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& Legal Analysis

Royal Decree Law 16/2012, dated 20th April, 
published in the Official State Gazette on the 
24th of April (hereinafter, Royal Decree Law), 
constitutes a bona fide Omnibus Act which 
encompasses healthcare services, pharma-
ceutical benefits and human resources with-
in the National Healthcare System (Servicio 
Nacional de Salud, hereinafter “ NHS”). The 
recourse to regulate by means of a Royal De-
cree Law is warranted by the urgent need to 
adopt measures which would reduce the pub-
lic healthcare deficit; with these measures 
the Government aims to save an estimated 7 
billion Euros.

The Royal Decree Law introduces a vast as-
sortment of measures and introduces modi-
fications in several legal regulations, em-
phasizing those reforms carried out in Act 
16/2003, for the cohesion and quality of the 
National Healthcare System, Act 29/2006, on 
guarantees and the rational use of prescrip-
tion drugs, and Act 44/2003, for the classifi-
cation of healthcare professions. Following is 
a summary of the novelties introduced by the 
Royal Decree Law which are most likely to af-
fect the pharmaceutical sector.

Prescription drug co-payment by income 
brackets.

Undoubtedly, one of the main innovations in 
the Royal Decree Law, and one of the most 
controversial is the implementation of a 
new system for the co-payment of prescrip-
tion drugs set up proportionally by income 
brackets. This co-payement sall be applied                           

to outpatient mobility devices (for example, 
wheelchairs, walkers, canes and crutches), 
splints, non-emergency patient transport and 
food supplements.

The percentage to be contributed by each 
user is based on the following guidelines: 

a) 60% of the retail price for users and their 
beneficiaries whose income, based on in-
come tax returns, is equal to or surpasses 
100,000 Euros.

b) 50% of the retail price for users whose in-
come, as declared on income tax returns, 
is at least 18,000 Euros but less than 
100,000 Euros.

c) 40% of the retail price for those users that 
do not fall under sections a) or b) above 
(those who are not obligated to file income 
tax returns).

d) 10% of the retail price for those users pen-
sioned under the Social Security program, 
with the exception of those users who are 
included in point a) above.

e) 30% of the retail price for current and reti-
red members of the Mutual Society for Sta-
te Civil Servants (MUFACE), the Society of 
Armed Forces and the General Law Society.

The Royal Decree Law sets monthly contribu-
tion limits for pensioners – which can be, de-
pending of their income, 8, 18 or 60 Euros-, 
in order to avoid excessive medical costs for 
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those with chronic diseases or those requiring 
long-term medical care. Pensioners are requi-
red provide the full co-payment upfront and 
shall be reimbursed, twice a year, by the au-
tonomous communities for any amount paid 
in excess..

Persons belonging to certain groups or who 
are receiving medical care for determined 
medical conditions (such as recipients of non-
contributory pension plans, social welfare pa-
yments or those receiving treatment resulting 
from occupational accidents and occupational 
diseases) shall be exempt from any contri-
bution. 

The Royal Decree regulates the informa-
tion to be provided regarding the cost of 
treatments. The patient will be informed on 
the cost of treatment, with specific reference 
made to the percentage covered by the NHS 
and, where appropriate, shall also be infor-
med if there are less expensive therapeutic 
treatment options prior to the issuance of the 
official prescription. 

Measures that directly affect the phar-
maceutical benefit 

● Possibility of brand name prescription. 

In this point, the Royal Decree, in deferen-
ce to the laboratories, amends the provi-
sions of Royal Decree Law 9/2011, which 
have not yet taken effect. As a general 
rule, under the NHS, drug prescriptions in-
cluded in the reference pricing system or 
homogeneous groups not included in the 
same shall have the following scheme: 

a)  For acute conditions, the prescription 
shall generally be issued by active in-
gredient. 

b)  For chronic conditions, the first pres-
cription, when treatment initially be-
gins, will generally be prescribed by 
active ingredient. 

c)  Chronic conditions whose prescrip-
tion corresponds to the continuity of 
the treatment, may be prescribed by 
brand name, provided it is included in 
the reference pricing system that is the 
lowest price within the homogeneous 
group.

