than those financed by
public services (prices that in a general way
we can indicate are free prices). Through sep-
arate decisions, the National Commission on
Markets and Competition® has stated that
such duality does not exit, it recognises a sin-
gleprice freely set by the laboratory, a price
that is not legally imposed in areas in which
the competent administration has adminis-
tratively determined a different price.

In any case, in our country we can find, in the
medicine market, thefollowing prices:

e The publicly financed industrial price, for
those medications included in the phar-
maceutical benefit and are financed by
the state.

e Notified price, in the following cases:

« Prescription medicines excluded from
pharmaceutical
pensed in Spain (Article 93 of Royal
Legislative Decree 1/2015, of 24 July,
approving the revised text of the Law
on Guarantees and Rational Use of
Medicines -TRLGURM-).

services and dis-

« Prescription drugs, not financed (arti-
cle 94 5TRLGURM).
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= Over-the-counter medicines

94.3 TRLGURM).

(article

e Free price, without administrative inter-
vention, for exports.

e |n addition, the same medicine can be
subject to three prices:

« Theintervened price for prescriptions
for medicinesfinanced by the National
Health System.

« The notified price for user-funded
prescriptions or private insurance.

« The free price without administrative
intervention for exports.

In general, the notified price, as it is outside
the Funding by the public health system has
been operating as a price freely set by the lab-
oratory. Even so, article 94.4 of the TRLGURM
provides that in any case, the obligation of
marketing authorisation holders to commu-
nicate the price of medicines under the noti-
fied price regime is understood in such a way
that the Ministry of Health may object to it for
reasons of public interest. This power has re-
cently been exercised by the administration.*

In addition to this checkerboard of inter-
vened prices, regarding the medicines mar-
ket it must be added to the resulting price
the award price coming from public ten-
ders carried out mainly in the hospital field.

Likewise, public tenders derived from pro-
curement processes covered by Law 9/2017,
of 8November, on Public Sector Contracts,
have also their own legal framework, includ-
ing aspects related to transparency and con-

fidentiality that will be further analyzed.

In our field of analysis, the different positions
found are based on a disparate approach.

Public tenders
derived from
procurement
processes covered
by Law 9/2017, of 8
November, on Public
Sector Contracts,
have also their own

legal framework,
including aspects
related to
transparency and
confidentiality
that will be further
analyzed.

Francisco Mezones, in his book “Transpar-
ency in Public Managements® collects the
experiences and reflections of a group of
experts on the subject of transparency in
public management. It recognises trans-
parency as acontextual value. This means
that the way in which it is conceived, mea-
sured and implemented depends on the
context in which it is discussed. Forexam-
ple, if the context is only business-based,
the concerns about what transparency is
and how it can bepromoted are different
from whether the context is political and
specificallyrefers to the guarantees of an
electoral process for the change of public
authorities’.

This different perspective leads us to differ-
ent positions depending on the context in
which we allocate ourselves.
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Developing the public authority willingness
to determine the price of medicines is the
perspective which gives transparency the
meaning of subjecting that decision to pub-
lic scrutiny and therefore to social control.
From this point of view, more transparency
leads to greater democracy and greater effi-
ciency. As Bobbio® points out, in the first in-
stance, transparent democracy is opposed to
the exercise of invisible power.

On the other hand, from a business context,
trade secrets (which could protect the opac-
ity of the price) and its protection is a tool to
stimulate innovation, guarantee competi-
tiveness based on know-how and avoid un-
fair practices. The protection of trade secrets
confers on its holder a genuine subjective
right of a patrimonial nature.

It is clear that both positions are entirely plau-
sible, but in scenarios -such as the one that is
the subject of this study-, in which these differ-
ent and opposite perspectives (derived from
the intervention by the public authorities in
the drug market with the fixing of its price)
leads to a situation of conflic of intereset.

From a business point of view (as recog-
nized in the preamble to the Trade Secrets
law), companies value their trade secrets as
much as industrial and intellectual proper-
ty rights. They use confidentiality as a tool
for managing business competitiveness,
public-private knowledge transfer and in-
novation in research. with the aim of pro-
tecting information thatencompasses not
only technical or scientific knowledge, but
also business data relating to customers
and suppliers, business plans, and market
studies or strategies. The standard recog-
nises the need to ensure that competitive-
ness, which is underpinned by know-how
and undisclosed business information, is
adequately protected, aswell as to improve
the conditions and framework for devel-
opment and the exploitation of innovation
andknowledge transfer in the market.

Companies value

their trade secrets as
much as industrial

and intellectual
property rights and use
confidentiality as a tool
for managing business

competitiveness,
public-private
knowledge transfer
and research
innovation, with the
aim of protecting
information that covers
not only technical or
scientific knowledge,
but also business data
relating to customers
and suppliers. business
plans and market
studies or strategies.

Even Law 19/2013, of 9 December,on trans-
parency, access to public information and
good governance, recognises limits to the
general principle of transparency thatit re-
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gulates. Article 14 of the law expresses note
that the right of access to the information
may be limited, including as expressed in
the other cases, when accessing detrimen-
tal to economic and commercial interests.

Likewise the Public Sector Contracts Law rec-
ognizes in its Article 133 that "not with stand-
ing anything to the contrary established in
the current legislation regarding public infor-
mation access and the provisions included in
this Act, which relate to the publicity of the
award and the compulsory information that
must be provided to candidates and tender-
ers, contracting authorities will not disclo-
sure any information labeled as confidential
by the entrepreneurs when submitting their
commercial offer.

Among other aspects, this confidential na-
ture affects the technical or commercial se-
crets, the confidential aspects of the offers
and any given information which can be
used to misrepresent competition. The latter
including that or subsequent tendering pro-
cedures. The recognition and respect of con-
fidentiality is reiterated in different precepts
of the law.®

From a public management perspective, as
stated in the Preamble of the Transparency
Law, public information access and fair gov-
ernment rules must be the the fundamental
axes of all political action. Furthermore, the
beginning of a process where public authori-
ties start to answer to a critical and demand-
ing society that claims for more implication
from the aforementioned public authorities
will be determined only when said public
authorities activities are scrutinized, when
citizens know how the decisions that affect
them are taken, when public budget man-
agement is disclosure and operational crite-
ria for public entities are well known.

Countries with higher levels of transparency
and good governance standards have stron-
ger institutions, which are conducive to eco-

nomic growth and social development. In
these countries, citizens can judge better and
more judiciously the capacity of their public
officials and decide accordingly. Allowing for
better oversight of public activity contributes
to the necessary democratic regeneration
promotes the efficiency and effectiveness of
the State, and favors economic growth.

As can be seen, we are faced with two dif-
ferent dimensions of the same reality. De-
pending on the contextual position in which
we find ourselves, each one of them has its
own legitimate interests, interests which,
as has been indicated, have been the ob-
ject of doctrinal treatment and normative
development.

Allowing for better

oversight of public

activity contributes
to the necessary

democratic
regeneration,
promoting
efficiency and
effectiveness of the
State.
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The right of access to public information is a

key right for transparency in public manage-
ment and accountability.

At the European level, Article 41.2 of the
Charter of Fundamental Rights of the Eu-
ropean Union™ recognises the right of ev-
ery person to have access to the file con-
cerning them, in compliance with the
legitimate interests of confidentiality and
professional and commercial secrecy.

Article 105 b) of our Constitution establishes
that the law shall regulate citizens' access to
administrative archives and records. In com-
pliance with this constitutional mandate, our
rules of administrative procedure have been
regulating this right to information. Current-
ly, Article 13 d) of Law 39/2015 of 1 October
2015 on the Common Administrative Proce-
dure of Public Administrations refers to Law
19/2013 of 9 December 2013 on transparen-
cy, access to public information and good
governance.

Law 19/2013 of December 9, 2013 is made by
the legislator for providing the definite en-
dorsement to access to public information,
configuring the norm as the cornerstone in
the development of the provisions of article
105.b) of the Constitution. In this norm, lev-
els of transparency are distinguished and
developed. Active Advertising and Passive
Advertising.

On the other hand, Law 9/2017, of November
8, 2017, on Public Sector Contracts, states in
its preamble that the first objective that in-
spires it is to achieve greater transparency in
public procurement. In its first article, the law

aims to regulate public sector procurement,
in order to ensure that it meets with the
principles of freedom of access to tenders,
publicity and transparency of procedures,
non-discrimination and equal treatment of
tenderers.

The Council for Transparency and Good Go-
vernance has issued several interpretative
criteria in this area. Of particular interest is
the specific interpretative criterion adopted
jointly by the Council and the Spanish Agen-
cy for the Protection of Intellectual Property.
(AEPD) - specifically No. CI/002/2015 of 24
June 2015 on the application of limits to the
right of access to information™ .

Interpretative Criterion 1/2019, of 24 Septem-
ber 2019, of the Council for Transparency and
Good Governance, on the application of Ar-
ticle 14, number 1, section h) of Law 19/2013,
of 9 December: damage to economic and
commercial interests®?, is also relevant. Arti-
cle 14.1.n) of the Transparency Law refers to
the restriction of access to information when
it is damages the economic and commercial
interests. In this interpretative criterion, it fo-
cuses on the analysis of both concepts, eco-
nomic interest and commercial interest.

The Council considers that the copulative
conjunction "and" to link of the concepts of
"economic interests" and "commercial inter-
ests" indicates that the drafters of the law
had a separate understanding of both, ac-
cording to which the two concepts are inde-
pendent and denote different realities. Con-
ceptually, commercial interests are a sector
of economic interests, are highlighted at the
same level due to their relevance.

In any case, "economic interests" are under-
stood as "the convenience, advantageous
position or importance of an individual or
collective subject in the field of production,
distribution and consumption of goods and
services".
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"Commercial interests" means "favours, po-
sitions of advantage or positions of impor-
tance in matters relating the volume of the
exchange of goods or services in a market
area".

The Council concludes that, in the field of
the exercise of the right, the following rules
should be taken into account for the applica-
tion of the limit:

e The limitation on harm to the economic
and commercial interests of an organisa-
tion, undertaking or person, like the other
limitations in Article 14, is not automatic
and does not by itself imply a direct exclu-
sion of the right of access to information
or of the obligations relating to active
promotion.

e On the other hand, as stated in Article 14
itself, the application of the limitations will
be optional, justified and proportionate
to the object and purpose of the protec-
tion and taking into account the circums-
tances of the specific case (Article 14.2).

e Each case must be the subject of an indi-
vidual study, the application of the test of
damage, and the weighing of its circums-
tances as set out in the Preamble of the
Law.

e |t is not sufficient to argue that the exis-
tence of an uncertain possibility is likely
to cause damage to economic and com-
mercial interests in order to apply the limit
generally. The damage must be defined,
undoubted and concrete.

e That damage must be substantial, real
and manifest. It must be directly related
to the disclosure of the information.

e In order to determine the extent of the
damage found and its consequences, it is
necessary to weigh up the existence of an

overriding interest, which will ultimately
determine the weight of such damage
in economic and commercial interests
against the legitimate interest existing in
knowing the specific information to be
disclosed. In the light of the injury found
and its impact, it should be proceeded to
the weighing of the existence of a prevail-
ing interest that will ultimately mark the
weight of such damage in economic and
commercial interests against the legiti-
mate interest existing in knowing the spe-
cific information to be disclosed.

In several resolutions since 239/2018, of 13
July 2018 (13), this body has focused on the
Council's criteria related to financing and pric-
ing agreements for medicines, considering
requests for access without any restrictions.

This criterion has been revised since reso-
lution 478/2019, of September 27, 2019 The
content of this resolution has been exten-
sively studied by Beatriz Cocina Arrieta in this
publication,® so we will limit ourselves to a
few aspects of interest.

The Ministry of Health, Consumption and
Social Welfare, when processing the file, in-
voked art. 14.1, h), j) and k) of Law 19/2013, of 9
December, relating to the protection of eco-
nomic and commercial interests, profession-
al secrecy and the guarantee of confidenti-
ality in decision-making. The Ministry stated
that:

" ... a decontextualised disclosure of the
information concerning the content
of Hyrimoz's pricing decision in Spain
could have a serious impact on the
pricing of the same medicine in other
Member States of the European Union,
whose pricing systems are based on
neighbouring countries, with the effect
on the pricing policy of the same com-
pany in other countries, and, once again
to the detriment, of the economic and
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commercial interests of the undertak-
ing which owns it, protected by Article
14 of the Transparency Law".

In its resolution, the Council refers to its inter-
pretative criterion CI/002/2015 of 24 June
2015 on the balancing of the interests of the
individuals concerned and the possible inte-
rest justifying publicity or access (public inte-
rest test). It also considers the applicability of
Law 1/2019, of 20 February, on Trade Secrets.
Finally, it concludes that:

"The pharmaceutical industry justifies
price confidentiality on the basis of the
possibility it offers to 'maximise patient
access to innovative medicines' In this
regard, they state that this confidenti-
ality allows "each country to obtain the
best possible price according to its cir-
cumstances (public coverage, co-pay-
ments, economic capacity...)’, always in
"balance with the necessary economic
return for pharmaceutical companies”.
"If there were no confidentiality at
the European level, prices would tend
to converge towards in a single value
which could be relatively low for the
richest countries, but too high for those
with less economic capacity," and
which they say, -"could make access
more difficult for those with fewer
resources”.

