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INNOVA LA C17 - 2026
“IDEES CAP A MERCAT”

L'Hospital Clinic de Barcelona (en endavant, HCB), Fundacié Privada Hospital Asil de Granollers (FPHAG),
Fundacié Hospital de Sant Celoni (HSCeloni), Fundacié Sanitaria Mollet (FSM), Consorci Hospitalari de Vic
(CHV) i la Fundacié Privada Hospital de Campdevanol (HosCamp), que junts conformen la Xarxa C17,
convoquen la iniciativa INNOVA LA C17 - 2026. Aquesta iniciativa neix de I'aposta que ha fet la Xarxa per
posar la Innovacid a I'agenda estratégica, i fer-la part de la cultura dels professionals que la conformen. En
aquest cas, I'HCB actuara com a entitat gestora de la convocatoria.

L’objectiu de la iniciativa INNOVA LA C17 és promoure projectes innovadors de productes amb un clar enfoc
en la seva aplicabilitat en I'entorn sanitari. Aquesta iniciativa, consta del programa “IDEES CAP A MERCAT”,
pensat per a projectes innovadors de base cientifico-tecnologica amb potencial comercial, i s’enfoca
especialment en projectes incipients. Per tant, es centrara en projectes d’Innovation Maturity Levels (IMLs)
d’entre 1 (necessitat definida) a 3 (proves de concepte).

Veure Annexos per a una explicacié detallada del que sén els Innovation Maturity Levels (IMLs).

Terminis

El calendari per a la presentacié de projectes a “Idees Cap a Mercat” és el segiient:

1 juny 2026 Obertura de la convocatoria

22 juny 2026 Data limit per a I'expressié d’interes (EOI) — només per a projectes “Idees
cap a Mercat”

24 juliol 2026, a les 18:00 | Tancament de la convocatoria

Tardor 2026 Jornada - Anunci dels guanyadors

Programa “Ildees cap a Mercat”

1. Descripcio

El programa “IDEES CAP A MERCAT” esta pensat per a projectes innovadors de base cientifico-tecnologica
amb potencial de transferéencia a mercat i s’enfoca en projectes inicials on el seu nivell de maduresa estigui
comprés entre IML 1 (necessitat definida) a 3 (proves de concepte).

Dins del programa, es podran presentar projectes de tres modalitats diferents:

e Biotech: compostos amb activitat terapeéutica, anticossos, biomarcadors, models cel-lulars,
combinacions de farmacs o similars.

e Medtech: dispositius medics, tests de diagnostic in vitro, entre d’altres.

e Digital Health: intel-ligéncia artificial (IA), aplicacions mHealth, eHealth, terapies digitals (DTx),
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Electronic Health Records (EHR), telemedicina, entre d’altres.
Els projectes seleccionats rebran com a beneficis:
e Ajut econdmic (veure apartat 3 per coneixer els imports).

e Accés al Support Program, que té com a objectiu accelerar els projectes seleccionats,
acompanyant-los en la valoritzacié dels seus actius durant 12 mesos, des del moment de kick-off
del projecte. Es busca que els projectes avancin en aspectes fonamentals dins el Cicle
d’Innovacié en Salut (veure annex 1), augmentant els seus IMLs. No és necessari evolucionar en
els 4 dominis alhora, pero la metodologia dona una visié holistica, que ajuda a avancar en tots
els aspectes d’'un projecte en bloc. L'equip de suport estara conformat per parelles d’experts
dels equips d’Innovacid, on un representat provindra del Campus Clinic i I'altre de la institucid
gue lidera el projecte guanyador, i compta amb el recolzament d’experts externs de |'ecosistema
d’innovacié catala.

Amb aquest programa, la Xarxa C17 busca oferir noves vies de finangament competitives als projectes
innovadors que ajudin a avangar en la maduracio de les tecnologies seleccionades i disminuir el seu risc, amb
I'objectiu de:

(1) acompanyar en la definicid i desenvolupament de I'estratégia del projecte

(2) validar el potencial de mercat i la viabilitat del projecte.