But above all, it establishes, in general, 
“that prescriptions of brand name drugs 
shall be possible as long as the efficiency 
principle is safeguarded for the system and 
in the case of drugs considered non-repla-
ceable.” 

The advantages that could be obtained by 
laboratories due to this possibility of pres-
cribing by brand may be, however, under-
mined, first by the expansion of the alleged 
exclusion of pharmaceutical services in the 
NHS, which is explained henceforth, and, 
furthermore, by the provision that states 
“when a brand name drug is prescribed, 
if it is priced higher than the lowest-pri-
ced medication in its homogeneous group 
the pharmacist shall replace the medicine 
prescribed for the lowest-priced drug, and, 
when they are priced the same, the generic 
or corresponding similar medicine shall be 
dispensed.”

● Expansion of the alleged exclusion of phar-
maceutical services in the NHS for medici-
nes and medical devices. The Royal Decree 
adds a new provision to the law on guaran-
tees and rational use of medicines and me-
dical devices (85b.) whereby there are a 
greater number of cases which shall be ex-
cluded from receiving certain drugs as part 
of NHS benefits. This is one of the most 
controversial aspects, especially due to the 
possibility of excluding those drugs used in 
the “treatment of minor symptoms”, which 
could ultimately affect those that are most 
widely used. The list of these drugs will not 
be known until it is approved, in the co-
ming months, by Resolution of the Ministry 
of Health.
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The exclusion will respond to some of fo-
llowing criteria: a) the establishment of se-
lected prices (all drugs priced higher shall 
be excluded, as previously discussed, from 
NHS funding), b) non-prescription drugs 
are excluded in all cases as well as tho-
se that share the same active ingredient 
and dose (this applies to certain drugs for 
minor symptoms and is a proposal backed 
by the employers’ association of non-pres-
cription products anepf), c) over the coun-
ter drugs (OTC) within the European union 
d) those whose active ingredient has been 
proven safe and effective as sufficiently do-
cumented through years of experience and 
extensive use, e) those indicated in the 
treatment of minor symptoms (the problem 
can arise when the same group of drugs 
is used both for mild symptoms as well as 
others of a serious or chronic nature, such 
as painkillers, therefore further clarification 
is needed); f) those whose exclusion was 
envisaged in the Law (those “whose fun-
ding is neither justified nor deemed neces-
sary”, and in all cases cosmetics, dietary 
products, mineral waters, elixirs, toothpas-
te and other similar products). Similarly, 
drugs “that are not used for the treatment 
of a clearly identified disease” and “drugs 
indicated for the treatment of less serious 
symptoms” shall be excluded in all cases.

Autonomous Communities are prohibited 
from, except where justified due to their 
own particular needs, establishing speci-
fic unique reserves of prescriptions, dis-
pensation or financing of drugs or medical 
devices. This is intended to stop particu-
lar initiatives by certain autonomous com-
munities (Galicia and Andalusia) in rela-
tion to the establishment of restrictions on 
NHS funded drug dispensing within their 
respective territories. The so-called “auc-
tion” of drugs by Andalusia was introdu-
ced by Decree Law 3/2011 in this region, 
and its first notification has been appea-
led by the government explicitly invoking                                               
Article 161.2 EC, which determines the au-
tomatic suspension. 

Medicines and medical devices not included 
in the funding can only be acquired and 
used by hospitals in the Public Health Sys-
tem prior agreement with the committee 
responsible for the therapeutic protocols or 
the equivalent body in each autonomous 
community.

● Novelties in the pricing system of drugs 
and reference prices
 
The public financing of drugs remains 
subject to the reference pricing system 
(maximum amount to be financed for 
drug benefits included in each of the 
groups to be determined), but now 
the revision of the lowest prices within 
each group shall be carried out on a 
quarterly basis, not yearly as before.