The case analysed by the State Commission
concerns the fixing of the price of medi-
cines, within the framework provided for in
the revised text of the Law on Guarantees
and Rational Use of Medicines. For its part,
the Basque Commission for Access to Pub-
lic Information ruled on a case within the
scope of the Law on Public Contracts. The
factual situation corresponded to an action
by the Basque Government, which in 2019
published on its public procurement plat-
form the award resolution for the purchase
of Kymriah, with a break down od the total
budget excluding VAT, without specifying

the cost of each individualised treatment
or th number of therapies that wouold be
covered by this award. Faced with a com-
plaint against this action, the Autonomous
Commission, by the Resolution 92/2019, of 19
December'®, decided in favour of the Basque
Government, with the following arguments:

"In view of the above, in the opinion
of this Basque Commission for Access
to Public Information, access to the
content of the unit price per complete
treatment, as well as to the number of
treatments provided for in the tender,
may cause reasonable and not merely
hypothetical damage to the economic
and commercial interests of the par-
ties concerned, so that access must
not be granted. The Ministry of Health
argues that "the knowledge by third
parties of the agreed price of a medic-
inal product, as well as its financing
conditions, involves the disclosure of
data of an economic nature relating
to the business object of a commer-
cial entity, which could be used by its
competitors to its detriment. At the
same time, and with regard to the
necessary confidentiality and secrecy
of administrative decisions when they
are likely to affect the particular inte-
rests of third parties, it must be borne
in mind that disclosure, out of context,
of the information relating to the con-
tent of the decision on the unit price of
Kymriah could have serious repercus-
sions on the determination of the price
of the same medicinal product in other
Autonomous Communities and even
in the other Member States of Kymriah.
the European Union, whose pricing
systems take as a reference those of
the countries around it, with the follow-
ing effect on the pricing policy of this
same company in countries and, to the
detriment, again, of the economic and
commercial interests of the entity that
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owns it, protected by Article 14 of the

Transparency Law".

It is clear that the pharmaceutical market is
far from being considered a perfect market in
the terms defined by Adam Smith in the eigh-
teenth century. In a perfect market, it would
be the interaction between suppliers (firms)
and demanders (customers) that would
determine its price. Obviously, this is a theo-
retical concept that we hardly find in reality.

The perfect market is based on the symme-
try of information, in such a way that the
information about the conditions of what is
being negotiated is the same for all bidders
and demanders (there is no information
exclusive or privileged) and price and volume
information is also available to all. In the real-
ity that concerns us, there is an undeniable
asymmetry in the information derived from
the secrecy of the pharmaceutical industry
in relation to its costs of putting a new mol-
ecule on the market. In addition, the need
to guarantee the right to protect citizens
through efficient and sustainable health
systems justifies intervention in the prices
of medicines. Both circumstances, secrecy
and intervention, are the source of multiple
distortions that create tensions in the combi-
nation of two undoubtedly legitimate inter-
ests that are recognized and defended in the
legal systems, the right to transparency and
the right to confidentiality.

The pharmaceutical industry justifies the
defence of confidentiality under the argu-
ment that, if there were no confidentiality at
European level, prices would tend to equal-
ise in a single value that could converge to

an average price, perhaps relatively low for
the richest countries, but too high for those
with less economic capacity. According to
the industry's argument, it could complicate
access in countries with fewer resourcesl.
Likewise, and also taking into account the
arguments of the pharmaceutical industry,
the Autonomous Commission of the Basque
Country, through Resolution 92/2019, of 19
December already expressed, comes to con-
sider that a decontextualised disclosure of
the information relating to the content of the
resolution of the unit price could have a seri-
ous impact on the determination of the price
of that same medicine in other Autonomous
Communities and even in the other Member
States of the European Union. This last argu-
ment is surprising to say the least in the light
of Article 13 of the Treaty on European Union
(EU), which enacts that EU institutions and
states must maintain between them, loyal
cooperation, as well as the general princi-
ples of inter-administrative relations set out
in Article 140 of Law 40/2015, of 1 October, on
the Legal Regime of the Public Sector, which
provides that the different Public Adminis-
trations act and relate to other Administra-
tions and entities in accordance with, among
others, the principles of institutional loyalty,
collaboration and cooperation.

Within the framework of another line of argu-
ment, it is stated by those responsible for
the pharmaceutical industry that providing
greater transparency to the financing pro-
cess of public medicines would only increase
their price®. Contrary to this claim, a study
by the European Commission estimates
that the confidentiality of drug prices makes
them more expensive, concluding that if EU
Member States shared this information, the
cost of funded drugs could fall on average by
up to 41.2 percent.

Transparency must not be an end in itself and
consequently we cannot allow ourselves to be
led into an "information pornography'?°, trans-
parency must be the means to good gover-
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nance. As previously indicated in Law 19/2013,
of 9 December, transparency access to public
information and the rules of good governance
must be the cornerstones of all political action.
In the area that concerns us, that of medicines,
the relevance and the need for knowledge on
the part of society of the decisions that are
taken is evident, precisely because they have a
decisive influence on the health of the popu-
lation, also having a very significant impact on
the application of public resources and on the
sustainability of our health system.

It is true that the principle of transparency
may have limitations when it coincides with
other legitimate interests, such as the eco-
nomic and commercial interests of the phar-
maceutical industry, but it must be based
on the premise that transparency is a higher
value, that it cannot be relegated in a general
way and that it should only be ignored in a
very limited way.

In accordance with the foregoing and in the
area covered by this article, both decisions
to intervene the prices of medicinal prod-
ucts and those corresponding to public pro-
curement of medicines must be based on a
general principle of transparency, a principle
that should only be limited when, in specific
cases. Only when there are reasons that jus-
tify their subordination to interests that rep-
resent a higher value.

From my point of view, criteria such as those
expressed in the aforementioned Resolution
of the Autonomous Commission on Trans-
parency of the Basque Country, the reasons
already stated at the time (which would obvi-
ate prevailing principles in relations between
public institutions), do not seem acceptable
to put economic and commercial interests
before transparency of public activity.

Nor do the arguments that attempt to jus-
tify opacity, in hypothetical favourable reper-
cussions of equity (such as has been held by
the Council for Transparency and Good Gov-

Both decisions

to intervene the
prices of medicinal
products and those
corresponding to
public procurement
of medicines must
be based on a
general principle

of transparency, a
principle that should
only be limited
when, in specific
cases. Only when
there are reasons
that justify their
subordination

to interests that
represent a higher
value.

ernance), or in better economic conditions
(we refer again to the "Study on enhanced
cross-country coordination in the area of
pharmaceutical product pricing" of the Euro-
pean Commission, which states the opposite).

Faced with these latter arguments to the det-
riment oftransparency, perhaps we should ask
ourselves whether the problem does not stem
from transparency, but from the absence of
a common European policy on the pharma-
ceutical market, a policy in which, in applica-

CUADERNOS DE DERECHO FARMACEUTICO SPECIAL ISSUE 2025 | 170



tion of the "sincere cooperation" established
by the treaties, information is shared. making
it possible to make joint decisions on prices,
decisions that, while taking into account the
singularities of each country (mainly with
regard to its economic capacity and standard
of living), will derive from an orderly, global
and common European vision.

Europe is taking steps, still shy, along these
lines with initiatives such as the Online Da-
tabase for the Regulation and Control of
the Price of Medicinal Products (EURIPID), a
Commission initiative which, through collab-
orative action between States, aims to make
information on the pharmaceutical products
available to national authorities, making it
easier to control your costs.

Finally, | do not want to overlook the high so-
cial sensitivity that the transparency of prices
in medicines is beginning to have, referring
to the initiative, which certain organisations
have launched, to collect the necessary
500,000 signatures, to promote a popular ini-
tiative in the Congress of Deputies, in order
to promote greater transparency around the
price of medicines and eliminate possible
conflicts of interest?'.

Advanced societies require mechanisms
that make it. To this end, citizens should not
be prevented from accessing the informa-
tion that has underpinned the decisions of
the public authorities.

As stated in the preamble of the Transparency
Law, "Countries with higher levels of transpar-
ency and good governance standards have
stronger institutions, which promote econom-
ic growth and social development. In these
countries, citizens be able to judge better and
more judiciously the capacity of their public
officials and decide accordingly. Allowing a
better control of public activity contributes to

the necessary democratic regeneration, pro-
motes the efficiency and effectiveness of the
State and favors economic growth.”

Clearly, transparency is not an end in itself,
but a means to strengthen that democracy.
For this reason, transparency cannot be pred-
icated at the expense of everything, it will be
necessary, in some cases, to weigh the con-

Transparency

is not an end in
itself, but a means
to strengthen
that democracy.
For this reason,
transparency

cannot be
predicated at
the expense of
everything, it will
be necessary, in
some cases, to
weigh the conflict
or harm against
other legitimate
interests at stake
(harm test/public
interest test).
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flict or harm against other legitimate inter-
ests at stake (harm test/public interest test).

With regard to the price of medicines, we find
relevant interests that may affect research,
equity, the sustainability of health systems, or
the viability of the drug industry, among oth-
ers. In the resolution of these conflicts, it does
not seem possible to establish a criterion of
general application and the only plausible
approach seems to be the one already high-
lighted by the Supreme Court in a Judgment
of October 16, 2017, of the Contentious-Ad-
ministrative Chamber, which considers that
the legal regulation of the right of access to
the information requires a strict, if not restric-
tive, interpretation of both the limitations on
the right of access to information (which are
contemplated in article 14.1 of Law 19/2013, of
9 December), and the causes of inadmissi-
bility of requests for information (which are
listed in article 18.1), without accepting lim-
itations that entail an unjustified and dispro-
portionate impairment of the right of access
to information.

[11 https:/Mww.oecd-ilibrary.org/sites/4dd50c09-en/index.
html?itemId=/content/publication/4dd50c09-en

[2] The report refers to data from 2017.
[3] Decisions of 19 January 2017 and 30 August 2018.

[4] Denying Johnson & Johnson's request to increase
the price of "DCI loperamide."

[5] As an exception, we can point to the case of the Anda-
lusian auctions, which have their scope in the market of
dispensing in pharmacies.

[6] Francisco Mezones (editor), Transparency in Public
Management: Ideas and Experiences for its Viability.
Guatemala 2006.

[7] Telma Almeida de Oliveira.
[8] Bobbio, Norberto. E/ futuro de la Democracia (2001).

[9] Articles 52.1; 56.5; 138.2 a); 169.7; 171; 321.1; 328.5; DA 16;
among others.

[10] Published in the Official State Gazette of 31July 2008,
through Organic Law 1/2008, of 30 July, authorising the
ratification by Spain of the Treaty of Lisbon, amending
the Treaty on European Union and the Treaty Establish-
ing the European Community, signed in the Portuguese
capital on 13 December 2007.

[1] https:/Aww.consejodetransparencia.es/ct_Home/Acti-
vidad/criterios.htmll

[12] https:/Mww.consejodetransparencia.es/ct_Home/Acti-
vidad/criterios/1-2019.ntml

[13] https./AMww.consejodetransparencia.es/ct_Home/dam/
jcr26773310-91a3-439e-9864-1c049d127aea/R-0239-2018 pdf

[14] https://Mww.consejodetransparencia.es%2Fct_Ho-
me%2Fdam%2Fjcr%3A84cec08c-1€72-4blf-acc3-96d1573d-
149d%2FR-0478-2019.pdf

[15] Cocina Arrieta, Beatriz. Cuadernos de derecho far-
macéutico n® 71 (October-December 2019).

[16] https:./Mww.gardena.euskadi.eus/documentacion-re-

levancia-juridica/resolucion-922019/webgar00-contgen/es/

[17] This reasoning is made explicit in Resolution 478/2019,
of September 27, 2019, of the Council for Transparency
and Good Governance, to which reference has already
been made.

[18] Martin Sellés. President of Farmaindustria (XVI Seminar
onthePharmaceutical Industry & Media) of Communication).

[19] “Study on enhanced cross-country coordination in
the area of pharmaceutical product pricing” (https://
op.europa.eu/en/publication-detail/-/publication/
b1565784-9a9c-11e6-9bca-0laa75ed71al)

[20] Concepto acufiado por Byung-Chul Han. La sociedad
de la transparencia (traduc. Raul Gabas). Herder, 2013.

[21] https:/civio.es/novedades/2019/11/26/comienza-la-rec-
ogida-de-firmas-para-llevar-al-congreso-el-debate-so-

bre-el-precio-de-los-medicamentos-y-su-transparencia/
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RESUMEN: Esta resefia se hace eco de una importante y pionera Resolucién del Consejo de Transparencia
y Buen Gobierno, de 26 de septiembre de 2019, relativa a la aplicacion de los principios de transparencia
a la informacién sobre el precio e inclusién de un medicamento en el Sistema Nacional de Salud. El
CTBG, acogiendo los argumentos del Ministerio de Sanidad, entiende que resultan de aplicaciéon los
[imites legales al acceso a la informacion basados en la proteccion de los legitimos intereses econdmicos
y comerciales, y aprecia que existe un interés publico en mantener la confidencialidad de los precios,
puesto que lo contrario complicaria el acceso a los medicamentos en los paises de menos recurso.

PALABRAS CLAVE: Transparencia; confidencialidad de precios de los medicamentos; intereses econé-
micos y comerciales; precio y financiacién de medicamentos.

ABSTRACT: This review echoes an important and pioneering Resolution of the Spanish Council for Trans-
parency and Good Governance, dated 26 September 2019, regarding the application of the principles of
transparency to the information on the price and reimbursement of a medicine in the National Health
System. The CTBG, accepting the arguments of the Ministry of Health, understands that the legal limits
to access to information based on the protection of legitimate economic and commercial interests are
applicable, and appreciates that there is a public interest in maintaining the confidentiality of prices, since
otherwise it would complicate access to medicines in countries with fewer resources.