2. Criteris d’elegibilitat de beneficiaris i projectes
Requisits dels professionals:

e Cal estar vinculat contractualment amb contracte indefinit o vigent en els propers 3 anys a alguna de les
seglients institucions que conformen la Xarxa C17: Fundacié Hospital Asil de Granollers, Fundacio
Hospital de Sant Celoni, Fundacidé Sanitaria Mollet, Consorci Hospitalari de Vic i la Fundacidé Privada
Hospital de Campdevanol.

e Un mateix professional pot presentar un maxim d’una proposta en la mateixa convocatoria del
programa “ldees cap a Mercat”. No obstant, pot formar part de I'equip de treball d’'una proposta
liderada per un altre professional.

Seran elegibles els projectes que:

e Formin part d’alguna de les tres modalitats que es financen.

e Estiguin centrats en el desenvolupament i/o validacié d’una tecnologia (per a avangar en el seu IML i/o
disminuir el risc del projecte) que necessariament ha de tenir un enfoc innovador i potencial de ser
transferida al mercat.

e Puguin justificar una titularitat de les institucions de la Xarxa C17 participants a Innova la C17 (Fundacié
Hospital Asil de Granollers, Fundacié Hospital de Sant Celoni, Fundacié Sanitaria Mollet, Consorci Hospitalari
de Vic i la Fundacié Privada Hospital de Campdevanol), superior al 50% de forma individual o conjunta. Els
projectes que no tinguin un acord de reparticié de titularitat en el moment de presentar el projecte,
hauran de confirmar el compromis en que aquesta condicié es complira en el moment de la reparticio. Si
finalment no es compleix i el projecte ha estat seleccionat, els diners del premi s’hauran de retornar a la
entitat gestora de la iniciativa.

No seran elegibles aquells projectes que:
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Estiguin liderats per I’'Hospital Clinic Barcelona (HCB) donat que aquesta institucié podra participar a la
iniciativa paral-lela “CAMPUS CLINIC INNOVA”, de manera independent.

No puguin justificar una titularitat superior al 50% per a les institucions participants de la Xarxa C17
(Fundacid Privada Hospital Asil de Granollers, Fundacié Hospital de Sant Celoni, Fundacié Sanitaria Mollet,
Consorci Hospitalari de Vic i la Fundacié Privada Hospital de Campdevanol).

S’hagin incorporat, via acord de llicencia, a una empresa ja constituida (spin-off) o a qualsevol altra

empresa externa en el moment de la sol-licitud.
e Latitularitat de la tecnologia o drets d’explotacio siguin propietat d’ una empresa externa o spin-off.
e Hagin estat guanyadors en edicions anteriors en aquest mateix programa.

3. Condicions econdomiques

Els projectes seleccionats rebran un ajut econdmic maxim de 12.500€ per projecte.

Programa IDEES CAP A MERCAT
Categoria Incubem (IML 1-3)
Biotech
Tipus de projectes / ambit Medtech
Digital Health
Financament Maxim 12.500€ / projecte

El financament atorgat als projectes beneficiaris de I'ajut es destinara Unicament a les despeses de
desenvolupament del projecte i amb la finalitat que I'esmentat projecte avanci en la seva viabilitat i
valoritzacid, incrementant el seu IML.

En cap cas es podra justificar I'ajut amb salaris dels investigadors i/o del personal administratiu. Tampoc no
es podran incloure costos indirectes (overheads) per part de cap institucio de la Xarxa C17 als imports dels
premis.

Detall dels conceptes de despeses elegibles:
e Despeses de fungibles (per a experiments de validacid, proves de concepte)

e Subcontractaciéd d’activitats d’lnnovacié (per exemple: serveis externs necessaris per al
desenvolupament del projecte, com consultoria sobre aspectes de negoci, consultoria sobre
propietat intel-lectual com estudis de patentabilitat, escriptura i registre de noves patents o estudis
de FTO, consultoria sobre regulatoria com informes de classificacio, roadmaps regulatoris, etc).

e Desenvolupament tecnologic de producte (prototipat, amb clara orientacié a validacié/mercat).

e Costos de manteniment de la propietat intel-lectual ja existent, fins a maxim un 20% del pressupost
total.

Detall dels conceptes de despeses no elegibles:
e Despeses de contractacié de personal
e Activitats de recerca basica

e Subcontractacid de serveis a empreses participades per les institucions de la Xarxa C17.
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e Despeses en viatges i/o inscripcions a congressos.
Compatibilitat d’ajuts:

Si els projectes seleccionats han obtingut previament o paral-lelament finangcament d’altres tipus, s’haura
d’assegurar que ambdues linies de financament cobreixen diferents activitats, evitant el doble financament.
En cas de comptar amb altres fons, els beneficiaris es comprometen a signar un document declarant que els
finangcaments rebuts no subvencionen les mateixes tasques a desenvolupar en el projecte i, si s’escau, a
informar als finangadors dels ajuts vigents.

