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INTRODUCTION AND BACKGROUND

On June 23— 30", 2025, the Innovative Health Initiative (IHI) organized the virtual |HI Call Days for
the Call 11 topics. The IHI Call Days aimed to inform potential applicants about the rules and
procedures of the two-stage Call 11 and to introduce the five topics.

The IHI Office has published the presentation and the recordings of all sessions including the
guestions and answers (Q&A) sessions.

This document prepared by NCPs will give you the links to all sessions including the
exact time in the video where the questions are answered.

The aim of this document is to help Health NCPs provide their applicants with the best
possible advice and support and to assist applicants in preparing a high-quality
application.

This document is provided for information only. It has been written as part of the HNN 3.0

project, a Coordination and Support Action funded by the European Commission, with the
goal to improve and support the professionalization of the services rendered by Cluster 1
— Health NCPs across Europe, helping for a simpler access to different health related
Horizon Europe calls, lowering the entry barriers for newcomers and raising the average
quality of the submitted proposals.
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https://www.ihi.europa.eu/news-events/events/ihi-call-days-call-11

Call 11 —two-stage: Rules and procedures for two-stage calls
Watch the Recording of the Session or download the Presentation

Questions during the Session Link to answer
Did you say only one proposal for each topic is selected for stage 2? 1:04:43
EFPIA has membership of 40 pharma companies amongst others. Are these
all by nature of membership of EFPIA included in the 17 pre-identified industry 1:04:58
consortia?
It would be important to understand which members from EFPIA are part of
the different calls as there would be the opportunity to bring new private 1:06:09
partners to the table.
Regarding IHI JU Eligibility: do the other two independent legal entities in the
consortium have to be from two different EU countries each, or can they both 1:06:50
be from the same different EU country?
Can an alliance of different universities / university hospitals be a part of a 1:07:34
consortium? —
Are UN agencies eligible? 1:08:47
How diverse should be a consortium regarding the participating countries? 1:09:47
Assuming a company brings background IP to a stage 1 proposal, and the
proposal is not selected for funding, who is able to access the proposal 1:11:25
after/during the application period? Would it mean that potential confidential ==
IP is made public?
Do you write your stage 1 proposal thinking on how the project fits within the 1:13:04
objectives and contributions of the specific pre-identified industry consortium? ==
Regarding the €500M turnover for eligibility, does this apply to universities .
. N 1:15:07
and not-for-profit organisations too?
Where an eligible entity wishes to procure UK data, will that be an eligible .
; 1:16:18
budget item?
Do the experts need to follow same rules for eligibility? 1:19:18
What is the outcome of this grant support? Patents, publications, clinical aA.
1:20:29
study...?
Would it be possible to open the IHI platform for interaction with potential ~n.
. . e 1:22:46
members for a consortium? It has easier functionalities
Considering the call on pharmacovigilance and Al, are national regulatory .
: ) S . o " 1:23:30
agencies able to receive funding if they participate or must it be "pro bono"?
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https://youtu.be/DLfx8DX0Ch8?t=4
https://www.ihi.europa.eu/sites/default/files/events/2025/IHI%20Call%20days%2011/Call%2011%20-%20r%26p.pdf
https://youtu.be/DLfx8DX0Ch8?t=3877
https://youtu.be/DLfx8DX0Ch8?t=3896
https://youtu.be/DLfx8DX0Ch8?t=3968
https://youtu.be/DLfx8DX0Ch8?t=4013
https://youtu.be/DLfx8DX0Ch8?t=4052
https://youtu.be/DLfx8DX0Ch8?t=4126
https://youtu.be/DLfx8DX0Ch8?t=4187
https://youtu.be/DLfx8DX0Ch8?t=4285
https://youtu.be/DLfx8DX0Ch8?t=4384
https://youtu.be/DLfx8DX0Ch8?t=4507
https://youtu.be/DLfx8DX0Ch8?t=4578
https://youtu.be/DLfx8DX0Ch8?t=4758
https://youtu.be/DLfx8DX0Ch8?t=4829
https://youtu.be/DLfx8DX0Ch8?t=4966
https://youtu.be/DLfx8DX0Ch8?t=5010

Is there a limit on how many partners can be in a consortium? What number i
. 1:24:43
of partners is usual or can be recommended? E—

If a legal entity in the applicant consortium is a branch of a larger parent
organization, does the €500M annual turnover limit for funding eligibility take 1:27:05
into account the financials of the branch or of the parent organisation?