KEYWORDS: Transparency; confidentiality of medicine prices; economic and commercial interests; price
and reimbursement of medicines.
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Recently, the Council of Transparency and
Good Governance ("CTBG") has issued the
very interesting Resolution 478/2019, of Sep-
tember 26, 2019, regarding the application of
the principles of transparency to information
on the price and inclusion of a medicine in
the National Health System.

This resolution, which is reproduced in full
below, is of particular importance because it
marks a distinct shift from the CTBG's previ-
ous doctrine and the adoption of a criterion [
]. and adopts the criterion already expressed
by other European bodies in the field of trans-
parency (see "Resolution of the Irish Informa-
tion Commissioner of 13 April 2018 on the ap-
plication of transparency rules to the prices
of medicines', by Beatriz Cocina Arrieta, in
Cuadernos de derecho farmacéutico n° 69,
April-June 2019, CEFI). In particular, the CTBG
understands that the legal limits on access to
information based on the protection of legiti-
mate economic and commercial interests ( ex
article 14.1 h) of Law 19/2013, of 9 December,
on transparency, access to public information
and good governance) are applicable.

The CTBG accepts the arguments of the Min-
istry of Health, Consumer Affairs and Social
Welfare, subsequently reiterated by the phar-
maceutical company concerned, and consid-
ers that those arguments are consistent with
the justified and restrictive application of the
limits on access to information. In particular,
the CTBG considers that the confidential-
ity of information on the price of medicines
is justified because of the possibility it offers
to "maximise patients' access to innovative
medicines" and to allow "each country to ob-
tain the best possible price according to its
circumstances (public covers, co-payments,
economic capacity, etc.). (..) in balance with
the necessary economic return for pharma-
ceutical companies." Thus, the Council adds,
"if there were no confidence at the European

level, prices would tend to equalize in a sin-
gle value that could be relatively low for the
richest countries, but too high for those with
less economic capacity", which "could com-
plicate access in those with fewer resources”.

Like the Information Commissioner, it can be
seen that not only private business interests,
but also, and especially, public health and
budgetary interests, justify the confidential-
ity of such information.

Date: September 26, 2019

Administration/Agency: Ministry of Health,
Consumer Affairs and Social Welfare In-
formation requested: Price and inclu-
sion of medicines in the National Health
System Meaning of the resolution:
Discouragement.

2.1. Background

1. According to the documents in the file. On
April 22, 2019, the claimant requested the
following information from the Ministry of
Health, pursuant to Law 19/2013 of December
9, 2013, on Transparency, Access to Public In-
formation, and Good Governance (LTAIBG).

The date, content and URL or electronic
copy of the resolution (or any other docu-
ment or procedure in this regard, to pre-
vent the issue from being ignored due to
terminology, in the same way as Request
0071-032710) of the Directorate-General for
the Basic Portfolio of Services of the SNS
and Pharmacy, in which it was decided to
prescribe and include drug X in the NHS.

Since the resolutions regarding the first
medicines are public because they are
published, it does not make sense for the
copies to be less public.There is no re-
sponse from the Administration.
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2. On 8 July 2019, the applicant submitted,
pursuant to the provisions of Article 242 of
the LTAIBG, a complaint to the Transparency
and Good Governance Council with the fol-
lowing content:

1. Application 001-034250 was submitted
on 2019-04-22, | received notification of
the start of the procedure by the relevant
department day later.

2. The deadline for resolving requests for
access to information is 1 month as pro-
vided for in article 20.1 of Law 19/2013, of
9 December, which in this case ended
on 23/05/2019, without having received a
response.

3. In accordance with the provisions of Ar-
ticle 20.4 of the Law, if the maximum pe-
riod for a decision has elapsed without an
express decision having been issued and
notified, it shall be understood that the
application has been rejected.

4. In accordance with the Interpretative
Criterion Cl/001/2016 on Article 20.2, the
reiterated jurisprudence of the Constitu-
tional Court set out therein, Articles 122.1
and 124.1 of Law 39/2015 and the Basic
Guide for the Processing of Access Re-
quests shall not be subject to a deadline.

For all these reasons, | file this claim in
which it is REQUESTED.

That the competent body resolves favor-
ably and as soon as possible the request
for access to information that motivates
this letter.

3. On 10 July 2019, the Council for Transpar-
ency and Good Governance forwarded the
file to the Ministry of Health, Consumer Af-
fairs and Social Welfare, through its Transpar-
ency Information Unit, so that it could make
the allegations it deemed appropriate. This
requirement was reiterated by this Council

on August 21, 2019, in the absence of a re-
sponse from the Ministry.

Finally, through a letter dated August 30,
2019, the Department made the following
allegations:

In relation to this request, the criterion of
this steering centre is the partial denial of
access to information on the grounds pro-
vided for in article 14.1 (h), (j) and k) of Law
19/2013 of 9 December 2013 on Transparen-
cy, Access to Public Information and Good
Governance (hereinafter, LTAIBG), namely:
the limitation of the right of access to in-
formation when this may affect economic
and commercial interests, professional se-
crecy and the guarantee of confidentiality
in decision-making processes. Knowledge
by third parties of the price agreed for a
medicinal product, as well as its financ-
ing terms, entails revealing data of an eco-
nomic nature affecting the business of the
commercial entity which could be used
by its competitors to its detriment. At the
same time, and with regard to the neces-
sary confidentiality and secrecy of admin-
istrative decisions when they may affect
the particular interests of third parties,
it must be borne in mind that a decon-
textualized disclosure of the information
relating to the content of the resolution
of X's price in Spain could have a serious
impact on the determination of the price
of the same medicinal products in other
Member States of the European Union,
whose pricing systems are based on those
of neighbouring countries, with the con-
sequent effect on the pricing policy of the
same company in other countries and, to
the detriment, once again, of the econom-
ic and commercial interests of the entity
that owns it, protected by Article 14 of the
Transparency Law.

Thatiswhy in the reply to the interested par-
ty, only the retail price notified by the owner
of the medicinal product is provided, which
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is the price that appears in the Official Cat-
alogue of Drug Prices (Nomenclator).

II. In line with the above arguments, it is
meant that any decision granting access
to the requested information must pass,
as a prior and any decision granting ac-
cess to the requested information mus in-
volve, as a prior and unavoidable step, the
submission of the request to the entity that
owns the medicinal product concerned.
Since this submission has not been made
in the context of the proceedings before
this board — because it is considered un-
necessary, in view of the reasoning set out
above against the dissemination of the
requested information - this procedure
should be carried out at the current stage
of the proceedings, as imperatively estab-
lished in article 24.3 of the LTAIBG, accord-
ing to which "when the denial of access to
information is based on the protection of
the rights or interests of third parties, prior
to the resolution of the complaint, a hear-
ing shall be granted to the persons who
may be affected so that they may allege
what is appropriate to their right”.

4. In view of the allegations made and the
provisions of article 24.3 of the LTAIBG- when
the denial of access to information is based
on the protection of the rights or interests
of third parties, prior to the resolution of the
claim, the persons who may be affected shall
be granted an opportunity to allege what
is appropriate to their to allege what is ap-
proriate to their right, on September 3, 2019,
a hearing was opened in order for the com-
pany identified by the Ministry as potentially
harmed by the disclosure XX FARMACEUTI-
CA, S.A,, could make the allegations it consid-
ered appropriate in defence of its rights and
interests. By letter of 17 September 2019, XX
FARMACEUTICA, S.A. stated the following:

In accordance with the provisions of arti-
cle 14.1 h), j) and k) of Law 19/2013, of 9 De-
cember, on Transparency, Access to Pub-

lic Information and Good Governance, the
right of access to information may be lim-
ited when this may affect economic and
commercial interests, professional secre-
cy and the guarantee of confidentiality in
decision-making processes.

As stated by the Ministry of Health, Con-
sumer Affairs and Social Welfare (MSCBS)
in its response to the request for infor-
mation relating to our medicinal prod-
uct X, the knowledge by third parties of
the agreed price of a medicinal product,
as well as the conditions of its financing,
means revealing data of an economic na-
ture that would seriously affect our busi-
ness as it could be used by a competitor.
In addition, as stated by the MSCBS, it
should be borne in mind that a decon-
textualized disclosure of the information
relating to the content of X's price resolu-
tion in Spain could have a serious impact
on the determination of the price of the
same medicinal product in other Member
States of the European Union, whose pric-
ing systems take as a reference those of
the countries around them. with the con-
sequent impact on our company's pricing
policy and, to the detriment, once again,
of our economic and commercial inter-
ests, which are protected by the afore-
mentioned Transparency Law.

2.2. Legal bases

1. In accordance with the provisions of Arti-
cle 24 of the LTAIBG, in conjunction with Ar-
ticle 8 of Royal Decree 919/2014 of 31 October
2014 approving the Statute of the Council for
Transparency and Good Governance® the
Presidency of this Organisation is competent
to resolve complaints that, prior to a possible
and optional Contentious-Administrative Ap-
peal, are presented within the framework of
an access to information procedure.

2. Article 124 of the LTAIBG regulates the right of
all persons to access public information, under-
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stood, a ccording to article 13 of the same regu-
lation, as "the contents of the or documents,
whatever their format or medium, which arein
the possession of any of the subjects included
in the which have been prepared or acquired
in the exercise of their functions”.

Therefore, the Act defines the subject matter
of a request for access to information as infor-
mation that already exists, either because it is
in the possession of the agency receiving the
request, or because it has prepared it itself or
because it has obtained it in the exercise of
the functions and powers entrusted to it.

3.In the present case, it is necessary to begin
by making a series of formal considerations
concerning the time limit within which a
request for access to information must be
answered, the petitioner points out in his
complaint.

In accordance with Art. 20 of the LTAIBG:
The decision granting or refusing access
shall be notified to the applicant and to
affected third parties who have request-
ed it within a maximum period of one
month from the receipt of the request by
the body competent to decide. This period
may be extended for a further month if
the volume or complexity of the informa-
tion requested makes it necessary and
upon notification to the applicant.

Paragraph 4 of the same provision pro-
vides that if the maximum period for a
decision has elapsed without an express
decision having been issued and notified,
the application shall be deemed to have
been rejected.

In the case at hand, as stated in the dossier,
the request for information was submitted
on April 22,2019, and reached the competent
body to resolve on the 23rd, according to the
statements of the Ministry itself, and the no-
tification to the interested party, so the term
to resolve and notified expired on May 23.

Notwithstanding the above, the Ministry has
not issued a decision within deadline, finally
making allegations once it has received the
complaint, and after having been requested
twice.

In this regard, it should be recalled that the
Preamble to the Law, in order to facilitate the
exercise of the right of access to public infor-
mation, refers to the establishment of an agile
procedure, with a short response time,and the
creation of information units within the Cen-
tral Administration. in order to make it easier
for the citizen to know the body to which the
application must be submitted as well as the
competent body which will deal with it.

This Transparency Council has already ru-
led in previous cases (for example, in the
case R/0100/20165 or the more recent
R/0234/20186 and R/0543/20187) on this de-
lay in the processing of the application by the
Administration, concluding that this lapse of
time, not attributable to the applicant but to
the Administration, damages the interests
of the former, which is in contradiction with
the principle of administrative efficiency in
Article 103.1 of the Spanish Constitution, ac-
cording to which "The Public Administra-
tion serves the general interests objectively
and acts in accordance with the principles
of efficiency, hierarchy, decentralization, de-
centralization and co-ordination with full
submission to the law and the law" The Con-
stitution's categorization of the duty to be ef-
fective as a principle implies that the Admin-
istration must not only respect the principle
of legality the principle of legality in its ac-
tions, but must also provide all the material
and human means to carry out the purpose
assigned to it by the Constitution itself: the
achievement of the general interest.

4. As regards the merits of the case, it should
be noted that, as is apparent from the alle-
gations made by the Ministerial Department,
the reply to the request for information indi-
cates that only the retail price notified by the
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holder of the medicinal product is provided,
which is the price set out in the Official No-
menclator of Prices for Medicinal Products.

However, the requested information (the
date, content and URL or electronic copy of
the decision on the price and inclusion in the
NHS of drug X) is denied, because it is con-
sidered that the limits laid down in Article 14.1
(h), (j) and (k) apply, which provide that [ ]
When considering the limits laid down in Ar-
ticle 14.1 (h) to apply, (j) and (k) which provides
that the right of access may be limited where
access to information would be detrimen-
tal to: (h) economic and commercial inter-
ests; (j) Professional secrecy and intellectual
property; k) The guarantee of confidentiality
or the secrecy required in decision-making
processes.

The Administration, as does the interested
third party, argues that the knowledge by
third parties of the agreed price for a medici-
nal product, as well as its financing terms,
entails revealing data of an economic nature
affecting the business object of a commercial
entity that could be used by its competitors
to its detriment, and that the necessary con-
fidentiality and secrecy, it must be borne in
mind that a disclosure of the information re-
lating to the content of the resolution of the
price of X in Spain could have a serious impact
on the determination of the price of the same
medicinal products in other Member States of
the European Union, whose pricing systems
are based on those of neighbouring countries.

In the first place, it should be recalled again
that the application of the limits contemplat-
ed in the LTAIBG must be in accordance with
the Interpretative Criterion CI/002/2015, of 24
June, of this Transparency Council®, drawn up
according to the powers granted by its article
38.2 a), a criterion in which it is indicated that:

"The limits referred to in Article 14 of the
LTAIBG, unlike those relating to the pro-
tection of personal data, do not apply di-

rectly, but in accordance with the word-
ing of the text of the text of paragraph 1,
"may" be applied.