De no complir amb les bases de la convocatoria un cop atorgat el financament, I'entitat gestora es reserva
el dret de demanar-lo de tornada.

Les beneficiaries del premi seran les institucions que liderin els projectes guanyadors. En cas que dins
I’equip del projecte guanyador hi participin professionals de diferents institucions, sera la institucié de la
persona que lideri el projecte qui rebra el financament.

4, Sol-licitud

Pas 1: Formulari d’expressio d’interés (Expression Of Interest — EOI)

Els projectes interessats en presentar-se, hauran d’enviar una mostra d’interes (EOI), fins al 22 de juny 2026, a
través del segiient formulari en linia. Els projectes rebran el suport per part de I'equip d’Innovacié de la seva

institucid en la redaccid de les memories finals dels projectes.

De no enviar la EOI en el termini indicat, els projectes NO es podran presentar a la convocatoria Innova la

C17 “Idees cap a mercat”.

Pas 2: Enviament de memories de projecte

Per a enviar les memories, els professionals interessats hauran de presentar la documentacié seglient, a
través de la plataforma AcceleratorApp, que trobareu al segiient link:

https://campusclinicinnova.acceleratorapp.co/application/new?program=innova-la-c17

- Formulari d’aplicacié complimentat (el trobareu al link d’aplicacid)
- Presentacié PPT del projecte que complementi el formulari: aportacié de resultats pre-clinics, imatges
que ajudin a entendre el problema-solucio, estimacié de mida del problema, etc. amb 5 diapositives.
5. Avaluacid i procés de seleccio

La seleccid dels projectes guanyadors es regira per les condicions que s’especifiquen a continuacio, que
inclouen els criteris d’avaluacié i la composicié del comite avaluador.

Un cop tancada la convocatoria, es procedira a revisar si les propostes sén valides en base als criteris
d’inclusid i exclusié. En aquest moment, el comite avaluador pot decidir descartar sol-licituds que no
compleixin amb els criteris esmentats.

Fase d’avaluacio 1: avaluacié remota

D’entre les propostes candidates, el comité avaluador seleccionara fins a un maxim de 6 projectes finalistes
d’entre tots els rebuts. El comite avaluador esta format per experts externs a la Xarxa C17, que aportaran els
seus coneixements en I'avaluacio de projectes innovadors en el sector de la Salut.


https://forms.office.com/e/CW1d2ht7iL
https://campusclinicinnova.acceleratorapp.co/application/new?program=innova-la-c17
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Fase d’avaluacio 2: finals

Els 6 projectes finalistes defensaran el seu projecte davant un jurat extern especialista en una presentacié
oral online. Aquest jurat sera I'encarregat de decidir els 2 guanyadors.

Els projectes guanyadors s’anunciaran durant 'esdeveniment de presentacid i entrega de premis que es
dura a terme durant 'esdeveniment anual CAMPUS CLINIC INNOVA (tardor de I'any en curs, data encara
per determinar). Aquests projectes guanyadors hauran de presentar el seu projecte breument en 1 minut,
davant del public.

Criteris d’avaluacio:

PES CRITERI QUE ES VALORA

30% Problema e Necessitat identificada rellevant
e Midai potencial de mercat

e Impacte del projecte (social, economic i sostenibilitat)

20% Solucié e Grau de disrupcio de la solucié
e Proposta de valor, avantatge competitiu

e Escalabilitat de la solucid (la solucié es pot facilment
implementar en altres centres hospitalaris, arribar a
diferents arees geografiques, etc.).

20% Capacitat de transferéncia e Model de negoci viable

i implementacié L .
P e Viabilitat de la estrategia d'IP

e Pla de treball i justificacié economica

30% Equip e Motivacié i dedicacié del equip de treball

e Complementarietat dels membres del equip

Es important esmentar que la comissié avaluadora es compromet a seleccionar projectes guanyadors de forma
independent. No obstant, no es garanteix que se seleccionin projectes dins de totes tres modalitats per
categoria.