Is the involvement of industry crucial for the consortium? Can consortium be o
. : : ! 1:28:40
composed of hospitals and university/academic research only?
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https://youtu.be/DLfx8DX0Ch8?t=5083
https://youtu.be/DLfx8DX0Ch8?t=5225
https://youtu.be/DLfx8DX0Ch8?t=5320

Call 11 —two-stage: Topic 1 “Towards precision medicine: platform for

transdiagnostic stratification of brain dysfunction”
Watch the Recording of the Session or download the Presentation

Questions during the Session

Could you please clarify the IP requirements under this grant? Specifically,
will applicants be required to give up any patent rights, or will we retain full
ownership of any intellectual property developed during the project?

Link to answer /
Answer from IHI

Please consult the |IP
provisions of the model
grant agreement for
Horizon Europe
projects

Beside the data that already exist, do you also want to create RWE data
during the clinical trials for example with PROMSs, biomarkers, etc.?

52:23

The call is asking to build on an existing federated healthcare database. In
the image we saw the EPND platform. Is it already decided that the
existing federated healthcare platform has to be the EPND platform?

53:13

Can you please explain what you would like to see to reduce the stigma?
Is the goal to get insights and new treatments to help people and family
members?

54:58

The EPND is another IMI project. The industry will give facilitation of
access to the EPND hub infrastructure including the EPND catalogue. Is
the EPND open source to use and/or has the industry a contract with the
EPND consortium to use it for this new project?

How many pilots do you prefer?

56:07

Where should the proposals be submitted and when is the deadline?

Deadline for short
proposals: 9 October

2025
The project of EPND is still is process. Is all information open? How are 59:07
reviewers make sure the process will be equal? =
We work with patient derived cell lines, is this in scope? 1:00:37
Would there be room for histology studies or is it totally out of the scope? 1:01:10

Am | correct that we can choose any (industrial) partner(s) as long as the
content meets the project goals?

Please note that there
are requirements as to
the minimum
composition of a
consortium, please
read our answer to
guestion 2 in the FAQ

Is a loose Interest Group of multiple different University Hospitals might be
a good consortium partner in aiding scientific and technical expertise in
recruiting patients, collecting and analysing data, and for translation?

1:01:21
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https://youtu.be/5_axj4y9oZk
https://www.ihi.europa.eu/sites/default/files/events/2025/IHI%20Call%20days%2011/Merged%20presentation%20T1.pdf
https://ec.europa.eu/info/funding-tenders/opportunities/docs/2021-2027/common/guidance/aga_en.pdf#page=192
https://ec.europa.eu/info/funding-tenders/opportunities/docs/2021-2027/common/guidance/aga_en.pdf#page=192
https://www.youtube.com/watch?v=5_axj4y9oZk#t=52m23s
https://www.youtube.com/watch?v=5_axj4y9oZk#t=53m13s
https://www.youtube.com/watch?v=5_axj4y9oZk#t=54m58s
https://www.youtube.com/watch?v=5_axj4y9oZk#t=56m07s
https://www.youtube.com/watch?v=5_axj4y9oZk#t=59m07s
https://www.youtube.com/watch?v=5_axj4y9oZk#t=1h00m37s
https://www.youtube.com/watch?v=5_axj4y9oZk#t=1h01m10s
https://www.ihi.europa.eu/sites/default/files/uploads/Documents/Calls/Call_FAQs.pdf
https://www.youtube.com/watch?v=5_axj4y9oZk#t=1h01m21s

Call 11 —two-stage: Topic 2: “Understanding how infections foster and

induce non-communicable diseases”
Watch the Recording of the Session or download the Presentation

Questions during the Session Link to answer
. _______________________________________________________________________________________________________|
Are you expecting basic science as part of the consortium? 27:15
Which biomarkers would you like to see? 27:38
Cancer is out of scope. Could you please confirm? 28:00
Should the project focus on adults only, or do you expect to include paediatric 2810
studies as well? —
Are other non-communicable disease (not neuro or cardiovascular) out of 28:36
scope e.g. liver disease? E—
Do you expect to have the biomarkers fully developed within the 5 years of _
29:02
the study? =
Which kind of data do you want to collect or already to have? 29:17
Can SMEs participate in a consortium? 30:02
Are you interested in using aging mouse models for cardiovascular diseases _
30:55
(CVD) research? ==
Is Alzheimer’s Disease included in the call? Or dementia? 31:11
Can we use novel methods that could be risky or uncertain whether they _
31:24
would work?
You mentioned to prefer non-animal models, but what is your opinion on the 32:98

use of non-human primates?