In this way, the l[imits do not operate ei-
ther automatically in favour of refusal or
absolutely in relation to the contents.

The invocation of grounds of public inter-
est to limit access to information must be
linked to the specific protection of a ratio-
nal and legitimate interest.

In this sense, these limits will in no case
be automatic: on the contrary, it will be
necessary to analyse whether the accep-
tance of the request for information en-
tails a specific, defined and assessable
damage (damage test). This, moreover,
cannot affect or be relevant to a cer-
tain material area, because otherwise a
complete block of information would be
excluded.

Similarly, a justified and proportionate ap-
plication is necessary in the light of the
circumstances of the specific case and
provided that there is no interest justifying
publicity or access (public interest test)."

It is also necessary to take into account the
rulings adopted by the Courts regarding the
application of those limits:

e Judgment No 60/2016 of 18 May 2016 of
the Central Administrative Court No 6 of
Madrid, delivered in OP 57/2015: "(..) " The
law recognizes the primacy of the subjec-
tive right to obtain information and, cor-
respondingly, the duty to provide it, unless
there are justified reasons that limit this
right, as referred to in art. 14. Such reasons
constitute indeterminate legal concepts
whose relevance and significance must
be specified in each case, balancing the
conflicting interests, as the rule indicates,
in such a way that in the face of typically
discretionary acts, (...).
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In the Judgment of November 7, 2016,
issued in the Appeal filed against the
Judgment of the lower court indicated
above, the National Court expressly stated
that "And if any of the limits of Article 14
must be accredited"

Judgment no. 85/2016 of 14 June 2016 of
the Central Administrative Court No. 5 of
Madrid, handed down in ordinary pro-
ceedings 43/2015: "Well, when interpret-
ing that provision — 14.1 h-, we must bear
in mind that the aforementioned Law,
in its Preamble, expressly states that it
broadly configures the right of access to
public information and that this right will
only be limited in those cases in which
it is necessary due to the very nature of
the information or because of its conflict
with other protected interests". "Thus, the
purpose, the principle and the philosophy
that pervades the Act is broad access to
public information; and the limits to such
access must be justified, interpreted
and applied in a reasoned, restrictive
manner and assessed according to
the so-called damage test; in the light
of the determination of the prejudice
that access to certain information may
cause to the interest that the limitation is
intended to safeguard."

Finally, the judgment of the Supreme
Court of 16 October 2017 in Cassation
Appeal No 75/2017 states the following: (...)
"This broad formulation in the recognition
and legal regulation of the right of access
to information requires a strict, if not
restrictive, interpretation of both the
limitations to that right referred to arti-
cle 14.1 of Law 19/2013 as the grounds for
inadmissibility of requests for information
listed in Article 18.1". (...) without accepting
limitations that entail an unjustified and
disproportionate reduction of the right of
access to information {(...)

Likewise, the possibility of limiting the
right of access to information does not
constitute a discretionary power of the
Administration or entity from which infor-
mation is requested, since this is a broadly
recognized right that can only be limited
in the cases and under the terms provid-
ed for in the Law."

Taking into account all of the foreging and
in view of the circumstances replicate in the
background, it must be concluded that the
application of the limits in the response to a
request for information that is provided only
when the interested party has filed a com-
plaint before the Council for Transparency
and Good Governance for negative silence
rejecting it, is not in accordance with the in-
terpretation made by both the Transparency
Council and the Courts of Justice.

5. With regard to secret commercial infor-
mation and possible damage to economic
and commercial interests (art. 14.1 h), it is a
consolidated criterion of this Transparency
Council that the concept can be derived
from the disclosure of what is ruled as a trade
secret by Law 1/2019, of February 20, 2019, on
Trade Secrets9, the transposition of Directive
2016/943 of the European Parliament and of
the Council of 8 June 2016 on the protection
of undisclosed know-how and business infor-
mation (trade secrets) against their unlawful
acquisition, use and disclosure.

Prior to this rule, the Commission Notice on
the rules on access to the Commission's file
in cases pursuant to Articles 81 and 82 of the
EC Treaty, Articles 53, 54 and 57 of the EEA
Agreement, and Council Regulation (EC) No
139/2004 (2005/C 325/07) stated:

3.2.1. Trade secrets

18. In so far as disclosure of information
about an undertaking's business activ-
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ity could result in a serious harm to the
same undertaking, such information con-
stitutes business secrets (..). Examples of
information that may qualify as business
secrets include: technical and/or financial
information relating to an undertaking's
know-how, methods of assessing costs,
production secrets and processes, supply
sources, quantities produced and sold,
market shares, customer and distribu-
tor lists, marketing plans, cost and price
structure and the sales strategy.

For its part, the directive reads as follows:

Businesses and non-commercial research
institutions invest in acquiring, developing
and applying know-how and information
which is the currency of the knowledge
economy and provides a competitive ad-
vantage. This investment in generating
and applying intellectual capital is a de-
termining factor as regards their compet-
itiveness and innovation-related perfor-
mance in the market and therefore their
returns on investment, which is the un-
derlying motivation for business research
and development. (...) Recital 1.

(..) By protecting such a wide range of
know-how and business information,
whether as a complement or as an al-
ternative to intellectual property rights,
trade secrets allow creators and innova-

could have devastating effects on the le-
gitimate trade secret holder, as once pub-
licly disclosed, it would be impossible for
that holder to revert to the situation prior
to the loss of the trade secret. As a result,
it is essential to provide for fast, effective
and accessible provisional measures for
the immediate termination of the unlaw-
ful acquisition, use or disclosure of a trade
secret, including where it is used for the
provision of services. (...) Recital 26.

Article 2 also defines trade as:

(..) information that meets all of the fol-
lowing requirements:

a) it is secret in the sense that it is not, as
a body or in the precise configuration
and assembly of its components, gen-
erally known among or readily acces-
sible to persons within the circles that
normally deal with the kind of informa-
tion in question;

b) it has commercial value because it is
secret;

c) it has been subject to reasonable steps
under the circumstances, by the per-
son lawfully in control of the informa-
tion, to keep it secret;

tors to derive profit from their creation or Finally, the aforementioned Law 1/2019 de-

innovation and, therefore, are particularly
important for business competitiveness
as well as for research and development,
and innovation-. Recital 2.

fines as a trade secret any information or
knowledge, including technological, scien-
tific, industrial, commercial, organisational
or financial knowledge, that meets the fol-
lowing conditions:

(..) The unlawful acquisition, use or dis-

closure of a trade secret Compromises G) Itis secret, in the sense thot, as a whole

legitimate trade secret holders' ability to
obtain first-mover returns from their in-
novation-related efforts. Recital 4.

The unlawful acquisition, use or disclo-
sure of a trade secret by a third party

or in the precise configuration and as-
sembly of its components, it is not gen-
erally known to or readily accessible
to persons belonging to the circles in
which the type of information or knowl-
edge in question is normally used;

CUADERNOS DE DERECHO FARMACEUTICO SPECIAL ISSUE 2025 | 181



b) It has a business value, whether actual
or potential, precisely because it is se-
cret, and

c) it has have been the subject of reason-
able measures by its holder to keep it
secret.

6. In view of the foregoing, in the opinion of
this Council for Transparency and Good Gov-
ernance, there may be a reasonable and not
a merely hypothetical damage to economic
interests and commercial with access to the
content of the resolution (though not to its
date) in which the price and inclusion in the
SNS of drug X was decided, since the price of
medicines is set by the Interministerial Com-
mission on Drug Prices, to which the compa-
ny that owns the medicine submits a request
for price and reimbursement, together with
a dossier used for the preparation of a report
and an analysis of the application.

Among the criteria taken into account (Law
29/20086, of 26 July, on Guarantees and Ratio-
nal Use of Medicines and Medical DeviceslO)
and incorporated into the report (resolution)
are the severity, duration and sequelae of the
different pathologies for which the medicines
are indicated; the specific needs of certain
groups; the therapeutic and social value of
the medicinal product and its incremen-
tal clinical benefit taking into account its
cost-effectiveness; the availability of me-
dicinal products or other therapeutic alter-
natives for the same conditions at a lower
price or lower cost of treatment, as well
as the level of innovation of the medicinal
product.

The pharmaceutical industry justifies price
confidentiality by the possibility it offers
to "maximize patient access to innovative
medicines" In this regard, they state that
this confidentiality allows "each country
to obtain the best possible price accord-
ing to its circumstances (public coverage,

co-payments, economic capacity...)’, always
in "balance with the necessary economic
return for pharmaceutical companies” "If
there were no confidentiality at the Europe-
an level, prices would tend to equalize at a
single value that could be relatively low for
richer countries, but too high for those with
less economic capacity," and that, they say,
"could complicate access in those with fewer
resources."

The arguments alleged, as stated in the fac-
tual background, in the opinion of this Trans-
parency Council, are consistent with the jus-
tified and restrictive application of the limits
on access to information and, specifically, the
one set out in Article 14.1 h) of the LTAIBG.

Therefore, on the basis of the arguments set
out in the preceding paragraphs of this reso-
lution, and without prejudice to the deficient
processing of the request for information
that we have indicated, the complaint must
be rejected.

2.3. Resolution

In view of the Background and Legal Grounds
described, the complaint filed by XX, with
entry on July 8, 2019, against the Ministry of
Health, Consumer Affairs and Social Welfare,
must be DISMISSED.

In accordance with Article 23, number 117,
of Law 19/2013, of 9 December, on Transpar-
ency, Access to Public Information and Good
Governance, the Claim provided for in Article
24 thereof is considered a substitute for ad-
ministrative appeals, in accordance with the
provisions of Article 112.2 of Law 39/2015, of 1
Octoberl2, on the Common Administrative
Procedure of Public Administrations.

Against this Resolution, which puts an end
to the administrative procedure, an Admin-
istrative Appeal may be filed, within a period
of two months, before the Central Adminis-
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trative Courts of Madrid, in accordance with
the provisions of Article 9.1 ¢) of Law 29/1998,
of July 13, 1998, Regulating the Contentious-
Administrative Jurisdiction"®.

The President of thel CTBG
P.V. (Art. 10 of R.D. 919/2014)

The Deputy Director General for
Transparency and Good Governance
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RESUMEN: La transparencia, como mecanismo de control del poder publico, estda adquiriendo una re-
levancia notoria en los Ultimos tiempos, manifestdndose una tendencia al reconocimiento del derecho
de acceso a la informacidén publica con un amplisimo alcance. Los limites a este derecho, previstos en la
propia Ley de Transparencia, son de rara aplicaciéon y el mercado farmacéutico no es una excepcion. Pro-
ponemos que, en el analisis de ponderacion de los intereses publicos y privados en juego, se incorpore el
impacto que el conocimiento de cierta informacién puede tener en el proceso competitivo del mercado
de que se trate, muy especialmente en el mercado farmacéutico. Ello estaria en linea con la preocupacion
manifestada histéricamente por las autoridades de competencia en relacién con conductas de empresas
gue han contribuido a un incremento de la transparencia en los mercados.

PALABRAS CLAVE: Transparencia; acceso a informaciéon publica; incertidumbre; medicamentos; Co-
mision Nacional de los Mercados y la Competencia.

ABSTRACT: Transparency is becoming increasingly relevant as a mechanism to control public au-
thorities, confirming a widespread trend recognizing the right to access public information. The lim-
itations to this right established in the Transparency Act are rarely applied, and the pharmaceutical
market is not an exception. We propose that the impact of having access to certain information on
the competitive process should be included when assessing the public and private interests at stake,
especially in the pharmaceutical market. This would be consistent with the concerns repeatedly ex-
pressed by competition authorities in relation to corporate behaviors that have contributed to a high-
er degree of market transparency.

KEYWORDS: Transparency; access to public information; uncertainty; pharmaceutical products;
Spanish Commission of the Markets and Competition.
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For some time now, transparency, as a mech-
anism for controlling public authorities, has
been gaining significant importance. Since
the entry into force, in December 2014, of
Law 19/2013, on transparency, access to pub-
lic information and good governance? ("Law
19/2013"), any person has the right — without
the need to give reasons for their request —
to access public information, understood as
"the contents or documents, whatever their
format or method, that are in the possession
of any of the subjects included in the scope
of application of this title and that have
been prepared or acquired in the exercise of
their functions." We are talking about public
administration in a broad sense, at any level
(national, regional and local), including pub-
lic agencies and autonomous bodies, entities
and corporations under public law, as well as
state and regional institutions. We are also
talking about any field of activity.

That regulation created the Council for Trans-
parency and Good Governance ("CTBG"),
whose purpose is to "promote the transpar-
ency of public activity, ensure compliance
with publicity obligations, safeguard the
exercise of the right of access to public infor-
mation and guarantee compliance with the
provisions of good governance." Specifically,
the CTBG is competent to deal with com-
plaints against the express or tacit resolutions
of the administration regarding access. This
Council periodically publishes its resolutions
(www.consejodetransparencia.es), which are

dozens per month; and settle claim claims of
a very diverse nature.

The right of access established in Law 19/2013
is not absolute. Article 14 includes certain
cases that limit it. Among them, and for the
purposesthatinterest us (the pharmaceutical
sector), there is the protection of economic

and commercial interests (not specifically
defined by the law), and intellectual property.

