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Reminder: Collaboration with EMA 
under the HTA Regulation*

Joint 
Scientific 

Consultation 
(Art 16-18, 20)

Joint Clinical 
Assessment 

(Art 7, 15)

Identification 
of emerging 
technologies 
/ contribute 
to work plan 

(Art 6, 22)

Transversal elements in the 
Regulation to facilitate such 
work, supported by the European 
Commission, include the sharing 
of confidential information

Notes: 
• “Joint” refers to 

collaborative 
work amongst 
HTA bodies

• Activities cover 
medicinal 
products and 
medical devices 
/ IVDs

Further details through 
Implementing Acts

to be adopted by the EC (Art 15, 20)

* Regulation (EU) 2021/2282, 
entered into force in Jan 2022 
and applies as of Jan 2025
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https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32021R2282
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Implementation rolling plan – Development of Implementing 
Acts (status June 2024)
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Public consultation closed

Public consultation closed

https://health.ec.europa.eu/system/files/2023-10/hta_htar_rolling-plan_en.pdf
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Update on the notification process for Marketing 
Authorisation Applications (regulatory) in scope of 

Joint Clinical Assessment (HTA)

Regulatory/HTA interface under the HTA Regulation (HTAR) – Update on implementation activities 26 September 20243



Classified as public by the European Medicines Agency 

Requirements in the Implementing Act on Joint Clinical 
Assessment (medicinal products)
Exchange of information with EMA (acc to Article 3)

• Notification of HTA secretariat about MAA / EoI 
submission in scope of JCA

• Information about positive validation and timelines

• During the assessment, information about changes to 
timelines and substantial questions / outstanding 
issues impacting the therapeutic indication

• Provision of CHMP Opinion (AR and SmPC) 

MAA – Marketing Authorisation Application; EoI = Extension of Indications; 
AR = Assessment Report; SmPC = Summary of Products Characteristics

26 September 2024

As of 13 January 2025, all medicinal 
products falling under the scope of 

Article 7 of Regulation (EU) 
2021/2282, for which the applicant 

declares in its application for 
marketing authorisation that it 

contains a new active substance and 
the therapeutic indication is the 

treatment of cancer and those that 
concern ATMPs are subject to JCA.
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https://health.ec.europa.eu/health-technology-assessment/regulation-health-technology-assessment_en#:%7E:text=The%20Regulation%20(EU)%202021%2F,of%20HTA%20across%20the%20Union.
https://health.ec.europa.eu/health-technology-assessment/regulation-health-technology-assessment_en#:%7E:text=The%20Regulation%20(EU)%202021%2F,of%20HTA%20across%20the%20Union.
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Parallel EC/EMA communication on 21st June 2024
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See Joint clinical assessment of medicinal products: Submission of early information by health technology 
developers - European Commission and Pre-authorisation guidance | European Medicines Agency
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https://health.ec.europa.eu/latest-updates/joint-clinical-assessment-medicinal-products-submission-early-information-health-technology-2024-06-21_en
https://health.ec.europa.eu/latest-updates/joint-clinical-assessment-medicinal-products-submission-early-information-health-technology-2024-06-21_en
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/pre-authorisation-guidance
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“Letter of Intent” notifications
Background and experiences
EMA and the HTA secretariat agreed 
to use the same notification form

• Facilitation of preparation for 
respective processes

• Coordination amongst secretariats 
for parallel work

• Reduced administrative burden on 
the applicants

• Clear guidance to applicants on 
submission modalities
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Experience to-date

• Notifications received for both initial LoI 
and update due to delay of submission

• 81% of “positive” notifications correctly 
identified by the applicant

• Only 50% of correctly identified MAAs 
were also sent to the HTA secretariat
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Development of the framework for parallel Joint 
Scientific Consultation for medicinal products

Regulatory/HTA interface under the HTA Regulation (HTAR) – Update on implementation activities 26 September 20247



Classified as public by the European Medicines Agency 

Evidence planning for medicinal products involving regulators 
and HTAs
Current framework: EMA/HTAb parallel 
scientific advice
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Future framework: parallel JSC under the 
HTA Regulation

1. Development of the procedural 
guidance led by the JSC subgroup with 
contribution – on parallel JSC aspects – 
from EMA

– Adoption by HTACG planned for 11/2024

2. Establishment of an Implementing 
Regulation led by the European 
Commission
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Procedural guidance: one guidance, two formats (HTACG-only 
and in parallel with EMA)

Regulatory/HTA interface under the HTA Regulation (HTAR) – Update on implementation activities9 26 September 2024



Classified as public by the European Medicines Agency 

Exchange of Information with EMA
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Outline of dedicated Implementing Regulation on cooperation 
by exchange of information (draft) 
Scope: Exchange of information as regards the JCA of 
medicinal products and medical devices and in vitro 
diagnostic medical devices and as regards the JSC on 
medicinal products and medical devices

• planning and forecast of JCA and JSC 

• identification of patients, clinical experts and other 
relevant experts (‘individual experts’) 

• general scientific and technical matters 

• security of sharing and protection of confidential 
information
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Draft for public consultation
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For more information on HTAR implementation, see here
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https://health.ec.europa.eu/health-technology-assessment/regulation-health-technology-assessment/implementation-regulation-health-technology-assessment_en#rolling
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