Preclinical measures/phenotypes are widely used in CVD research in children
and adolescents who rarely have CVD events. What are your thoughts on 33:14
these measures?

Are extracellular vesicles (exosomes) of interest in this call as a source of

biomarkers and a way to understand mechanisms of the disease? s4ll
Are you mostly looking for 1 pathogen - 1 disease, or also 1 pathogen that ,

. 34:38
can lead to multiple NCDs?
Is the development of diagnostics tools for the identified biomarkers in scope? 35:03
Do neglected tropical diseases make a chance, or is the scope more on 35:31

‘global' neurodegenerative diseases?
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https://youtu.be/ll-s_NqN3aM
https://www.ihi.europa.eu/sites/default/files/events/2025/IHI%20Call%20days%2011/Merged%20presentation%20topic%202_0.pdf
https://www.youtube.com/watch?v=ll-s_NqN3aM#t=27m15s
https://www.youtube.com/watch?v=ll-s_NqN3aM#t=27m38s
https://www.youtube.com/watch?v=ll-s_NqN3aM#t=28m00s
https://www.youtube.com/watch?v=ll-s_NqN3aM#t=28m10s
https://www.youtube.com/watch?v=ll-s_NqN3aM#t=28m36s
https://www.youtube.com/watch?v=ll-s_NqN3aM#t=29m02s
https://www.youtube.com/watch?v=ll-s_NqN3aM#t=29m17s
https://www.youtube.com/watch?v=ll-s_NqN3aM#t=30m02s
https://www.youtube.com/watch?v=ll-s_NqN3aM#t=30m55s
https://www.youtube.com/watch?v=ll-s_NqN3aM#t=31m11s
https://www.youtube.com/watch?v=ll-s_NqN3aM#t=31m24s
https://www.youtube.com/watch?v=ll-s_NqN3aM#t=32m28s
https://www.youtube.com/watch?v=ll-s_NqN3aM#t=33m14s
https://www.youtube.com/watch?v=ll-s_NqN3aM#t=34m11s
https://www.youtube.com/watch?v=ll-s_NqN3aM#t=34m38s
https://www.youtube.com/watch?v=ll-s_NqN3aM#t=35m03s
https://www.youtube.com/watch?v=ll-s_NqN3aM#t=35m31s

Among the objectives of the project is to develop a diagnostic kit to diagnose

a subject's predisposition to develop cardiovascular or neurodegenerative 36:00
diseases following infection?

Does EPND or other biobanks keep oral swaps or saliva from cardiovascular 36:34
disease patients? =
You mention identification of new pathogens and links to NCD. Is it not

possible to explore already known links of virus infections, further? i.e. many 3704
viruses are known to be linked to CVD but no mechanisms or treatments are —
known yet?

Is diabetes out of scope? 37:33
Can the effects of viral infections in the context of kidney transplantation be 37-48
considered cardiovascular problems? E—
Are associations of infections and autoimmune disease in the scope, for

example the role of viral infections contributing to the onset of Type | 38:09
Diabetes?

How many different neurodegenerative diseases do you want to include? Do 38:40
you want to do different pilots? =
Are you interested to include paediatric and adolescent populations suffering 39:19
cardiomyopathies following viral infections? B
Is link with SARS-CoV-2 to NCDs in scope? 39:34
Transplant-cohorts are mentioned in the call. What is expected here? 40:03
Is the focus CVD or cardiometabolic disease (if diabetes is in scope, then also 4111
obesity?) —==
Are vaccines in the scope? How this impacts the link between infection and 41:33
chronic disease? —==
We might have an idea for a project that seems to fit and that we could

support based on our existing databases - is there a chance to discuss it with 4155
the private sector consortium members before stage 1 deadline? (Estonia/ —=
Widening Horizon consortium for Teaming for Personalized Medicine)

Would Epstein Barr virus infection and Multiple sclerosis fall into this call, even 4297
though it is well established that there is a link? E—
Is the development of new vaccines included in this call? 42:58
Some viruses are associated to endothelial inflammation, and viral-driven