6. Compromis dels projectes seleccionats

Els liders de projecte amb projectes guanyadors es comprometen a participar en el programa de suport,
que implica:

- una primera reunié kick-off amb I'equip de innovacid designat per fer el seguiment del programa de
suport (una persona del Campus Clinic i una persona de innovacié de la propia institucid) per tal de
dissenyar el pla de treball i I'Gs dels recursos economics (temptativament, a finals de I'any en curs).
El pla de treball haura d’estar signat en un termini maxim de 2 mesos des de la reunid de kick-off.

- reunions periodiques mensuals de treball i seguiment del projecte (a definir amb I’equip de suport).
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- sessions de mentoring d’experts externs, per a rebre feedback actiu del projecte.

- una reunié de tancament, per a valorar el suport rebut, I'estat del projecte, I'execucié del
pressupost i avaluar properes accions. Caldra fer un breu resum de les fites aconseguides en el
projecte gracies al finangament rebut.

De no participar activament en el programa de suport, 'HCB es reserva el dret de reclamar |’ajut econdmic
no executat a I'equip del projecte. En cas d’inactivitat del projecte o tancament acordat amb I'equip de
projecte, els diners que no s’hagin fet servir al cap d’un any, hauran de ser retornats a I’entitat gestora de la
iniciativa (HCB).

7. Confidencialitat i proteccié de dades personals

Tots els implicats en I'organitzacié de la iniciativa estan sotmesos a contractes de confidencialitat. En
compliment de la normativa aplicable en matéria de proteccid de dades de caracter personal, informem
qgue les dades personals que es proporcionin en el marc de la participacid de la iniciativa Innova la C17,
seran incorporades a un fitxer amb I'exclusiva finalitat de la correcta organitzacio i desenvolupament del
programa. La documentacié presentada sera eliminada dels arxius de la Direccié de Recerca i Innovacié de
I’HCB sota sol-licitud de la persona aplicant.

8. Titularitat dels resultats i Propietat Intel-lectual

Els projectes seleccionats hauran d’acollir-se a les politiques internes dels drets de propietat intel-lectual (en
anglés, IPR) de la institucié de la Xarxa C17 a la qual pertany.

9. Publicitat i difusio

Els projectes seleccionats es comprometen a autoritzar a les institucions de la Xarxa C17 per a
I’enregistrament de la seva comunicacié oral en el marc de I’esdeveniment anual CAMPUS CLINIC INNOVA si
s’escau, i la difusidé posterior del seu treball a través de qualsevol dels canals de comunicacid institucionals.
Aguesta autoritzacié comporta el compromis de les institucions de la Xarxa C17 de no cedir les imatges a
cap altra empresa i a no utilitzar-les amb cap finalitat comercial.

10. Acceptacio de les bases

Mitjancant el procés d’inscripcid, els candidats assumeixen els compromisos segiients:

e Accepten i compleixen les bases del programa. La participacid a aquesta convocatoria suposa
I'acceptacid d’aquestes bases i de la decisid del comite avaluador, i la renlincia a qualsevol tipus
de reclamacio.

e lainformacid aportada és fidedigna. De no ser aixi, les propostes presentades seran descartades.

e SOn els autors intel-lectuals de les idees que presenten i no han fet Us d’informacio privilegiada
registrada sense els permisos corresponents.

e Tenen el compromis de lliurar informacio addicional que es pugui requerir i no sigui confidencial.
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Annex 1 - Innovation Maturity Levels (IMLs)

Per a avaluar la maduresa d’'un projecte d’innovacié fem servir el Cicle d’Innovacié en Salut, que es
fonamenta en 'escala dels Innovation Maturity Levels (IML). Es una escala amb 10 fases (10 IMLs) basada en
fites que determina les fites del Cicle d’Innovacié en Salut. Aquesta metodologia es fonamenta en una escala
amb 10 fases (10 IMLs), que permet a les persones i entitats innovadores avancar de manera més rapida i
efica¢ en el desenvolupament dels seus projectes. Per maximitzar |'eficiencia i la probabilitat d'éxit del
projecte, és important avancar de forma paral-lela en 4 dominis (clinica, mercat/negoci, regulatoria i
tecnologia) entre cadascuna de les fases.

Es una metodologia desenvolupada pel CIMIT de Boston (www.cimit.org), especifica pels projectes de Salut i
amb un grau de distincio entre projectes dels ambits Biotech, Medtech i Digital Health.