Article 14 itself already states that the appli-
cation of the limits "shall be justified and
proportionate to their object and purpose of
protection and shall take into account the
circumstances of the specific case, espe-
cially the concurrence of an overriding pub-
lic or private interest that justifies access’, a
provision that makes it clear that the starting
principle is the right to access and, Limits to
this right may be envisaged only exception-
ally, provided that justified specific circum-
stances are revealed; limits that will also be
applied in proportion to the specific interests
that are intended to be protected?. Therefore,
the limits of the article will be interpreted, as
such exceptions, in a restrictive manner. The
analysis of the CTBG's resolutions confirms
this approach to the widest possible recog-
nition of the principle of transparency and a
very restrictive application of exceptions.

At European Union level, this issue has
been ruled since 2001 by Regulation (EC) No
1049/2001 of the European Parliament and of
the Council of 30 May 2001 on public access to
European Parliament, Council and Commis-
sion documents®. These rules have been the
subject of numerous judgments by the Courts
of the European Union, which have confirmed
that the purpose of the regulation is "to assure
the widest possible right of access to the
documents of the institutions" and that the
exceptions, since they "invalidate the princi-
ple of the the widest possible public access to
documents, must be interpreted and applied
strictly" (see, for example, the judgment of the
Court of Justice of the European Union of 17
October 2013, in Case C-280/11P5). This numer-
ous jurisprudence could undoubtedly serve as
an inspiration in our country.

The principle of transparency, and the rights
that derive from it, must be welcomed as
they represent the recognition of a power-
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ful and effective mechanism for controlling
the arbitrariness or negligence of the public
authorities, directly related to the concept of
democracy. However, it must be recognised
that the possibility of exception recognised
by Law 19/2013 itself cannot be taken to the
extreme that, in practice, it means empty-
ing that possibility of content. In the particu-
lar case of information relating to medicinal
products, we believe that there are circum-
stances to conclude that the interests whose
protection is intended to be protected by not
disclosing the requested information - prima
facie private - match with the public interest
that it serves, as will be explained below.

In this article, we intend to (i) critically pres-
ent some recent pronouncements of the
CTBG; (ii) analyze the approach expressed by
competition authorities in relation to con-
duct that results in greater transparency in
the markets; (iii) understand what would be
the concrete impact of greater (and forced)
transparency in a market as sui generis as
the pharmaceutical market; and (iv) to make
some brief reflections by way of conclusions®

In this section, we refer to some CTBG Reso-
lutions on requests for access to documenta-
tion relating either to the financing of certain
medicines or to their conditions of acquisi-
tion by the administration”.

A first Resolution, regarding file R/0254/2015,
dealt with the complete dossier for the
approval of a certain medicine, a request that
the Ministry of Health, Social Services and
Equality rejected on the grounds that such
dossier contained a technical report based on
"the economic data provided by the market-
ing authorisation holder or the new medicinal
product under scrutiny, as well as its thera-
peutic alternatives." According to the admin-
istration, that information was protected by
Law 19/2013 and, in particular, by one of the
interests listed in Article 14 thereof.

The CTBG, while criticizing the Ministry's
response, which denied access to the entire
file, considered it reasonable not to give
access to information relating to "the price-
setting? procedure and it is understood that
this information relates to the technical, eco-
nomic and financial aspects that pharma-
ceutical companies bring to the attention of
the Administration. (..) it also affects every-
thing that allows us to know the expenses
allocated to the pharmaceutical activity in
Spain."The CTBG (only) explains that this infor-
mation is considered confidential by Royal
Legislative Decree 1/2015, but it seems clear
from the reasonableness criterion referred to
in that Resolution that it prioritises an exhaus-
tive assessment of the balance between the
request for access and the commercial nature
of the information requested. Thus, the CTBG
urges the Ministry the information to provide
the file "eliminating the information that,
under the rigorous assessment of the Ministry
of Health, Social Services and Equality, relates
to the matter declared confidential."

The Resolution regarding file R/0239/2018
recognises a similar solution, leaving out
from the applicant's right of access to the
minutes of the meetings of the Interminis-
terial Commission from 2007 to 2017 "those
classified matters or others whose dissemi-
nation is legally prohibited, at the balanced
and fair discretion of the Administration."
The CTBG indicates, however, that only these
matters deserve the protection of confidenti-
ality since, it can be deduced, this is expressly
indicated in the applicable regulations. The
Resolution's express reference to the con-
cept of trade secrets® suggests that they are
excluded from access.

More recent resolutions of the CTBG follow
a different line of reasoning, enshrining the
right of access in a very broad way, combin-
ing it with a very restrictive interpretation of
legal exceptions. We are referring to cases
of requests for access to extremely sensi-
tive information about medicines, such as
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the cost per day and per capita of a certain
medicine and, failing that, the correspond-
ing ATC?® code; the total number of products
purchased, in volume and value, during 2015
and 2016, by a hospital in Castilla La Mancha
Region’®; the authorized Ex-factory Price of
medicines approved in 2017 by the Intermin-
isterial Prices Interministerial Commission of
Medicines" or the same information for a spe-
cific medicine®; or the detailed breakdown of
public hospitals pharmaceutical expenditure
in 2018, including information on the active
ingredient, brand name, number of units,
acquisition price and marketing company®.

Leaving aside considerations relating to pro-
cedural issues (such as deadlines) or formal
issues (such as the concept of reworking),
we are particularly interested in how the real
possibility of opposing a request for access is
approached due to the existence of higher
interests worthy of protection and the anal-
ysis carried out by the body, or lack there is
a point at the end that must be deleted, in
light of Article 14 of Law 19/2013.

We note in the above-mentioned resolutions
that there is little reasoning for the non-appli-
cation of Article 14, which could lead in prac-
tice to its devoid of content. In particular, in its
Resolution regarding file R/0262/2019%, the
CTBG rejects the allegations of the requested
administration, simply stating - with all due
respect - that it has not explained why the
invoked limit applies and that the informa-
tion "in view of its nature' does not harm the
interests of individuals or legal entities. But it
doesn't motivate him in turn either.

We had no objection if, first, we were not talking
about information that fully affects - or directly
is - what can be considered the most strategic
and secret of the companies concerned (prices
and commercial policy in general, investments,
costs); secondly, because those undertakings
have not always been called to the proceedings
and have therefore not had the opportunity to
defend their interests; and, finally, because the
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conclusions of the CTBG are based, in almost
all cases, solely on the insufficiency of the argu-
ments of the requested administration, which
is precisely not the holder of the interests
whose protection is invoked through Article 14
of Law 19/2013.

It is true that, in many of the cases referred to,
the allegations of the administration required
to deny access were, at the very least, unlikely;
however, in the mentioned cases, the CTBG
does not seem to feel the need or the temp-
tation to go further in the analysis and effec-
tively consider all the interests (public and
private) in conflict, which we believe is what
is required by article 142 of Law 19/2013. In
this regard, while it must be required that the
requested administration invoking a limit on
access must justify it in a concrete manner
to the satisfaction of the CTBG or the courts,
nothing in the law 19/2013 obliges the CTBG to
limit itself to what is invoked by the requested
administration or the interested parties who
may be called to the proceedings'®.

In this sense, and focusing on the purpose
of this article, the aforementioned Resolu-
tions have not taken into account the con-
sequences that may arise from the general
knowledge (by citizens, but also by other
administrations and by other market opera-
tors) of information on prices, costs, invest-
ments, etc. relating to certain products and
specific companies. We are referring here to
the impact of that knowledge on the very
process of price formation of such products
and, therefore, on the competitive process,
an impact that cannot be disregarded since
the competition authorities have in many
cases expressed their concern about a high
degree of transparency in the markets.

In this regard, Article 14 of Law 19/2013 refers
to the possibility of restricting access ("may
be limited") when access to the informa-
tion would be detrimental to certain inter-
ests, but in no way prevents the CTBG or the
requested administration from carrying out
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To date, the CTBG
has not taken

into account the
consequences that
may arise from the

general knowledge
(by citizens, but
also by other
administrations
and other market
operators) of
information on
prices, costs,
investments, etc.
relating to certain
products and
specific companies.

an overall analysis, even taking into account,
motu proprio, all the interests at stake. These
including the protection of competition; This
is all the more so when Article 14 expressly
refers to the protection of economic and
commercial interests (without identifying the
subjects of such interests, which includes, for
example, the State itself) and the protection
of economic policy. For this reason, what we
are proposing would not be contrary to the

restrictive interpretation of the exceptions as
indicated by the courts” to the extent that,
depending on the case, those interests actu-
ally exist and must be protected'™.

Consistently and in view of what will be
explained, we believe that it is imperative
that the aspect we are analysing be incorpo-
rated into the weighted analysis of interests
at stake in the application of Law 19/2013. This
should in no way exclude an entire sector
from the scope of that law; It is a question
of taking into account, to a proportionate
extent, i.e. in the light of the nature of the
information requested and the specific cir-
cumstances of the market concerned, the
impact (both negative and, where appropri-

ate, positive) of greater transparency™.

There are many cases in which, both at Euro-
pean Union and national level, exchanges
of strategic information between competi-
tors have been sanctioned because they
increased the degree of transparency of the
market and thereby weakened or eliminated
the degree of uncertainty about the func-
tioning in the market.

As early as a 1992 decision (UK Agricultural
Tractor Registration Exchange case),® the
European Commission stated as follows: "In
the absence of the Agreement, companies
would have to compete in the market with
a certain degree of uncertainty as to the pre-
cise location, extent and means of possible
offensives by their rivals. Such uncertainty
constitutes a normal risk of a competitive sit-
uation which, in turn, fosters greater compe-
tition, since price reactions and reductions
cannot be limited to the level strictly neces-
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sary to defend the position acquired. Uncer-
tainty would lead companies to compete
more intensely than if they knew exactly
the magnitude of the reaction needed to
cope with competition. They would have to
go beyond a minimal reaction, for example
by offering more favourable discounts to
facilitate the movement of their stocks or
by offering discounts on a larger number of
products or areas. The Agreement decreases
uncertainty by disclosing the actions and
reactions of all its members (...). In this way,
the Agreement necessarily leads to the pre-
vention of invisible competition." The infor-
mation exchanged in this case concerned
the retail sales volume and market shares
of eight manufacturers and importers of
agricultural tractors on the United Kingdom
market.

Years later, in 2011, the European Commission
updated its Guidelines on the applicability of
Article 101 of the Treaty on the Functioning
of the European Union to horizontal coop-
eration agreements? and included a chapter
dedicated to exchanges of information. This
assessment, which is currently the reference
legislation (although they are not binding
as guidelines), confirms the 1992 approach
(paragraph 61): (... ) The exchange of infor-
mation may constitute a concerted prac-
tice if it reduces strategic uncertainty in the
market thereby facilitating collusion, i.e.
that is, whether the data exchanged is stra-
tegic. Thus, the exchange of strategic data
between competitors amounts to concerted
action, because it reduces the independence
of competitors' conduct on the market and
diminishes their incentives to compete."

The Guidelines define what is to be under-
stood by strategic information (paragraph
86): '"prices (ie. actual prices, discounts,
increases, reductions or rebates), customer
lists, production costs, quantities,
over, sales, capacities, qualities, marketing
plans, risks, investments, technologies and
R&D programmes and the results thereof.

turn-
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Generally, price and quantity informa-
tion is the most strategic, followed by cost
and demand information." However, they
add that exchanges of aggregated strate-
gic information are much less likely to have
restrictive effects on competition because
they make it sufficiently difficult to identify
the development of each company (para-
graph 89), although that may not be the case
in the case of restricted oligopolies, that is to
say, where supply is seriously reduced.

It is also relevant whether or not the infor-
mation is current or recent: the less old the
information, the greater the possibility of
intuiting the future behavior of the compa-
nies to which it refers.

This theoretical approach has also been
applied by The Spanish National Markets
and Competition Commission (CNMC) -
the previous competition authorities— in
many cases; Examples include the decisions
handed down in the cases of Beer Statistics?,
STANPAZ, Professional Hairdressing?4, Auto-
mobile Manufacturers® and, more recently,
Tobacco?®. In all these cases (except the
first?’), the CNMC imposed severe sanctions.

The Guidelines also recognise, however, that
exchanges of information can generate effi-
ciencies, both for companies because they
can organise themselves better by know-
ing the evolution of the market as a whole,
and for consumers, who reduce their search
costs (paragraph 57). But these efficiencies
can only be generated, in principle, when
the information does not allow companies
to infer the evolution or intentions of spe-
cific competitors (therefore, the information
is aggregated, or not strategic, or histori-
cal). This confirms that the assessment of
exchanges of information, in terms of impact
on the market, depends on the circum-
stances in which they occur, unless they are
mere instruments for monitoring a cartel,
in which case they will always constitute an
infringement.
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And, always depending on the circum-
stances of each case, there is consensus on
what has been said so far: exchanges of stra-
tegic information can have restrictive effects
on competition because they can reduce the
incentivesof companies to compete.

It is true that the mentioned cases led to
sanctions because the greater transparency
derived from agreements for the exchange
of information between competitors, even
though the existence of an "agreement" is
one of the key elements of the type of sanc-
tion listed in the Law on the Defense of Com-
petition and in the Treaty on the Functioning
of the European Union®. However, the fact
remains that the specific concern of the
competition authorities lies in the knowl-
edge of strategic information on the part of
competitors, from which their use in deter-
mining their own business strategy neces-
sarily derives and, hence, the reduction of the
intensity of competition.

The existence of an agreement is relevant
only for the purposes of determining the
competence of the CNMC to assess the exis-
tence of an antitrust offence and to sanction
it. But whether the information comes from
another company or from the administra-
tion itself, the legal right protected remains
the same: the maintenance of an accept-
able degree of uncertainty in the market
as a mechanism to protect the competitive

process.