chronic inflammation is one of the causes of kidney transplant failure. Is this a 44:25
CVD topic?
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https://www.youtube.com/watch?v=ll-s_NqN3aM#t=36m00s
https://www.youtube.com/watch?v=ll-s_NqN3aM#t=36m34s
https://www.youtube.com/watch?v=ll-s_NqN3aM#t=37m04s
https://www.youtube.com/watch?v=ll-s_NqN3aM#t=37m33s
https://www.youtube.com/watch?v=ll-s_NqN3aM#t=37m48s
https://www.youtube.com/watch?v=ll-s_NqN3aM#t=38m09s
https://www.youtube.com/watch?v=ll-s_NqN3aM#t=38m40s
https://www.youtube.com/watch?v=ll-s_NqN3aM#t=39m19s
https://www.youtube.com/watch?v=ll-s_NqN3aM#t=39m34s
https://www.youtube.com/watch?v=ll-s_NqN3aM#t=40m03s
https://www.youtube.com/watch?v=ll-s_NqN3aM#t=41m11s
https://www.youtube.com/watch?v=ll-s_NqN3aM#t=41m33s
https://www.youtube.com/watch?v=ll-s_NqN3aM#t=41m55s
https://www.youtube.com/watch?v=ll-s_NqN3aM#t=42m27s
https://www.youtube.com/watch?v=ll-s_NqN3aM#t=42m58s
https://www.youtube.com/watch?v=ll-s_NqN3aM#t=44m25s

Please confirm that we have to choose between neurodegenerative or

: . 44:45
cardiovascular disease. —
Infections and cardiovascular diseases during pregnancy is it in the scope? 45:34
Is studying the putative protection from the vaccine for long term 45:54

consequences of the infection in the scope?

Is it mandatory to target a virus/bacteria or look for example in cohort of
patients with obesity and look for the presence of an infection that can drive 46:29
the disease?

IHI Office: As a reminder, no product development is expected from this action in the proposed
timeline.

is viral-induced senescence as a driver of CVD in aging an accepted topic? 47:12
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https://www.youtube.com/watch?v=ll-s_NqN3aM#t=44m45s
https://www.youtube.com/watch?v=ll-s_NqN3aM#t=45m34s
https://www.youtube.com/watch?v=ll-s_NqN3aM#t=45m54s
https://www.youtube.com/watch?v=ll-s_NqN3aM#t=46m29s
https://www.youtube.com/watch?v=ll-s_NqN3aM#t=47m12s

Call 11 —two-stage: Topic 3: “Al-Powered signal detection in

pharmacovigilance”
Watch the Recording of the Session or download the Presentation

Questions during the Session

Has the industry consortium identified a technology to drive health data

Link to answer

harmonization to better enable the use of Al for pharmacovigilance (PV) 35:20
signal detection?
Is risk prediction for the product? 36:29
Can you give some examples of tools that you would like to have? 36:42
Is there a disease focus or can it be everything? 37:21
Can you confirm again please what you mean by pre-competitive level? 37:57
Does the triple A criteria apply in this topic? 38:54
Do you also want to have integrations, like voice, to create new data streams? 39:25
We create technology that can be enhanced by Al to be used to gather
signals for pharmacovigilance. Does this qualify, or are you looking more for 39:56
Al-companies (since the industry consortium already has the technology)?
The EMA databases will be available for analyses? EudraVigilance for 40:56
example. —
What level of validation is required? (For example, are you expecting _
. o 42:38

prospective validations?)
Regarding the two-stage procedure you mentioned highest ranking
application with be merged with 'partners' to prepare a deeper proposal. Can 43:52
you explain what this means please?
How far out of the box are thinking regarding data, is looking for signals in _

- 45:38
preclinical data out of scope?
If entity has bases in multiple EU countries including UK, are they eligible? 47:03
Regarding the UK entities, are UK SMEs allowed to be Coordinators? 50:44
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https://youtu.be/KDuMFkh_COE
https://www.ihi.europa.eu/sites/default/files/events/2025/IHI%20Call%20days%2011/Merged%20presentation_T3.pdf
https://www.youtube.com/watch?v=KDuMFkh_COE#t=35m20s
https://www.youtube.com/watch?v=KDuMFkh_COE#t=36m29s
https://www.youtube.com/watch?v=KDuMFkh_COE#t=36m42s
https://www.youtube.com/watch?v=KDuMFkh_COE#t=37m21s
https://www.youtube.com/watch?v=KDuMFkh_COE#t=37m57s
https://www.youtube.com/watch?v=KDuMFkh_COE#t=38m54s
https://www.youtube.com/watch?v=KDuMFkh_COE#t=39m25s
https://www.youtube.com/watch?v=KDuMFkh_COE#t=39m56s
https://www.youtube.com/watch?v=KDuMFkh_COE#t=40m56s
https://www.youtube.com/watch?v=KDuMFkh_COE#t=42m38s
https://www.youtube.com/watch?v=KDuMFkh_COE#t=43m52s
https://www.youtube.com/watch?v=KDuMFkh_COE#t=45m38s
https://www.youtube.com/watch?v=KDuMFkh_COE#t=47m03s
https://www.youtube.com/watch?v=KDuMFkh_COE#t=50m44s
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Call 11 —two-stage: Topic 4: “Leveraging Europe's expertise to

accelerate cell therapy for type 1 diabetes”
Watch the Recording of the Session or download the Presentation

Questions during the Session Link to answer

Is this call focused only on stem cells-based therapy? 27:08

Would transplantation also become considered as one of the

options (explored in the proposal)? No.