——*—-—.
CICLE ML e MLt
’ - —— Need
D’'INNOVACIO // g:m \\
EN SALUT s y
Clinical
. Idea
7 CLINICAL
Approval REGULATORY
& MARKET/BUSINESS
Ijur;:::h"I
IML 7
Validation
Df -
Snluh{\\x IML®6
nitial
::Iinil::al
Trials

Per determinar amb precisio quines activitats ha d’haver dut a terme el projecte per tal de classificar-lo dins
d’un IML o un altre, existeixen checklists per a diferents tipologies de projectes. En els Annexos seglients es
detallen aquests checklists.


http://www.cimit.org/
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1. Need needs and ] Disease state Existi luti Eamiliarization
available characterization Ll C;;r;r[':?;;ﬂﬁf:s
solutions
[] Workflow Scenario [J Competitive landscape Medical device N Idea screening and
. ‘ A lecti
Eﬂiﬁg:lt igl:;lﬂn [] Updated need statement | [] Envisioned Value determination selection
2 Idea | described, [ Envisioned benefi Proposition Comparables [ Systemandmodde
evaluated, and staternent [[] Key stakeholders identified identified 0 a o P I
. nterface mock-ups
solacted [] Feedback from 5+ [] Reimbursement o Ip
clinical stakeholders familiarization [] institutional IP disclosure
Feedback from clinical O Competing solutions Preliminary ] Preliminary system &
[] stakeholders in 5+ characterization rtlaguls;tory . software architecture
i classification an
Key component settings [] Preliminary value [] Keymodule PoC prototypes
3. Proof of | concepts ” pathway
Concept | validated in Updated need proposition o [] Demonstration results
PoC odel d val D statement and |:| Path-to-Payment plan I IF‘reI||ml|nar}r instituti
(PoC) models and value il . y P indications for use ] Updated institutional IP
proposition tested workilow scenario Stakehold disclosure
[] Target outcomes O] Gnoicer mep I:l Preliminary risk and . . .
D Business Dmteﬂtiﬁn hazard anah,rsis D KE‘:}' IN-30Urcing reqUIrementS
model
Feedback from clinical | [7] Feedback from 5+ Draft essential ] Product Requirement Document
] stakeholders in 20+ economic buyers requirements checklist (PRD
Feasibility {l}f settings O Preliminary business [] Draft product claims [] Software & hardware architecturs
:hole 50'“"0[?, [] Udated need statement model Draft instructions for | "Works Like" prototypes
4. Proof of emcnstratel It and Use Case scenario/ D Devel t ol ] : :
: =" | models and in workflow evelopment plan use ] Essential experiment results
{F;:Fslllb”lt!-' feedback from Key relationships D Institutional approval Risk mitigation & interoperability
stakeholders ] Up::lated target identified request(s) O plan '
outcomes .
[] Business advisory board [] Cyber security plan H Provisional IP filing & initial FTO
review

] Secure Access to Core IP

]

Submission pathway
defined

I:l Key in-sourcing plans
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Feedback from 100+

Incorporation & Founder's
M P

Essential requirements

"Works Like, Looks Like" prototyped

HOSPITALARI

[ ; O
The potential OJ users agreement checklist n Essential technical experiments
5. Proof of | ©f the solution Feedback from 5+ Key management team Application to results
Value | toworkand O cors committed [] regulatory authority | [ |nteroperability validation
(POV) create value for , submitted
stakeholders is  |[] Medical advisory board [ Investor ready business plan Clinical Investigation [] F search report
demonstrated [J Clinical pilot Feedback from 10+ O approval(s) D Key in-sourcing requirements
economic buyers committed
D Clinical trial endpoints |:| Initial seed | sment Protected Health , . )
nitial seed Investimen D Information (ePHI) D cGMP compliant plllot meclllcal
[ 1 Key relationships formalized plans software & production enviroment(s
GDPR/HIPAA
Regulated [] Endpoints achieved in O compliance o
6. Initial Pm?“td'f—’" of Feasibility clinical trials | [[] Value quantification . [] Updated specification &
el | B wiecion | [ Demofeedback from | Feedback rom20+ | et ot experimental valdaton
S p— 20+ users economic buyers certifications O :‘I:I r:ir;fz;rcmg requirements
economic data Peer reviewed [] 1st Institutional Investment .
D publication(s) submitted D E;:,;r:ﬁg;gsmems O Funip application
D Pre-submission sent
o The solution is ] Endpoints achieved D Purchasing intent from n Quality ﬂssyreq
7. :falldtlon shown to be in pivotal clinical trials 10+ buyers Submission of fc:OG{I:':;? validation
Solution | Efective and Peer reviewed Second round of [] technical file to
(VoS) its value to all [0 publication(s) [J institutional investment regulatory body [] Updated
stakeholders is accepted specification &
validated experimental validation
8. Ap | |”5;itUﬁ0"3| 0 Training materials & [] !Initial sales [] Registration and listing [ Finalized cGMP production
: roval ; , i
& Laupnch ?;gmamw SUDPOH- established Reginnaliza[ign CMS/Public CD\J'EFBQE environment
(ABL) approval 0] Specialty medical plans [] and CPT/DRG code [] Regionalization
received and groups review in place determination requirements
sales launch
9. Clinical The solution is = Included in local o | .
Use }Jsed successfully practice guidelines [] Profitable sales [] Monitoring! inspections D Regionalization implemented
(Use) in dlay-tn-daglf Peer reviewed |:| MNew markets launched | [J Improvement plan
clinical practice (| publications
10.u5fténdard 'rl'el':;sgli:ggnalssme Recolmmended . [[1 Dominant market share D Product Component
are 9 practice by medical ; Obsolescence Plan O Obsolescence Plan
(SoC) standard of care specialty D Health economics study