We have already said that transparency must
be assessed in the light of the characteristics
of the market in question, that is to say, the
conditions of competition which exist in that
market. In this respect, as we have also said,
the pharmaceutical sector is not a typical
market.

To begin with, the reference markets are
defined based on the therapeutic applica-
tions of the products, sometimes even tak-
ing into account the presentation or method
of application of the products, and the dis-
tribution channel (hospitals, pharmacies).
Therefore, markets are often small, not nec-
essarily by volume or value, but by number
of operators. In addition, the importance of
intellectual property rights (especially pat-
ents) means that, on many times, there are
situations of monopoly or oligopoly. The
barriers to entry, for example due to the rel-
evance of R&D and the high sunk costs, are
significant, when competition is also deter-
mined more by investments in R&D than by
prices, because these are largely limited by
the administration. Indeed, at least in Spain,
a large number of operators share the Social
Security system asa relevant customer, which
also means that purchasing through public
bidding procedures is more than common.
In addition, the sector is highly regulated and
there is already a significant degree of trans-
parency; but the health systems remains
beeing an exclusive competence of the sov-
ereign Member States, and different financ-
ing systems co exist in the European Union.

In those circumstances, when it comes to
making information transparent regarding
the unit cost of acquisition of certain prod-
ucts, or costs incurred by Companies in R&D
(relevant for negotiations on the financing
of medicines), i.e. data that affect key fac-
tors for competition such as prices, particu-
lar economic conditions and costs, it cannot
be denied that competition in the market is
being disrupted or, at the very least, there
is @ more than theoretical risk that it will
be disrupted. Knowledge by competitors of
this information, which is requested in most
cases with an extreme breakdown and detail,
would mean, according to the precedents
we have mentioned, a dramatic reduction
in uncertainty that could lead to undesirable
alignments.
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On the other hand, consideration should be
given to the impact that advertising of com-
mercial conditions granted by a company to
a particular customer (public system) could
have. It is precisely the confidentiality of the
agreed prices, in particular the particular
economic conditions, by virtue of the nego-
tiation held with that customer, which allows
them to be granted as long as the company
can profitably discriminate prices between
customers. Otherwise, (i.e., if all customers
are aware of the conditions applied to each of
them), it is likely that the provider will prefer
not to grant particular conditions to a client
facing the risk of having to generalize them
among all of them (and generalize the lower
profitability as well). Far from leading to a
reduction in prices for all customers, trans-
parency would possibly imply an increase in
prices in this case®.

In the light of what we have said, it would
be desirable - even imperative, as we have
already indicated - for the above consider-
ations to be taken into account when decid-
ing whether certain information should be
made public. Otherwise, there would not be
a genuine balanced analysis of all the inter-
ests at stake, as we understand Article 14.2 of
Law 19/2003 to requires.

Transparency is, without doubt, an obvi-
ous tool for controlling the exercise of pub-
lic power. It is necessary — possibly essential
— in democratic systems, such as ours. The
current trend both in Spain and at the Euro-
pean Union level is aimed at expanding the
proactive publicity, by the administration, of
its activity, expenses and planning; and the
right of access by citizens or interest groups,
who do not even need to invoke a legitimate
interest or give reasons for their request.

Our 2013 Transparency Law is marked a mile-
stone in this area and requests for access - of
a very diverse nature - are multiplying every
month on the Transparency Council's web-
site. There have also been requests regarding
the detail of public pharmaceutical expen-
diture, which is not surprising given the rel-
evance it has in the Spanish public sector as
a whole.

The Council's resolutions in this area provide
a somewhat limited analysis of all the public
and private interests at stake, in the light of
the type of information and detail requested,
as well as the characteristics of the pharma-
ceutical market.

Itisin noway intended to argue that this sec-
tor should be excluded from the Transpar-
ency Law; rather, it seems appropriate to take
a holistic approach, in order to find a balance
between the right of citizens to know pub-
lic spending, the commercial interests of the
companies concerned (expressly recognized
in the Law) and the impact of all this on the
conditions of competition in the market. It
is a complex balance, but it is undoubtedly
necessary to avoid greater evils*°

[1] Counselor at Cuatrecasas. Opinions are personal. The
author would like to thank Carlos Alberto Ruiz and Pablo

Garcia Vazquez for their contribution to this article.
[2] Official State Gazette number 295, 10/12/2013.

[3] The Explanatory Memorandum states in the follow-
ing terms: "the limits provided for shall be applied on the
basis of a test of harm (of the interest to be safeguarded
by the limit) and of the public interest in disclosure
(meaning that in the specific case the public interest in
the disclosure of the information does not prevail) and in
a manner proportionate and limited by its subject mat-

ter and purpose.”
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[4] Official Journal of the European Union (OJEU) L145,
31.5.2007, p. 43.

[5] ECLI:EU:C:2013:671.

[6] In the following articles published in previous issues
of Cuadernos de Derecho Farmacéutico, the debate
we are proposing is masterfully exposed, although in
broader terms than those covered here: "Transparency
in the setting of drug prices and hospital supply con-
tracts’, by Alberto Dorrego de Carlos (CDF n° 66, page
33) and "The transparency of drug prices", by Jordi Faus
Santasusana, Mercé Maresma Casella and Laura Mar-
qgues Mas (CDF n° 68, page 18).

[7] Although some of these decisions have been
appealed before the courts and annulled the reasons for
these annulments derive from procedural errors and not
from substantive issues.

[8] Directive (EU) 2016/943 of the European Parliament
and Council Directive of 8 June 2016 on the protection of
undisclosed know-how and business information (trade
secrets) against their unlawful acquisition, use and dis-
closure (OJEU L 157 of 15 June 2016, p. 1). The Resolution
also refers to the definition of trade secret in the Euro-
pean Commission's Communication on the rules for
access to the Commission's file in cases of application of
Articles 101 and 102 of the Treaty on the Functioning of
the European Union (OJEU C325 of 22 December 2005,

p.7).

[9] File R/0231/2017: (i) The evolution of the number of
containers, DHD (daily inhabitant dose) and CTD (daily
treatment cost) in containers and evolution of the
amount, DHD (daily inhabitant dose) and CTD (daily
treatment cost) in amount of the Truvada drug per year
from the year 2000 to the present. (ii) If it is not possi-
ble to extract this information from the drug Truvada, |
ask to provide with the same information for the active
ingredient code JO5AF30.

[10] File R/0475/2017: list of all pharmaceutical products
purchased, during the years 2015 and 2016, from pub-
lic budgets and through procurement procedures and
other forms of procurement, by the General University
Hospital of Ciudad Real, indicating the number of units
purchased per referral/medicinal product as well as the
unit amount paid from the public budget.

[11] File R/0257/2018.
[12] File R/0266/2018 (Sovaldi 400mg).

[13] File R/0262/2019: (i) ) The breakdown of the medicines
that make up hospital pharmaceutical expenditure for

the year 2018, including information on the active ingre-
dient, trademark, number of units, acquisition price and
laboratory marketed, by each of the Autonomous Com-
munities and other public administrations in an editable
format (excel or scv). (ii) According to statements by the
Director General of Pharmacy, Patricia Lacruz, 25.4% of
hospital pharmaceutical expenditure corresponds to
oncological drugs, so | request to know the complete
information regarding this expenditure with the break-
down indicated above.

[14] See footnote above. The requested administration
had refused to provide the requested detail because
it undermined the guarantee of confidentiality or the
secrecy required in the decision-making processes (arti-
cle 14.1.k of Law 19/2013).

[15] Recall that this is hospital pharmaceutical expendi-
ture corresponding to the year 2018, including informa-
tion on the active ingredient, commmercial brand, number

of units, acquisition price and laboratory marketed.

[16] In fact, in one case, as far as we know R/0239/2018),
the CTBG considers it necessary to refer to the possible
implications in terms of personal data protection, "even
if they have not been expressly alleged by the Adminis-
tration', to indicate that they the people who appear in
the minutes "by reason of their position, in a governing
body of an entity subject to the LTAIBG" but of natural
persons "who are not public officials with decision-mak-
ing capacity".

[17] Judgment of the Supreme Court of 16 October 2017,
in appeal 75/2017 (ECLI: ES:TS:2017:3530): "(.. ) we have
pointed out that the limitations contemplated in Article
14 of Law 19/2013 ( ... ) must be interpreted strictly and
based on the premise that the right of access to infor-
mation appears configured in our legal system with a
broad formulation, so that only limitations that are jus-
tified and proportionate are acceptable."

[18] Precisely, in the judgment cited in the footnote
above, in a market other than the pharmaceutical mar-
ket, the Supreme Court reached this conclusion in the
opposite direction by understanding that the interest
in question did not exist: "It is not questioned here that
the RTVE Corporation is an operator that competes in
a competitive market such as the audiovisual market;
but, accepting that fact, it has not been justified that
providing information on the expenses incurred to par-
ticipate in the Eurovision Song Contest 2015 could lead
to damage to economic and commercial interests,
taking into account that no sensitive information is
requested on the internal functioning of the Corpora-
tion, nor on its programme production system or cost

structure; And the request does not even refer to a self-
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production program. In short, it is not possible to under-
stand, nor has the appellant attempted to justify, how
the provision of that information is likely to harm RTVE's
commercial interests or favour its competitors on the
audiovisual market. "

[19] Notwithstanding the above, it might be appropriate
to consider general presumptions of confidentiality with
respect to information of a certain nature, in a manner
similar to what has been done at the level of the European
Union (seeg, for example, the judgment of the Court of Jus-
tice of European Union of 16 July 2015, in Case C-612/13P,
ECLIEEU:C:2015:486). Envelope discussion of the applica-
tion of a possible general presumption of confidentiality
in the pharmaceutical field, see Opinion of Advocate Gen-
eral Gerard Hogan of 11 September 2011, in Cases C-175/18P
(ECLIEU:C2019:709) and C-178/18P (ECLI:EU:C:2019:710).
The appeals are still at the stage of being decided by the
Court of Justice of the European Union.

[20] Commission Decision 92/157/EEC of 17 February
1992 relating to a proceeding under Article 85 of the
EEC Treaty (IV/31.370 and 31.446 - UK Agricultural Tractor
Registration Exchange) (OJEU L 68 of 13 March 1992, p.
19), confirmed by the Court of Justice of the European

Union..
[21] OJEU C11 of 14 January 2011, pag. 1.

[22] Resolution of 31 March 2004, file A/329/02 (exchange
of production and sales information, broken down
by geographical area, type of beer and distribution
channel).

[23] Resolution of February 7, 2011, file S/0155/09 (exchange

of rates and sales in various working commmittees).

[24] Resolution of 2 March 2011, file S/0086/08 (exchange
of sales and forecasts of price increases).

[25] Resolution of 23 July 2015, file S/0482/13 (exchange
of information on commercial distribution strategies,
brand results, remuneration and commercial margins
of dealer networks, after-sales services and activities,

marketing activities, end-customer campaigns, loyalty

programmes).

[26] Resolution of 10 April 2019, file S/DC/0607/17
(exchange of daily information on sales to tobacco-
nists of all the brands of all the manufacturers to which
Logista distributes, broken down by province).

[27] The Resolution in the Beer Statistics file occurred
at a time when, in our country, restrictive agreements
on competition had to be authorized by the competition
authority; That authorisation was refused on the basis of
the characteristics of the notified agreement. Currently,
the reporting system has been replaced by a self-assess-
ment system.

[28] EIn the absence of an "agreement" in the sense of
a concurrence of wills, Article 1 of the Law on the Pro-
tection of Competition or Article 101 of the Treaty on the
Functioning of the European Union (judgment of the
Court of Justice of the European Union of 6 January 2004
in Joined Cases C-2/01P and C-3/01P, ECLI:EU:C:2004:2).

[29] This line of reasoning has recently been reflected by
the Italian Consiglio di Stato (equivalent to the Spanish
Supreme Court), in its judgment of March 17,2017, in case
10086/2016, Agenzia Italiana del Farmaco - AIFA, Abbvie
and Gilead Sciences. In that judgment, it is stated that
the considerations relating to the impact on the level
of discount are linked to the public interest in keeping
public expenditure under control.

[30] At the time this article went to press, we were aware
of a Resolution of the CTBG that would have rejected a
request for access to information on the prices of a drug
based on considerations similar to those set out in this
article. We welcome what seems to be a change in trend,
which we hope will be consolidated in future CTBG Res-
olutions as well as in the judicial reviews of them.

Joene ovenc fapia
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RESUMEN: E| articulo resefia una resolucién del Information Commissioner irlandés (Resolucién de 13 de
abril de 2018, caso 170395), que analiza una cuestion que era entonces, y continuda siendo, de la maxima
actualidad: el conflicto entre los (legitimos) intereses de transparencia en relacion con los precios de los
medicamentos financiados con cargo a fondos publicos, y la necesidad de mantener confidenciales las
condiciones de precios ofrecidas por lasempresas a los Estados. El interés de esta Resolucién radica en que
reconoce que la informacién obrante en los expedientes de solicitud de financiacién de medicamentos
debe ser mantenida confidencial por el Estado, puesto que existe un interés publico relevante en asegurar
gue el Estado esté en la mejor posicion posible para negociar mejores condiciones con las companias
farmacéuticas. Este interés ha de prevalecer frente al interés publico en asegurar que los organismos
gubernamentales sean transparentes y se responsabilicen del uso eficiente de los recursos.

PALABRAS CLAVE: Transparencia; confidencialidad de precios de los medicamentos; intereses econé-
micos y comerciales; precio y financiaciéon de medicamentos.