Information about finding
partners can be found
here. There will be no

matchmaking platform for

How could we find a partner or a Project Coordinator? call 11. But a good

resource is the partner
search tool on the

Funding and Tenders

portal.

If other pharmaceutical companies, other than the two mentioned,

would like to participate in the consortium, would that possible? 28:44

Are you looking (per the scope of the topic) into having a focused
approach to academic centres developing solutions, as this is a 31:01
large difference between Europe and US?

Is there any constraint on the (maximum) size of the consortium? 31:42

Which TRL should be the med-tech device for continuous glucose
monitoring? Should it be a device already on the market or can it
be an early TRL? 32:27

One winning proposal

N -
How many winning proposals are expected” will be financed.
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https://www.youtube.com/watch?v=N759WlkK6AA
https://www.ihi.europa.eu/sites/default/files/events/2025/IHI%20Call%20days%2011/Merged%20presentation_Topic4.pdf
https://youtu.be/N759WlkK6AA?si=i46s6iyAw9GnWejs&t=1628
https://www.ihi.europa.eu/apply-funding/find-partners
https://ec.europa.eu/info/funding-tenders/opportunities/portal/screen/how-to-participate/partner-search
https://ec.europa.eu/info/funding-tenders/opportunities/portal/screen/how-to-participate/partner-search
https://youtu.be/N759WlkK6AA?si=EUTySmxf37-WZA6m&t=28m44s
https://youtu.be/N759WlkK6AA?si=yMxq_hfRgQWacUyr&t=31m01s
https://youtu.be/N759WlkK6AA?si=FlqAbIzT7PlcV04J&t=31m42s
https://youtu.be/N759WlkK6AA?si=UdeLQzEpmr1p37sr&t=1957

11

Call 11 —two-stage: Topic 5: “Establishing ortho and cardioloqgy

ambulatory surgical centres in Europe”
Watch the Recording of the Session or download the Presentation

Link to answer /

Questions during the Session Answer from IHI

For the database, can you please explain what you would like to see

and the development? 37:48

Information about finding
partners can be found
here. There will be no
matchmaking platform for
call 11. But a good
resource is the partner
search tool on the
Funding and Tenders
portal.

Hello, could you please inform us about partner search, will there be a
matchmaking platform for this year's calls?

What kind of regulatory impact would be desirable in the end? 39:36

Wondering if existing hospitals essentially opening new ambulatory
departments for ablations and knee/hip replacement surgery would 40:30
gualify as ASC?

Are further developments and validation of novel technologies like
smart connected knee prosthesis with integrated sensors for 41:08
improving postoperative and rehabilitation phases in the scope?

For the database, are you also looking for options to work together

with stakeholders and test users? 4136
What emphasis do you place on development of follow-up workflows _
42:26
after the procedures? =
How many test areas (locations) do you advise to test with? 43:11
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https://youtu.be/BT8fMc05ORQ
https://www.ihi.europa.eu/sites/default/files/events/2025/IHI%20Call%20days%2011/Merged%20presentation%20topic%205.pdf
https://www.youtube.com/watch?v=BT8fMc05ORQ#t=37m47s
https://www.ihi.europa.eu/apply-funding/find-partners
https://ec.europa.eu/info/funding-tenders/opportunities/portal/screen/how-to-participate/partner-search
https://ec.europa.eu/info/funding-tenders/opportunities/portal/screen/how-to-participate/partner-search
https://www.youtube.com/watch?v=BT8fMc05ORQ#t=39m36s
https://www.youtube.com/watch?v=BT8fMc05ORQ#t=40m30s
https://www.youtube.com/watch?v=BT8fMc05ORQ#t=41m08s
https://www.youtube.com/watch?v=BT8fMc05ORQ#t=41m36s
https://www.youtube.com/watch?v=BT8fMc05ORQ#t=42m26s
https://www.youtube.com/watch?v=BT8fMc05ORQ#t=43m11s
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