Hospital
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Innovation Maturity Level Milestone

Overall
Description Clinkcal Market/Business Regulatory Technology
Insights into
unmet dinical | M \)ymet need statement [] Meeds sereening & selection
1. Need needs and [0 Regulatory familiarization [[] State-of-the-Art summary
available [ Disease state characterization [[] Existing solutions characterization
solutions
botential solution L] ciinical workflow scenario [0 competitive landscape [ Medical device determination (MOR [ 'deascreaningand ssiaction
T D Updated need statement 0O Envisioned Value Proposition in ELY U F'rggamlnary Target Product Profile
2. idea described, 0 Envisioned benefit statement .
evaluated and ceedback from 5+ clinical [0 Keystakeholders identified Comparable identified [] Biological mechanism of action
eedback from 5+ clinica Identified Institutional
selected O akeholders [ Reimbursement familiarization o e
[ ipdisclosure
Key mechanism of action validated
Key componant D coedback from elinical O Competing solutions characterization O
ine
— ot Updated Target Praduct Profile (TPP)
3. Prafaf concepts stakeholders in 5+ settings El Preliminary value proposition [ Preliminary regulatory classification O
. validated in il
Concept Updated need statement and [] Path-to-Payment plan 0 Preliminary regulatory pathway O Preliminary Freedem ta Operate (FTO)
Poc models and value| [] ) L Assessment
(PoC) proposition workflow scenaria [] Stakeholder map [] Freliminary intended findications for
tested [] Target outcomes use [0 Updated institutional IP disclosure
O Business protection model
|:| Key In-sourcing requirements
' Updated Target Product Profile (TPF
[[] Feedback from 5+ economic buyers | Eﬁg&ﬁ::enual requirements a v & (TFP)
I: ) " - e
Feasibility of o ‘Warks Like™ and “Loaks Like’
. B [[] Feedback onusers in 20+ settings O Preliminary business model [ Oraft product claims a packaging prototypes
. Proof o
Updated need statement
Feasibility demonstrated in m] K X [ Development plan [ ODraft instructions for use [] Essential experiment results
models and In and Use Case scenario/workflow ‘ tionshins identified
{PoF) ey relationships identifle Provisional IF filing & initial FTO revie
feedback from 0 Updated target suteames O [] Institutional approval request(s) O i ing i lew
stakeholders [] Businessadvisory board [] Submission pathway defined [] keyin-sourcing plans
[[] Secure Access to Core IP [] Manufacturing/aMs plan
"Works Like, Looks Like, Made Like™
[[] Feedback from 100+ users [ xey management team committed O prototypes
Investor ready business plan Updated TPP & Essential technical
'r:e Dn:.er:tlal of | [ Feedback from 5+ KOLs O y p [] Essentialrequirements checklist O v fpermm & Essarn i
5. Proof of | the solution to Animal/first infwith man [[] Feedback from 20+ economic buyers Annllcation form t rent O
Wl work and create | [] experiments pplication farm to competen |P search report
value for all [] Initial Seed Investment autharity submitted O cemp liant nilot Faeturl
(PaV) Medical advisory board compllant pilot manufacturing
:‘::::::::: o Y [] Key relationships farmalized [ Clinical Investigation approvalls) process
Clinical trial endpaints .
(W] p [ Incarparation & Founders agreement (| Key in-sourcing requirements committed
Conference/poster session/paper
[ submitted
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Regulated ) cGMPs compliant manufacturin
production of | [] Endpoints achieved in m Walue quantification a process i Lracturing
6. Initial Feasibility clinical trials i
Clinical Trials prototypes and e m Feedback fram 25+ economic buyers [J  Data requirements confirmation O Updated TPP & experimental validation
collection of Peer reviewed publication(s P bmission filed
T publication(s) . . []  Pre-submission file . : . "
(ICT) clinical and 0 cubmitted [] 1stinstitutional investment O gélhlg::;mmg licensing requirements
economic data
[] FullIP application
The solution is
Endpoints achieved in Purchasing intent from 10+ buyers uality assured process validation
7. Validation| ShOWntobe | P [ Purchasing - - O ?cﬁw;g] ? o
effective and its pivotal clinical trials . Submission of Technical file to
of Solution m! 2nd round of institutional O lat bod
(Vos) v:':: :: alll Peer reviewed publication(s) investment regulatary bocy 0 Uaﬁdda;ﬁgn' PP & experimental
Wdll
el Ll D accepted
validated
Institutional and Training materials & support .
iti Registration and listi
gt regulatory established D Inftial ater - i . D Finalized cGMP production environment
& Launch e e Regionalization plans 0] CMS/Public Coverage and CPT/
(A&L) Specialty medical groups ] DRG code determination [ IFforimprovements filed
and sales launch review in place
The solution is
9. Clinical |used successfully | [ Included in local practice [] Profitable sales New [] Improvement plan
Use (U in d d guidelines ] Monitoring/ inspectians
se [Use) n day-to-day markets launched D Key patents issued
clinical practice Peer reviewed publications D
The solution is
;?c:::'}d;:: recognised as the Recommended practice by [J Dominant market share O Product Obsolescence plan [[] component Obsolescence plan
standard of care madical speciaky [[] Health econamics study
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Annex 5 — Projectes IVD

