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Application of the EU Regulation on Health Technology Assessment to the 
assessment of hospital-only medicinal products at Fimea products 

According to the EU HTA Regulation (2021/2282/EU), joint clinical assessments 
(joint clinical assessment, JCA) will be conducted from January 2025 onwards for 
medicinal products authorised through the European Medicines Agency (EMA) 
centralised marketing authorisation procedure. In the first phase, from 2025 
onwards, the JCA procedure will cover oncology medicinal products and 
advanced therapy medicinal products (ATMPs). From 2028 onwards, the 
procedure will be extended to orphan medicinal products, and from 2030 
onwards to all medicinal products authorised through the centralised procedure. 
Fimea’s assessment of hospital-only medicinal products is described in the 
assessment process description1, which is available on Fimea’s website. This 
guidance describes the changes that the application of the EU HTA Regulation 
will bring to the assessment of hospital-only medicinal products. The guidance 
was updated in spring 2026 and will be updated as necessary. 

For the purposes of the JCA, Member States’ information needs are identified 
through a PICO2 survey, which is organised shortly after the start of the marketing 
authorisation procedure at the EMA (Figure 1).3 In order to respond to the PICO 
survey, Member States receive a PICO proposal prepared by the JCA assessors 
on the basis of European treatment guidelines. 

 

Figure 1. Main phases of the European Medicines Agency (EMA) centralised procedure and 
the course of the joint clinical assessment (JCA). 

 
 

1 Process description of the assessment of hospital-only medicines. Available on the Fimea website. 
2 PICO is the scope of the assessment, defined as P= Patients, I= Intervention C= Comparator ja O= Outcomes. 
3 Guidance on the scoping process. Available at European Commission website. 

https://fimea.fi/en/development/therapeutic_and_economic_value_of_medicines/assessment-of-hospital-only-medicinal-products
https://health.ec.europa.eu/health-technology-assessment/key-documents_en?f%5B0%5D=topic_topic%3A227
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Responses from Member States to the PICO surveys are combined so that the 
final outcome consists of the smallest possible number of PICOs that meet the 
information needs of the Member States. From this assessment scope, a data 
request to the company is formed. Once the company has submitted the data 
requested for the assessment, the assessors begin drafting the JCA report. 

Drafts of the assessment report are discussed within the JCA subgroup formed 
by the Member States during the period between the CHMP opinion and the 
granting of the marketing authorisation. The second draft of the assessment 
report is also shared with the company. The JCA report is endorsed no later than 
30 days after the granting of the marketing authorisation and it is published a few 
weeks after endorsement. 

Defining PICO for joint assessment at Fimea 

In Finland, PICO surveys concerning medicinal products are answered either by 
Fimea or by the Pharmaceuticals Pricing Board (Hila). Responsibility for 
responding to a PICO survey is determined according to which body is expected 
to assess the medicinal product in question. 

Fimea responds to PICO surveys based on a PICO proposal. In normal marketing 
authorisation procedures, the PICO proposal is submitted to the Member States 
22 days after the marketing authorisation application is submitted to EMA, with 
21 days allowed for a response. In the accelerated procedure, the proposal is 
submitted after 8 days and response time is 14 days.4 

If a company so wishes, it may, on its own initiative, provide Fimea with its own 
views on how PICO should be defined for the medicine in question in Finland. 
This information must be made available to Fimea while the process of 
responding to the PICO survey is ongoing in Fimea, at the latest. Due to the time 
limits specified above, the company must submit its views within three weeks, or 
within one week in an accelerated procedure, from submitting the marketing 
authorisation application. The most helpful resource is a PICO proposal that 
justifies the selection of comparators used in Finland with references, for 
example. 

Fimea does not make a specific request for information to the companies for 
responding to the PICO survey. We request that you submit any comments 

 
 

4 Procedural guidance for JCA medicinal products. Available on the European Commission website. 

https://health.ec.europa.eu/health-technology-assessment/key-documents_en?f%5b0%5d=topic_topic:227
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related to the definition of PICO to Fimea’s HTA service email within the time 
limits specified above (hta@fimea.fi). 

In addition to the PICO proposal, Fimea will use any information provided by the 
company and other sources of information, such as data on the reimbursement 
and consumption of medicines, when formulating the response to the PICO 
survey. We will also consult Fimea’s internal clinical experts. Fimea will respond 
to the PICO survey via the IT platform referred to in the HTA Regulation. The 
responses of the Member States will be consolidated into assessment PICOs, 
which are then submitted to the company for the preparation of the JCA dossier.  

Assessment of hospital-only medicinal products at Fimea when a joint 
assessment is available 

The assessment of hospital-only medicinal products at Fimea follows the 
operating procedures described in the hospital-only medicinal product 
assessment process description also when a JCA report is available. Submission 
of data prior to publication of the JCA report is possible, and preparatory 
activities may be carried out at Fimea on that basis. However, the actual 
assessment is initiated once the JCA report is available. Pursuant to Article 10(3) 
of the HTA Regulation, data submitted once at Union level for the purposes of a 
JCA may not be resubmitted at national level. Fimea will not request the 
company to submit data that the company has already submitted for the JCA and 
that are available to Fimea via the Commission’s web platform. 

The assessment of hospital-only medicinal products is, where possible, based 
on the information presented in the JCA report. At the kick-off meeting 
mentioned in the process description, the scope of the assessment is discussed 
with the company, with particular attention paid to the information available in 
the JCA report. For the purposes of the kick-off meeting, the company submits to 
Fimea a PICO proposal in which the company is also expected to comment on 
how the JCA report can be utilised in the assessment in question. The 
appropriate time to submit the PICO proposal is at the earliest when the 
company has sufficient information available on the content of the JCA report. 

At the start of the assessment, the suitability of the information available in the 
JCA report for a hospital-only medicinal product assessment is examined in light 
of the information and situation at that time. If the JCA report contains a PICO 
that is directly applicable to the assessment, the clinical effectiveness section of 
the hospital-only medicinal product assessment is replaced, where possible, by 
a summary of the nationally relevant content of the JCA report. The clinical 
effectiveness section may be supplemented as necessary from a national 
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perspective. If the JCA report is not suitable for the hospital-only medicinal 
product assessment or is not available, the assessment is conducted in 
accordance with the hospital-only medicinal product assessment process 
description. 

The first JCA reports will be available in summer 2026. The implementation of 
joint assessments as part of national assessments will be further specified as 
necessary at a later stage. 

 