ABSTRACT: The article reviews a decision of the Irish Information Commissioner (Decision of 13 April 2018,
case 170395), which discusses an issue that was then, and remains, highly topical: the conflict between the
(legitimate) interests of transparency in relation to the prices of publicly funded medicines, and the need to
keep the pricing conditions offered by companies to States confidential. The interest of this Resolution lies
in the fact that it recognises that the information contained in the application dossiers for the financing of
medicines must be kept confidential by the State, since there is a relevant public interest in ensuring that
the State is in the best possible position to negotiate better conditions with pharmaceutical companies.
This interest must prevail over the public interest in ensuring that government agencies are transparent
and accountable for the efficient use of resources.

KEYWORDS: Transparency; confidentiality of medicine prices; economic and commercial interests; price
and reimbursement of medicines.
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We present an interesting decision by the
Irish Information Commissioner (Decision of
13 April 2018, case number 170395), regarding
the application of transparency rules to deci-
sions on medicines prices.

The Information Commissioner is the body
responsible for reviewing appeals against
the decisions of Irish public authorities and
bodies regarding transparency under the
Freedom of Information (FOI) Act of 2014. Al-
though exact parallels with Spain cannot be
drawn, the Information Commissioner per-
forms functions similar to those attributed
to the Transparency and Good Governance
Council (Consejo de Transparencia y Buen
Gobierno) in Spain under Law 19/2013, of 9
December, on Transparency, Access to Pub-
lic Information, and Good Governance (the
“Transparency Law”), and its statute (Royal
Decree 919/2014, of 31 October).

This decision analyses an issue that is cur-
rently of the utmost importance in Spain: the
conflict between (legitimate) transparency
interests regarding the prices of medications
developed with public funds and the need to
keep the pricing conditions offered by com-
panies to States confidential.

The decision is of enormous significance,
as we will see, because it is not private busi-
ness interests that conflict with the interest
in making that information public. Instead,
the Information Commissioner observes that
there is significant public interest in preserv-
ing the confidentiality of those pricing condi-
tions: if those conditions were to be disclosed
everywhere, no company would likely offer
them, depriving public coffers of the oppor-
tunity for significant savings.

Thus, it is concluded that granting access to
confidential information about the condi-
tions offered by pharmaceutical companies
would “seriously prejudice the financial in-
terests of the State,” justifying the refusal to
provide the requester with that information
under article 40(1)(a) of the Irish FOI Act.

The Spanish legal framework contemplates
similar precautions. Specifically, article 14 of
the Transparency Law provides that the right
of access to public information may be lim-
ited when accessing it would cause harm to,
among others, “economic and commercial in-
terests” (subsection h) of article 14 of said Law).
Similarly, Law 9/2017 of November 8 on Pub-
lic Sector Contracts (LPSC), regulates various
exceptions to the principles of publicity and
transparency and the right of access to public
procurement files, including, for the purposes
of interest here, when the disclosure of that in-
formation may be contrary to the public inter-
est or to the legitimate commercial interests
of public (or private) companies (thus, among
others, articles 155.3 and 154.7 LPSC).

Leaving aside possible considerations regarding
(legitimate) private commercial interests, we
believe that the reflections of the Information
Commissioner on the possible impact on the
State’s public interests of publishing specific of-
fers or agreements are fully applicable to Spain
and should therefore also be considered by the
bodies and authorities responsible for defining
the currently unclear transparency policies re-
garding medicines prices in our country.

On 17 April 2017, the applicant made an FOI
request to the HSE for:

e Copies of all internal and external corre-
spondence between/from the office of
the DG, the HSE primary care division, the
HSE corporate pharmaceutical unit and
the PCRS that referenced or concerned
Orkambi/Vertex and/or new drug approv-
als since October 2016 to date.

e Copies of any communication between
any of the above and the Department of
Health as well as the Office of the Minister
for Health that referenced or concerned
Orkambi/Vertex and/or new drug approv-
als since October 2016 to date.
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Decision of the

Irish Information
Commissioner dated
13 April 2018 (case
number 170395), on

whether the health
service executive
was justified in
completely denying
a request for access
to records related to
decisions on funding
new medicines since
october 2016.

e Copies of any communication from the
HSE drugs committee to the HSE leader-
ship team and/or HSE directorate that ref-
erenced or concerned Orkambi/Vertex and/
or new drug approvals, as well as any related
papers for consideration since October 2076.

e Directorate minutes (since October 2016 to
date) relating to any new drug approvals.

e Any correspondence related to Orkambi
within the HSE primary care division since
October 2016.

The HSE did not issue a decision on the re-
guest within the statutory timeframe, effec-
tively refusing it. The applicant sought an in-
ternal review of this effective decision on 22
June 2017. On 19 July 2017, the HSE issued its
internal review decision, in which it granted
full and partial access to some of the 70 re-
cords to which it had given individual con-
sideration (the 70 records). It refused access

to the rest of the 70 records under sections
15(1)(d) (information in the public domain), 30
(negotiations of an FOI body), 35 (confiden-
tial information), 36 (commercially sensitive
information) and 37 (personal information).
It refused access to other records relevant
to parts of the request under section 15(1)(c)
(voluminous records). It also referred to other
records (the other records) that it said it was
refusing under sections 31(1)(a) (legal profes-
sional privilege), 35 and 36. On 4 August 2017,
the applicant sought a review by this Office
of the HSE's decision.

| am now concluding the review by way of
binding decision. In carrying out my review,
| have had regard to the above correspon-
dence; to details of contacts between this Of-
fice, the HSE, and the applicant; to the con-
tent of the 70 records, copies of which were
provided to this Office for the purposes of
this review; and to the provisions of the FOI
Act. In the course of the review, members of
my staff met with the HSE in order to get a
better understanding of the process the sub-
ject of the records in this case. Material issues
arising from the review in this case were put
to the applicant for comment in this Office's
email to her of 24 January 2018. | note that
she did not reply to this email.

This review is confined to whether or not the
HSE has justified its refusal to fully grant the
applicant’'s request.

2.1. The Reimbursement Approval Pro-
cess

To give this decision some context, it is useful
to set out the following background informa-
tion provided by the HSE:

While there is a private market for medicines
in Ireland, most pharmaceutical companies
also want a HSE approved maximum reim-

CUADERNOS DE DERECHO FARMACEUTICO SPECIAL ISSUE 2025 | 198




bursement price for their medicine so that
the medicine can be made available to pa-
tients who benefit from full or partial cov-
er for their medicines’ costs under various
State schemes such as the General Medical
Card Scheme and the High Tech Medicines
Scheme. A maximum reimbursement price
is the maximum price the State is willing to
pay for a medicine that is so covered.

Section 21(2) of the Health (Pricing and Sup-
ply of Medical Goods) Act 2013 sets out seven
factors that the HSE must take into account
when considering the price submitted by a
pharmaceutical company. One such factor is
the agreement between the HSE and the De-
partments of Health and Public Expenditure
and Reform, and the pharmaceutical indus-
try (which is represented by the Irish Phar-
maceutical Healthcare Association (IPHA)),
regarding the setting of prices for medicines
(the IPHA Agreement).

In essence, a pharmaceutical company sub-
mits an application form for a maximum re-
imbursement price to the HSE. The applicant
specifies a maximum reimbursement price,
which is calculated in accordance with the
requirements of the IPHA Agreement (i.e. an
average of the maximum reimbursement
price for the same medicine in a number of
specified EU member states).

If the cost is expensive (in the thousands of
euro per patient), the HSE can send the med-
icine for health technology assessment (HTA).
HTA is carried out by the National Centre for
Pharmacoeconomics (NCPE), which is part
of the Department of Health and based in St
James’ Hospital. It assesses the cost-benefit
of the medicine based on clinical and cost-
benefit data supplied by the pharmaceutical
company. The NCPE sends the HTA results
and its recommendation to the HSE. The
HSE may still consider the medicine for re-
imbursement even if the HTA assessment is
negative on cost grounds versus the patient
benefit, but must follow the criteria set out

in section 21(2) and Schedule 3, Part 3 of the
Health (Pricing and Supply of Medical Goods)
Act 2013. Schedule 3, Part 3 requires the HSE
to consider nine criteria in deciding on the
application, including the health needs of
the public, the potential or actual budget im-
pact of the medicine, the clinical need for it,
and the resources available to the HSE.

The HSE's Director General has delegated his
authority for deciding on reimbursement ap-
plications to a member of the HSE Directorate
team. The HSE has also established a “Drugs
Group” consisting of medical experts, who as-
sess reimbursement applications for expen-
sive medicines based on the documents and
submissions made by the applicant compa-
nies, any summaries of information prepared
by the HSE Corporate Pharmaceutical Unit,
and the HTA results and recommendations.
The Drugs Group makes a recommmendation
to the Directorate, which, including the Direc-
tor General, is given full copies of the docu-
ments that were before the Drugs Group. The
HSE Primary Care Reimbursement Service
(PCRS) administers the reimbursement appli-
cations, the decisions and the prices.

Generally, where the main issue with an ap-
plication is the proposed maximum reim-
bursement price (as opposed to any efficacy
concerns), and before the final decision is
made by the Directorate, there can be nego-
tiations between the applicant company and
the HSE, with the intention of reducing the
price originally applied for. As noted above,
that price is not freely determined by the
applicant but is based on an average of the
maximum reimbursement price for the same
medicine in a number of specified EU mem-
ber states. The HSE says that the pharmaceus-
tical companies will not engage in price ne-
gotiations unless their pricing proposals and
related information, and the general content
of the negotiations, are kept confidential.

The HSE did not grant reimbursement ap-
proval to Vertex for its medicines (including
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Orkambi) upon the first application. Discus-
sions took place between the HSE and Vertex
in 2016 and 2017, on the basis that the nego-
tiations and information disclosed in them
would be treated as confidential, to see if
better terms could be arrived at. Further to
the agreement reached, Orkambi (and an-
other Vertex drug, Kalydeco) was added to
the HSE's High Tech List on 1June 2017.

Section 15(1)(c) - retrieval of records/unrea-
sonable interference with work due to vol-
ume and nature of records.

While that part of the HSE's internal review
decision dealing with section 15(1)(c) says
that the applicant had used the term “and/
or new drug approvals since October 2016”
throughout her request, it seems to rely on
section 15(1)(c) only in so far as part 3 of the re-
quest included the term. However, the HSE's
submission to this Office says it relied on sec-
tion 15(1)(c) in so far as parts 1 to 3 contained
the phrase “and/or new drug approvals since
October 2016". This Office informed the ap-
plicant of this in its email to her of 24 January
2018.

Section 15(1)(c) of the FOI Act provides that a
request may be refused where “in the opin-
ion of the head, granting the request would,
by reason of the number or nature of the re-
cords concerned or the nature of the infor-
mation concerned, require the retrieval and
examination of such number of records or
an examination of such kind of the records
concerned as to cause a substantial and un-
reasonable interference with or disruption of
work (including disruption of work in a par-
ticular functional area) of the FOI body con-
cerned”.

Section 15(4) provides that section 15(1)(c)
shall not be applied unless the FOI body has
assisted, or offered to assist, the requester to

amend the request for re-submission such
that it no longer falls within the provision.

The HSE’'s email to the applicant of 30 June
2017 says it needed “clarification ... on an as-
pect of [the] request, specifically “and/or new
drug approvals since October 2016""
asked her to explain what she meant by the
term. The applicant’s reply of 7 July 2017 says
“[jJust novel drugs.”

and

The HSE's submission argues that searches
for records covered by parts 1to 3 of the ap-
plicant’s request, even relating only to novel
drugs, are such that section 15(1)(c) applies.
It says it gets 30-50 reimbursement applica-
tions per year, and holds both hard copy and
electronic records. While it is difficult to esti-
mate how many records would be involved,
it says that a preliminary search of electronic
records in relation to four reimbursement ap-
plications resulted in more than 400 emails,
with attachments containing 304MB of data,
being located.

It supplied this Office with the details of the
novel drugs that had been added to the HSE
Reimbursement List of Items (which | under-
stand to be reimbursed under the General
Medical Card Scheme) and the High Tech List
between October 2016 and 17 April 2017 (the
Lists) i.e. 24 entries referring to different dos-
ages of 10 drugs or tablets. | understand that
the HSE also provided these details to the ap-
plicant with its internal review decision.

The HSE says that the Corporate Pharma-
ceutical Unit (with a staff of seven which, as
the applicant knows, is responsible for the
negotiation process itself), the Drugs Group,
the Directorate, and the PCRS would hold re-
cords. It estimates that up two staff in each
section would be involved in searching for re-
cords, for at least one or two days each, and
that the examination process would require
two or three staff (most likely from the PCRS)
to be diverted to the task. Finally, it says that
additional searches would be needed to look
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for records held by staff who do not work in
these areas/divisions.

Section 15(1)(c) is an administrative provi-
sion that recognises the burden that certain
FOI requests can place on FOI bodies, and
provides that such requests can be refused.
Noting that the preliminary search for re-
cords relating to four applications resulted
in 304MB of attachments, it is reasonable to
assume that even if only 10 applications had
been made in relation to the drugs added to
the Lists from October 2016 and 17 April 2017,
over 700MB of electronic records would be
in scope of the applicant's request. | accept
that this would be a considerable volume of
records and does not include whatever other
paper records may exist. It also seems to me
that the diversion of staff within the Corporate
Pharmaceutical Unit for the search and exam-
ination process described above could have a
considerable impact on the usual work of that
unit in particular. Thus, | accept that it would
be unreasonable to direct the HSE to retrieve
and examine the records it holds concerning
the novel drugs added to the Lists between
October 2016 and 17 April 2017.

