
The confi denƟ ality of the ex-factory price (PVL) and 
reimbursement condiƟ ons for medicinal products 
has been intensely debated in recent years. Since 
the Spanish Law on Transparency, Access to Public 
InformaƟ on and Good Governance (LTAIBG) came 
into force, requests for access to this informaƟ on 
have risen.

UnƟ l now, both the Spanish Council for 
Transparency and Good Governance (CTBG) and 
some lower courts have taken an inconsistent 
stance. The judgment discussed provides clarity on 
this issue, off ering a comprehensive analysis of the 
merits of the case.

BackgroundBackground

The judgment stems from a request for access to 
the price and reimbursement decision of a medi-
cinal product. Following the Ministry of Health’s 
refusal to grant access, the applicant fi led a comp-
laint with the CTBG, which ruled in the applicant’s 
favour and ordered the Ministry to provide the 
requested informaƟ on.

In response to the CTBG decision, both the Minis-
try and the local representaƟ ve of the markeƟ ng 
authorisaƟ on holder fi led a contenƟ ous admi-
nistraƟ ve appeal, which was dismissed at fi rst 
instance. This judgment stated that the confi den-
Ɵ ality of the informaƟ on provided by companies to 
the Ministry when submiƫ  ng their price and reim-
bursement request should not prevent the disclo-
sure of the fi nal decision on the product’s inclusion 
in pharmaceuƟ cal provision and the seƫ  ng of its 
PVL. The court further noted that disclosing this 
informaƟ on would not compromise the economic 

interests of either the company or the NaƟ onal 
Health System.

In the appeal phase, the NaƟ onal High Court 
(Audiencia Nacional) upholds the appeals fi led by 
both the Ministry and the company. Below, we 
briefl y outline the arguments presented by Faus 
Moliner’s team, which were fully accepted in the 
judgment.

Specifi c confi denƟ ality regimeSpecifi c confi denƟ ality regime

First, the judgment points out that the confi den-
Ɵ ality guarantee established in arƟ cle 97.3 of the 
Law on Medicinal Products and Medical Devices 
(LGURMPS), which covers all technical, economic 
and fi nancial data provided by companies during 
the price and reimbursement process, consƟ tutes 
a specifi c access regime that must prevail over the 
LTAIBG.

The Court accepts that for a specifi c regime of 
access to public informaƟ on to take precedence 
over the LTAIBG, it need not provide a “global and 
systemaƟ c” regulaƟ on. It is suffi  cient for it to be 
a sectorial regulaƟ on addressing relevant aspects. 
In such cases, the judgment states, “this special 
regime is applied in preference to the provisions 
of the law on transparency, the laƩ er serving as a 
supplementary regulaƟ on.”

Confi denƟ ality of the PVL and Confi denƟ ality of the PVL and 
reimbursement condiƟ onsreimbursement condiƟ ons

The judgment concludes that disclosure of the PVL 
and the reimbursement decision would compro-
mise the confi denƟ ality guaranteed by arƟ cle 97.3 
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of the LGURMPS. It points out, following a detailed 
analysis, that disclosure of the PVL would make 
it possible to infer informaƟ on on the technical, 
economic and fi nancial aspects of the medicinal 
product, as well as to provide a signifi cant insight 
into the company’s acƟ vity.

Public interestsPublic interests

The judgment emphasises that any decision to grant 
access to public informaƟ on under the LTAIBG must 
be based on a proper balancing of the interests at 
stake, assessing whether there is a public or private 
interest that jusƟ fi es granƟ ng or denying access to 
the requested informaƟ on.

In this case, the Court fi nds no public or private 
interest that jusƟ fi es disclosing the reimbursement 
price. It considers that maintaining confi denƟ ality is 
convenient and necessary to protect the interests 
of companies and the public interest. In a highly 
compeƟ Ɵ ve global pharmaceuƟ cal market, it is in 
the AdministraƟ on’s interest to keep the PVL and 
the related decisions confi denƟ al. In short, confi -
denƟ ality is a strategic tool that enables the Admi-
nistraƟ on to secure the best possible economic 
condiƟ ons, parƟ cularly for innovaƟ ve medicinal 
products, thereby benefi Ɵ ng the NaƟ onal Health 
System.

ConclusionConclusion

The judgment discussed is not fi nal and can be 
appealed before the Supreme Court. However, it 
is worth noƟ ng that the NaƟ onal High Court has 
conducted a thorough and rigorous analysis of the 
issue, taking into account the relevant legal and 
economic context, and establishes a general crite-
rion that should be applicable to similar future 
access requests.
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