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HNN3.0 Mission & Services

Cluster 1 NCPs

(EU and non EU)

Health related
initiatives and 

applicants

European 
Commission

Trusting in a Community of Practice where to 
find the best tools and strategies to support 
R&I stakeholders participating in Horizon 
Europe.

▪ Services and products for NCPs

▪ Services and products for Applicants

▪ Fruitful cooperation with the European 
Commission and other health-related 
initiatives



Activities & Products
The offer of HNN3.0



ACTIVITIES FOR:

NATIONAL CONTACT POINTs APPLICANTS



Jan Paehler

Policy Officer, European Commission, Research and Innovation, RTD.D1

Welcome by European Commission



PRODUCTS FOR:

NATIONAL CONTACT POINTs APPLICANTS



Overview of HNN 3.0 Tools

On our HNN 3.0 Website
https://www.healthncp.net/hnn-30-supporting-tools

https://www.healthncp.net/hnn-30-supporting-tools


Overview of HNN 3.0 Tools



Annotated Horizon Europe 
Template „Information on 
Clinical Studies“



Where do you find the template “Information on 
Clinical Studies”? 

Funding & tenders (europa.eu)

https://ec.europa.eu/info/funding-tenders/opportunities/portal/screen/how-to-participate/how-to-participate/1


Where do you find the template “Information on 
Clinical Studies”? 



❖Clinical studies have a number of 
methodological, operational and regulatory 
specificities. 

❖Information on these issues is crucial for 
evaluators to assess the scientific quality and 
operational feasibility of the proposal. 

❖A set of section headings guides applicants to 
provide essential information on clinical 
studies in a standardised format.

Be Aware: The template has to be used for 
almost ALL projects that collect or analyze data 
of humans.

Template «Information on Clinical Studies»

Presentation: Information on Clinical Studies

https://www.youtube.com/watch?app=desktop&v=c_BdpENnywI


The Annotated Template



Disclaimer



“Clinical study covers clinical studies/trials/investigations/cohorts and 

means, for the purpose of this document, any systematic prospective or 

retrospective collection and analysis of health data obtained from individual 

patients or healthy persons in order to address scientific questions related 

to the understanding, prevention, diagnosis, monitoring or treatment of a 

disease, mental illness, or physical condition. It includes but it is not limited 

to clinical studies as defined by Regulation 536/2014 (on medicinal 

products), clinical investigation and clinical evaluation as defined by 

Regulation 2017/745 (on medical devices), performance study and 

performance evaluation as defined by Regulation 2017/746 (on in vitro 

diagnostic medical devices).”

What is the definition of a clinical study?



What is the definition of a clinical study?



How to fill out the template? 

• One template for each study - if the proposal contains more than one 
(clinical) study, each study should be described separately, e.g. study A, 
study B, etc.

• Stick to the structure! Each section has to be addressed. If one or more 
sections do not apply to the planned study, provide a short explanation. 

• When the requested information is currently not available (e.g. a clinical 
study is planned for a later stage of the project and it will be based on or 
influenced by future results of other studies), the source and the 
collection of the relevant input should be described.

• Information provided in this template does not need to be repeated 
elsewhere in the proposal but can be referred to.

• There are no page limitations for this template, but explanations should 
be as concise and brief.



How to fill out the template?

How-to-complete-your-ethics-self-assessment

https://ec.europa.eu/info/funding-tenders/opportunities/docs/2021-2027/common/guidance/how-to-complete-your-ethics-self-assessment_en.pdf


3 mandatory deliverables per study



3 mandatory deliverables per study

3.1 Work plan and resources: 
List of deliverables (table 3.1c)



3 parts of the template (+ subheadings)

1. Description of the clinical study - 7 subheadings

2. Preparedness Status - 3 subheadings

3. Operational feasibility - 7 subheadings



Description of the clinical study



Study rationale



Study rationale



Objective(s) of the clinical study

Search clinical trials and reports - EMA 

Home | ClinicalTrials.gov

https://euclinicaltrials.eu/search-clinical-trials-reports/
https://clinicaltrials.gov/


Characteristics of the study population



Characteristics of the study population

https://www.zoho.com/survey/sample-size.html



Study design

https://blindwalls.blogspot.com/202
0/01/what-is-double-blind-
study.html

https://s4be.cochrane.org/blog/2020/09/07/crossover-trials-
what-are-they-and-what-are-their-advantages-and-
limitations/



Type of intervention

https://www.zoho.com/survey/sample-size.html



Study procedures

https://www.researchgate.net/figure/Visit-
schedule-If-none-in-the-previous-3-
months_fig2_286543887



2. Preparedness status

still many issues to solve waiting for some final stuff Ready to go if project is funded



Clinical study protocol
www.iconfinder.com



Clinical study protocol



Regulatory Approval & Ethics Clearance

https://5.imimg.com/data5/DY/FT/LV/SELLER-86816790/regulatory-approvals-and-representations-500x500.jpg



Regulatory Approval & Ethics Clearance



Governance of the study

ICH GCP E6 (R2)
1.53 Sponsor= An individual, company, institution or organization which
takes responsibility for the initiation, management, and/or financing of a 
clinical trial.

https://www.ema.europa.eu/en/ich-e6-r2-good-clinical-practice-scientific-guideline


Operational feasibility

https://study.com/academy/lesson/how-nurses-can-provide-clear-patient-education.html



Patient recruitment…



Clinical sites



Necessary supplies & Equipment



Data management & security

Remember the General Data Protection Regulation 

→Where are data stored, how long, in which format?

→Who has acces, who hasn‘t, and for how long?

→FAIR-data principle

1.2 Methodology: 
Research data management and management 
of other research outputs

https://gdpr-info.eu/)


Reporting and sponsor responsibilities

ICH: E 6 (R2): Guideline for good clinical practice 

https://www.ema.europa.eu/en/documents/scientific-guideline/ich-guideline-good-clinical-practice-e6r2-step-5_en.pdf


Milestones: Approval, initiation, completion…

3.1 Work plan and resources: 
List of milestones (table 3.1d)

CTIS Evaluation Timelines (europa.eu)

https://www.ema.europa.eu/en/documents/other/clinical-trial-information-system-ctis-evaluation-timelines_en.pdf


How is this information being scored?

The information within the clinical study template impacts Excellence and Quality and Efficiency
of the implementation scoring criteria. Scoring for both evaluation criteria will reflect the
strengths, shortcomings, and weaknesses according to the information outlined within the
proposal.

Although none of the details within the sections within the clinical studies template have a
specific link to the impact section of the clinical studies form, the clinical study as a whole will
influence the score given to the project proposal.

The sections of the clinical studies template correspond sections of Part B of the Horizon
Europe application form.

Presentation: Essential Information for Clinical Studies

https://www.youtube.com/watch?app=desktop&v=c_BdpENnywI


Thank you



Do you have any questions?