However, before | can affirm the HSE's appli-
cation of section 15(1)(c) to parts 1to 3 of the
request in so far as they concern “new [ie.
“just novel”] drug approvals since October
2016", | must consider if it has complied with
section 15(4). The HSE considers the email to
the applicant of 30 June 2017 to be sufficient
and argues that section 15(4) does not re-
quire it to refer to or describe section 15(1)(c).

It is not reasonable to refuse a request under
section 15(1)(c) when the requester does not
know that the provision is likely to be relied
on in the first instance and where they have
not at least been offered some assistance to
amend their request. | consider the HSE's
email of 30 June 2017 to be simply an attempt
to clarify what the applicant is seeking, and |
find that it does not meet the requirements
of section 15(4).

| cannot affirm the HSE's application of sec-
tion 15(1)(c) in these circumstances, but nei-
ther do | consider it appropriate to direct it
to search for and examine the records con-
cerned. Accordingly, | annul the HSE's deci-
sion to rely on section 15(1)(c) in relation to
parts 1 to 3 of the request in so far as they
contained the phrase “and/or new [ie. “just
novel”] drug approvals since October 20]6.
Subject to the applicant’'s confirmation to
the HSE that she wishes it to do so, | direct
it to make a fresh decision on these parts
of the request. Should the HSE wish to rely
on section 15(1)(c), which it is entitled to do,
it must properly comply with section 15(4)
and, if relevant, consider any attempt that
the applicant may make to amend the scope
of these parts of her request before relying
on section 15(1)(c). Any decision by the HSE to
rely on section 15(1)(c), or any other FOI Act
provision, is subject to the statutory rights of
internal and external review.

Section 15(1)(d) - information already in
the public domain

Section 15(1)(d) may be relied on to refuse
records where the information is already in
the public domain. The HSE's internal review
decision gave the applicant details of where
records covered by part 4, and some records
that seem to me to be relevant to part 1, are
available online. | accept that the records
concerned are in the public domain. | find
that section 15(1)(d) applies to them.

Section 37 - personal information

The HSE has refused access to three of the 70
recordson the basisthat they contain person-
al information and are exempt under section
37(1). Records 23, 49 and 52 (in part) concern
contacts with the HSE by advocacy groups
regarding the funding of Orkambi with ref-
erence to particular individuals. | accept that
granting access to the relevant details would
identify the individuals concerned. | find that
the details concerned contain personal infor-
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mation and are exempt under section 37(1) of
the FOI Act, which requires personal informa-
tion to be protected. | do not consider the ex-
ceptions to section 37(1) (including the public
interest test at section 37(5), having regard to
the weight of the public interest in protect-
ing Constitutional rights to privacy) to apply.

Section 40(1)(a) - information having a
serious, adverse effect on the financial
interests of the State

The HSE has relied on a number of provisions
of the FOI Act in relation to the remainder of
the 70 records i.e. sections 30(1)(c) (positions
or procedures for negotiations of the Govern-
ment or an FOI body), 35(1)(b) (information
subject to a duty of confidence), 36(1)(b) (in-
formation resulting in a material financial loss
or gain to, or prejudice to the competitive po-
sition of, the person to whom it relates), and
36(1)(c) (information prejudicial to negotia-
tions of the person to whom it relates). | do not
necessarily disagree with the HSE's decision to
rely on these provisions. However, based on its
arguments set out below, in my view section
40(1)(a) is the more appropriate exemption to
consider in the circumstances of this case.

Section 40(1)(a) provides that a request may
be refused if the head of the body is of the
opinion that “access to the record could rea-
sonably be expected to have a serious, ad-
verse effect .. on the financial interests of
the State”. For section 40(1)(a) to apply, the
potential harm that might arise from disclo-
sure must be identified - a serious, adverse
effect on the financial interests of the State -
and the expectation that the harm will occur
must be reasonable.

The HSE says that:

It has a limited budget to spend on novel
drugs. Pharmaceutical companies have
a monopoly on new and unique drugs,
and they make 30-50 reimbursement
applications each year.

It is possible for the HSE to be transparent if
it agrees to pay the initial price quoted by the
companies in their applications. While the
companies will enter into negotiations with
the HSE about its first price/offer, which re-
sult in better overall deals from a public ex-
penditure perspective, these are contingent
on confidentiality. Confidentiality is a feature
of all deals the HSE has made with pharma-
ceutical companies, as it is of Patient Access
Schemes made by health authorities in other
countries. It has achieved savings of, conser-
vatively, over €500m over the next decade as
a result of such deals.

Various oversight mechanisms are in place,
such as the Comptroller and Auditor General,
who would have access to relevant records
but would also be required to observe the
confidentiality requirements imposed by the
companies on the HSE.

If the HSE disclosed the details of any con-
fidential negotiations and their outcome to
the world at large (which is understood to be
the equivalent of a grant of access to a record
under FOI), other pharmaceutical compa-
nies would refuse to negotiate with it. The in-
creased expenditure on the drugs that these
companies supply would either impact on
budgets for other parts of the health service
or result in fewer drugs receiving reimburse-
ment approval.

| accept the HSE's position that the manu-
facturers of novel drugs have a monopoly.
It seems to me that the circumstances are
completely different to those of the typical
case of an FOI body tendering for the supply
of goods or services in a competitive market.

| also accept the HSE's position that, in the
circumstances, it has no scope to negotiate
better deals with pharmaceutical companies
other than in complete confidence. In addi-
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tion, | accept its position that disclosure of
records covered by this request could rea-
sonably be expected to result in pharmaceu-
tical companies refusing to enter into nego-
tiations with the HSE in future. The content
of the records, which | have examined, sup-
ports the position outlined. There is no doubt
that difficult and protracted negotiations
take place and that the conflicting demands
pose a dilemma for all involved, not least the
patients who will benefit from access to the
novel drugs.

As the applicant knows, | understand that
the published Lists comprise the price that
the HSE would have to pay for the relevant
drugs if no deal was done. In the case of Ork-
ambi, for instance, | note that one packet has
a list price of €12,144 (a 28 day supply).

Based on 700 patients needing 13 packets a
year, this drug alone would cost €110,510,400
based on its list price. While Orkambi may
be a particularly expensive drug, | have no
reason to dispute the amount the HSE says
it has saved as a result of deals it has struck
with drug manufacturers. It follows that | ac-
cept that the annual cost of treatment using
novel drugs, in the absence of such deals,
would be at considerable additional cost to
the Exchequer.

In the circumstances, it seems to me to be
reasonable to expect that granting access to
the records “could have a serious, adverse ef-
fect ... on the financial interests of the State”.
| find that section 40(1)(a) applies in the par-
ticular circumstances of this case. This is sub-
ject to the consideration of the public inter-
est test at section 40(3), however.

Section 40(3) must be considered regarding
a record to which section 40(1)(a) applies. It
provides that section 40(1) does not applyina
case where the public interest would, on bal-
ance, be better served by granting than by
refusing to grant the FOI request concerned.

On the matter of where the public interest
lies, | have had regard to the comments of
the Supreme Court in The Governors and
Guardians of the Hospital for the Relief of
Poor Lying-In Women v. the Information
Commissioner[2011] IESC 26 (the Rotunda
case). In particular, the Supreme Court indi-
cated that a public interest is “a true pub-
lic interest recognised by means of a well
known and established policy, adopted by
the Oireachtas, or by law”. Although these
comments were made in relation to another
provision of the FOI Act, | consider them to
be relevant to consideration of public interest
tests generally.

The FOI Act itself recognises a public inter-
est in ensuring that FOI bodies are open
about, and can be held accountable for, how
they carry out their functions. However, the
Act also recognises a public interest in pro-
tecting information that is exempt under its
provisions. Specifically in this case, there is a
public interest in not granting access to in-
formation that could have a serious, adverse
effect on the financial interests of the State.

The applicant says that there is much con-
cern about the medicines approval process
at present, which she describes as opaque
and lacking in transparency.

The HSE argues that the procedures for
seeking reimbursement approval (includ-
ing the details of the IPHA agreement), as
set out in the Health (Pricing and Supply of
Medical Goods) Act 2013, are transparent. It
also says that summaries of the HTA recom-
mendations, along with list prices and the
minutes of the HSE Directorate board meet-
ings recording outline decisions taken on re-
imbursement applications, are published on
the NCPE and HSE websites, respectively.

The HSE also refers to sections 7(1) and 7(5)
of the Health Act 2004. Section 7(1) provides
that the object of the HSE is “to use the re-
sources available to it in the most beneficial,
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effective and efficient manner to improve,
promote and protect the health and welfare
of the public.” Section 7(5) obliges the HSE to
have regard to the resources, wherever origi-
nating, that are available to it for the purpose
of performing its functions, and the need to
secure the most beneficial, effective and effi-
cient use of those resources. The HSE argues
that there is, accordingly, a clear statutory
public interest in it using resources efficient-
ly and achieving value for money.

It seems to me that the information already
in the public domain serves the public inter-
est in openness and accountability in this
case to some extent. | accept that granting
access to the records would further serve
that public interest in that it would reveal
the ultimate cost to the State of funding the
various drugs, disclose the positions taken
by the HSE in the negotiations, and promote
accountability for the HSE's overall decision
making process on reimbursement approv-
als. This public interest is entitled to signifi-
cant weight, particularly when one considers
the amount of public monies that are spent
on novel drugs.

It must be recognised, however, that such
details, by their nature, also disclose infor-
mation about the negotiation tactics of the
pharmaceutical companies and the deals
they ultimately did with the State, which is
information they require the State to keep
confidential in order to do those deals. | also
accept that there is a significant public inter-
est in ensuring that the State, through the
HSE, can continue to negotiate better terms
with pharmaceutical companies, which re-
duce the overall costs of funding novel drugs
and thus make funds available for other nov-
el drugs or other health services.

| am conscious of the fact that the current
system of arriving at a reimbursement pro-
cess for medicines in order for the State to
secure the best possible terms may not be
ideal in terms of transparency and determin-

ing the value for money resulting from the
particular deals struck. However, | can only
consider the situation as it exists at present
where there cannot be alternative suppliers.

Having considered the matter, | consider that
the public interest in granting access to the
records does not outweigh the public inter-
est in refusing access to them. | also accept
that sections 7(1) and (5) of the Health Act
2004 represent “a true public interest recog-
nised by means of a well known and estab-
lished policy, adopted by the Oireachtas, or
by law” that weighs in favour of not granting
access to the records.

Finally, section 18(1) provides, that “if it is prac-
ticable to do so”, access to an otherwise ex-
empt record shall be granted by preparing a
copy, in such form as the head of the pub-
lic body concerned considers appropriate,
of the record with the exempt information
removed. Section 18(1) does not apply, how-
ever, if the copy provided for thereby would
be misleading (section 18(2) refers). Gener-
ally speaking, | take the view that neither the
definition of a record nor the provisions of
section 18 envisage or require the extracting
of particular sentences or occasional para-
graphs from the remaining withheld details
for the purpose of granting access to those
particular sentences or paragraphs.

| do not consider it practicable to attempt to
extract any details in the records that might
not qualify under section 40(1)(a) while at the
same time ensuring that the redacted cop-
ies are not misleading under section 18 of the
Act.

Other Records - withheld because of their
general nature.

The HSE withheld more than 1,000 other re-
cords that it did not list in the schedule to
its internal review decision, on the basis that
they are exempt under sections 31(1)(a) (legal
professional privilege), 35 and 36. It has said
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that, given their general nature, the internal
reviewer did not consider it necessary to con-
duct a detailed examination of the contents
of each record.

It is not appropriate for this Office to decide
on access to records in such circumstances.
The most appropriate decision for me to
make on these records is to annul the HSE's
refusal of them and to require the HSE to un-
dertake a fresh decision making process on
them, subject to the applicant confirming to
the HSE that she wishes it to do so. While not
pre-empting any decision that the HSE may
make, it is open to it to rely on section 15(1)(c)
in relation to the records (subject to compli-
ance with section 15(4)) in the first instance.
Any decision to this effect, or under any other
FOI Act exemption provision, is subject to the
statutory rights of internal and external re-
view.

Having carried out a review under section
22(2) of the FOI Act, | hereby vary the HSE's
decision.

| affirm its refusal of the records it refused un-
der sections 15(1)(d) and 37. | affirm its refusal
to grant full access to the remainder of the 70
records, albeit under section 40(1)(a) rather
than the provisions explicitly relied on.

| annul its application of section 15(1)(c) to
those parts of the request seeking records of

“new [i.e. “just novel”] drug approvals since
October 2016”7 and its refusal of access to the
1000+ records that it withheld having regard
to their general nature. | direct the HSE to un-
dertake a fresh decision making process on
these parts of the request/records, subject to
the applicant confirming to the HSE that she
wishes it to do so, and to inform the applicant
of the outcome in accordance with section 13
of the FOI Act.

| specify that, subject to sections 24 and 26
of the FOI Act, effect shall be given by the
HSE to my decision within five working days
of the expiration of the 4 week period for the
bringing of an appeal to the High Court from
this decision as provided for at section 24(4)
of the FOI Act.

Right of Appeal

Section 24 of the FOI Act sets out detailed
provisions for an appeal to the High Court
by a party to a review, or any other person af-
fected by the decision. In summary, such an
appeal, normally on a point of law, must be
initiated not later than four weeks after no-
tice of the decision was given to the person
bringing the appeal.
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