The main novelty in the setting of pri-
ces for NHS funding of medicines and 
health products for necessary prescrip-
tions is that “the price of financing by 
the NHS will be less than the price of 
the industry drug applied when dispen-
sed outside the NHS “, i.e.,  laborato-
ries may be required to offer a discount 
on the authorized industrial price.

When dispensed products are not funded 
by the NHS, the authorization holders may 
sell them pursuant to the notified pricing 
regime, meaning that the price must be 
notified to the Ministry of Health, so that 
it can challenge the same in defence of 
the public interest. The industrial prices 
of over the counter medications may no 
longer be free, as the Royal Decree pro-
vides that the government “may regula-
te the mechanism for setting the prices 
of medicines and health products that do 
not require a prescription which are pro-
vided in Spanish territory”, although the                                                                                    
applicable regime shall, in any case, be the 
notified pricing regime, as previously stated. 
When making decisions, the Inter-ministe-
rial Commission shall consider the reports 
prepared by the Advisory Committee of 
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the Pharmaceutical Service of the Nation-
al Health System. This is a newly created 
body, which replaces the Committee on 
Cost-Effectiveness of Medicines and Health 
Products and is considered a state govern-
mental body because its seven renowned 
experts will all be appointed by the Minister 
of Health (until now they were appointed 
by the Inter-Territorial Council of the Na-
tional Health System, at the behest of the 
Autonomous Communities, the Society of 
Civil Servants and the Ministry).

As was previously done, the financial 
amounts for distribution and dispensing 
of drugs and medical devices and, where 
appropriate, deductions applicable to the 
billing thereof to the NHS, will be set by 
the Government, generally speaking, or by 
groups or sectors. Finally, the Ministry of 
Health will set the retail price of drugs and 
commodities financed by adding the autho-
rized industrial price, which shall be consi-
dered the maximum limit, and the margins 
associated with the activities of distribution 
and dispensing to the public.

● Selected price system for drugs subject 
to reference prices or for drugs and pro-
ducts that are considered relevant to pu-
blic health, through which the Ministry of 
Health will establish a maximum price for 
certain drugs, such as therapeutic groups, 
excluding those which exceed the funding 
for the NHS.

Selected prices will be determined by ta-
king the following into account: a) con-
sumption of the product: b) the budge-
tary impact: c) the existence of at least 
three drugs in the group, d) no risk of                                                                         
shortages. During the process of price se-
lection the suppliers shall be convened so 
that they can state their intentions regar-
ding the maximum price. Once the selected 
price has been approved, those medications 
and/or products that exceed the maximum 
funded price will be excluded from funding 

by the NHS during the time period in which 
the selected price is applicable, which shall 
be at least two years.

Laboratories holding the marketing autho-
rization for selected drugs or vendor com-
panies of medical devices must ensure the 
adequate supply of the same by express 
declaration to that effect. In exchange, 
the price, which will be communicated to 
suppliers, shall be maintained for a mini-
mum of two years.

● Centralized and joint purchasing of drugs 
by the Autonomous Communities: The 
Coordinating Council (“Consejo Interte-
rritorial”) of the NHS will encourage the 
joint purchase of the procurement of goods 
which, by their nature, lend themselves to 
this system.

● Adaptation of packaging to meet custo-
mary guidelines and timeframes: the Mi-
nistry of Health shall adopt any necessary 
legislation to this effect within six months 
after the entry into force of the Royal De-
cree Law

Entry into force and measures for its 
effective implementation

The Royal Decree Law came into force on the 
day of its publication in the Official Gazette, 
namely, on April 24, but must now be ratified 
by Congress within thirty days, which may 
decide to process it as a Law (which is advi-
sable, given the significant impact of many of 
its measures and the hasty manner in which 
it has been adopted).

The competent public authorities are re-
quested to adopt all necessary measures to 
effectively implement the provisions of the 
rule and, in particular, assure that, prior to 
30 June 2012, they have taken all neces-
sary measures to enforce the new co-pay-
ment system in outpatient pharmaceutical 
services.


