
On 2 January 2021, Royal Decree 957/2020 
regulaƟ ng observaƟ onal studies with medici-
nal products for human use (EOMs) came into 
force. This regulaƟ on meant the simplifi caƟ on 
of the requirements, as well as a reducƟ on of 
bureaucraƟ c burdens, for conducƟ ng EOMs in 
Spain.

EOMs provide essenƟ al data on the condiƟ ons 
of use, safety and eff ecƟ veness of medicinal 
products in rouƟ ne clinical pracƟ ce. The regime 
applicable to each observaƟ onal study diff ers 
depending on its design. Royal Decree 957/2020 
disƟ nguishes between prospecƟ ve observa-
Ɵ onal studies and those that are non-prospec-
Ɵ ve (i.e. retrospecƟ ve and/or cross-secƟ onal). 
In prospecƟ ve studies, the study period of the 
parƟ cipaƟ ng subjects is always subsequent the 
start of the research, while in the laƩ er the 
study period is present or prior to the start of 
the research.

By their nature, prospecƟ ve studies may have a 
greater impact on the prescribing and dispensing 
decisions of healthcare professionals. For this 
reason, Royal Decree 957/2020 already establi-
shed several mechanisms to ensure that these 
studies do not modify prescribing or dispen-
sing habits and, in short, that are of genuine 
scienƟ fi c interest and not purely promoƟ onal in 
nature. Likewise, this regulaƟ on also empowe-
red the health authoriƟ es of the Autonomous 
CommuniƟ es to lay down addiƟ onal require-
ments for commercial prospecƟ ve studies, or 
those in which the sponsor is not a Public Admi-
nistraƟ on, and which may only be jusƟ fi ed on 
the basis of feasibility or relevance criteria.

Three years aŌ er the entry into force of Royal 
Decree 957/2020, fi ve regions –Navarre, Valen-
cia, Catalonia, Galicia and Aragon– have deve-
loped their own regulaƟ ons, thus introducing 
addiƟ onal requirements for conducƟ ng pros-
pecƟ ve EOMs in the centres within their terri-
torial scope.

Below, we highlight the most relevant aspects 
established in each of these regional regula-
Ɵ ons.

Region of Navarre

Navarre was the fi rst region to introduce addi-
Ɵ onal requirements for conducƟ ng prospec-
Ɵ ve studies through Foral Order 157E/2022, 
of 9 May, of the Health Department’s Head. In 
Navarre, these studies require express authori-
saƟ on from the Directorate-Management of the 
centres where the study will be conducted. To 
this end, prior to its administraƟ ve authorisa-
Ɵ on, the so-called CommiƩ ee of Experts for the 
EvaluaƟ on of ProspecƟ ve ObservaƟ onal Studies 
with Medicinal Products in Navarre will evaluate 
the study and prepare a report-proposal on 
compliance with the feasibility and relevance 
criteria.

Regarding the criteria for assessing feasibility, 
the CommiƩ ee may only approve those studies 
with medicinal products for hospital use if such 
medicinal products have been selected for use 
in each centre by its pharmacy commiƩ ee, or in 
accordance with the instrucƟ ons of the respec-
Ɵ ve Directorate-Management. The inclusion 
criteria must be aligned with those established 
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by the Central Pharmacy Commission or the 
pharmacy commissions of the centres. Likewise, 
studies that generate a greater workload than 
usual for laboratories and radiology services 
may not be authorised, unless required by the 
health authoriƟ es or included in the EMA’s Risk 
Management Plan. 

Regarding the criteria for assessing relevance, 
the CommiƩ ee may only approve those studies 
relevant to clinical pracƟ ce in Navarre. Specifi c 
criteria to be considered includes that the study 
allows obtaining informaƟ on on effi  cacy, safety, 
convenience or comparaƟ ve effi  ciency when 
there are several medicinal products that are 
therapeuƟ c alternaƟ ves for the same indicaƟ on. 
If the study consists of a paƟ ent registry, it will 
only be considered relevant when it is conside-
red useful to obtain informaƟ on for the clinical 
management of people who are under clinical 
care or with the pathology in quesƟ on in Nava-
rre and do not interfere with the clinical infor-
maƟ on registraƟ on systems established in the 
regional public health centres. 

Region of Valencia

In the region of Valencia, the addiƟ onal require-
ments for conducƟ ng this type of studies were 
approved by Decree 203/2022, of 2 December, 
of the Generalitat Valenciana. These studies are 
subject to authorisaƟ on from the Directora-
te-General of Pharmacy.

Previously, the Autonomous CommiƩ ee for 
ProspecƟ ve ObservaƟ onal Studies of Medicinal 
Products of the Region of Valencia (CAEPO) must 
evaluate the study and issue a report-proposal 
for resoluƟ on. The CAEPO will evaluate the feasi-
bility and relevance of the study based on the 
following criteria: (i) possible inducƟ on to pres-
cripƟ on or dispensing; (ii) verifi able scienƟ fi c 
interest and its applicability in clinical pracƟ ce; 
(iii) possible interference with the healthcare 

tasks and the rouƟ ne clinical pracƟ ce of the 
sites; and (iv) compliance with condiƟ ons esta-
blished for the use of medicinal products in the 
NHS.

Catalonia

In accordance with Decree 17/2023, of 31 
January, of the Generalitat of Catalonia, pros-
pecƟ ve observaƟ onal studies conducted in 
Catalonia are subject to prior administraƟ ve 
authorisaƟ on from the Directorate-General for 
Health Planning and RegulaƟ on.

The Commission for ProspecƟ ve ObservaƟ onal 
Studies with Medicinal Products (CEOM) will 
evaluate the study protocol to verify compliance 
with the feasibility and relevance criteria,  and it 
will issue the corresponding report. The CEOM 
will consider that the study complies with the 
feasibility criterion when: (i) the medicinal 
product under study is already authorised and 
marketed; (ii) the protocol is aligned with the 
exisƟ ng clinical pracƟ ce guidelines or, failing that, 
with the rouƟ ne clinical pracƟ ce of the centre; 
(iii) the study is carried out in accordance with 
the centre’s healthcare circuits, (iv) the medici-
nal product has already been used in the centre 
prior to the Ethics CommiƩ ee’s (CEIm) opinion; 
(v) there are no intervenƟ ons that induce a 
change in treatment; and (vi) it does not induce 
the prescripƟ on or dispensing of the medicinal 
product under study.

In addiƟ on, the study will be considered to meet 
the relevance criterion when: (i) the objecƟ ve 
of the study is aligned with the purposes of 
an EOM and generates addiƟ onal informaƟ on 
to that obtained during the clinical trials; (ii) it 
clearly idenƟ fi es the medicinal products under 
study; (iii) it follows the authorised indicaƟ ons, 
or there is suffi  cient scienƟ fi c evidence derived 
from rouƟ ne clinical pracƟ ce that supports its 
use under the research condiƟ ons described in 
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the protocol; (iv) the medicinal product is used 
in accordance with the TherapeuƟ c PosiƟ oning 
Report (TPR), or with the harmonisaƟ on crite-
ria established by the Catalan Health Service, or 
with the site’s pharmacotherapeuƟ c guide, and; 
(v) the inclusion criteria meet the treatment 
criteria established by the health authoriƟ es.

Galicia

Galicia has approved the addiƟ onal require-
ments for conducƟ ng prospecƟ ve observaƟ onal 
studies by Decree 131/2023, of 14 September, 
of the Xunta de Galicia. These studies are also 
subject to prior authorisaƟ on from the Galician 
Department of Health, with the Sub-Directorate 
General of Pharmacy being the body in charge 
of evaluaƟ ng that the study meets the feasibility 
and relevance requirements 

This regulaƟ on includes assessment criteria for 
evaluaƟ ng the feasibility and relevance require-
ments similar to those required by other regions. 
For instance, these are that the medicinal product 
in the study is used under the fi nancing condiƟ ons 
established in the NHS, according to its SmPC or 
the condiƟ ons of rouƟ ne clinical pracƟ ce when it 
is suffi  ciently supported by the available scienƟ -
fi c evidence; the non-inducƟ on to prescribe or 
dispense the medicinal product; the adequacy to 
the protocols or clinical guidelines; the non-inter-
ference with the healthcare tasks, and the non-in-
clusion of diagnosƟ c or follow-up procedures not 
used in rouƟ ne clinical pracƟ ce.

Furthermore, Galicia has established as assess-
ment criteria the compliance with the recom-
mendaƟ ons, strategies and lines of work set 
out by Galician Healthcare Service (SERGAS) 
in the fi eld of pharmaceuƟ cal provision; and 
the adequacy with the content and condiƟ ons 
of execuƟ on of the contracts in force regar-
ding medicinal products. Likewise, prospecƟ ve 
studies must have a verifi able scienƟ fi c jusƟ fi -
caƟ on, in order to avoid indiscriminate indica-

Ɵ ons and unnecessary safety risks, as well as 
to respect equity and homogeneity in access 
to pharmaceuƟ cal services for SERGAS’ service 
users.

Aragón

Aragon has been the last region to introduce 
addiƟ onal requirements for the conduct of pros-
pecƟ ve observaƟ onal studies in its territory; 
specifi cally, through Order SAN/1951/2023, of 
22 December.

The body in charge of authorising these studies 
is the Aragonese InsƟ tute of Health Sciences 
(IACS). The Commission for the EvaluaƟ on of 
ProspecƟ ve ObservaƟ onal Studies with Medici-
nal Products of Aragon (CEOPA) will prepare a 
report evaluaƟ ng the feasibility and relevance 
requirements of each study. To this end, the 
CEOPA will consider the recommendaƟ ons for 
use elaborated by the Commissions establi-
shed in Order SAN/1112/2017, (i.e., mainly the 
Commission for the Monitoring of the RaƟ onal 
Use of Medicinal Products and the CommiƩ ee 
for the EvaluaƟ on of New Medicinal Products 
in Primary Care), and the corresponding TPR. In 
addiƟ on, it will ensure that the conduct of the 
study does not alter prescripƟ on or dispensing 
habits, issuing well-founded recommendaƟ ons 
on its performance in the centres of Aragon.

Although there is no obligaƟ on to establish any 
type of addiƟ onal requirement for conducƟ ng 
prospecƟ ve studies to those already included in 
Royal Decree 957/2020, it is possible that some 
other Autonomous CommuniƟ es will issue regu-
laƟ ons with similar criteria to those established 
by those that have already opted to regulate 
them. In the cases in which previous regio-
nal regulaƟ ons exist; they will be applicable in 
everything that does not contradict or oppose 
the provisions of Royal Decree 957/2020.
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