Deos:firpatliltm Clinical Business Regulatory Technology
Insights intg § [J Unmet need statement O I;J;ggtsi.osr::reemng & Requlat
unmet needs an . egulatory _of-the-
1. Need available 0] Disease Sftat'c.“ Existing solutions O familiarization [] State-of-the-Art Summary
- characterization !
solutions characterized
L ) ] Competitive landscape Core components of
O Etr;:rlsmne'td benefit Envisioned Value u kit'reagents identified
Paotential solution El-: ?:EH ; &+ clinical Proposition Oc les identified Hypothesis and
to unmet need |:| eedback from 5+ clinica [ Key stakeholders identified omparables identifie |:| experimental design
2. Idea described, stakeholders M 5:1‘ & 0 Medical device Idea screening and
evaluated, and |dentify appropriate O arket map determination :
OJ segmentation selection
selected target(s) to be detected [ Institutional IP discl
) i nstitutiona isclosure
[ Workflow scenario O Reimbursement
familiarization [ Paper prototype

Design control system

] Business protection model U in place [J Demonstration results

Key assay components

Key component | [] Feedback from clinical O g?:::;gr:ig ;;J lutions Er? Eg"éinary indications | [] identified
3. Proofof | concepts stakeholders in 5+ settings Prefimi Patht Brelim at 0 Key hardware/device
Concept | validated in [[] Target outcomes u P;.iflr:in;r;?gana -to- O cl?s:irf‘lilgstriz r:egu atory component PoC prototypes
T | obesion 668 O i akdon s | iy vl oty 1e9uatoy | 0] Gpar (10) Aceosimen
O propasition O pathway(LDT or device) P T
- . Updated institutional 1P
[ stakeholder map O Preliminary risk and O disch
hazard analysis Isclosure
. Essential experiment
[] Business advisory board i rasulis
Draft essential
[] Development plan O requirements checklist Intellectual property
assessment
Feasibility of O Feedback users in 20+ Feedback from 5+ M Draft instructions for [] Key in-sourcing plans
4 Proofof | Whole solution settings economic buyers use 5 ¥ in- BC?';
Feasibility| fnirgggs;rs;eﬁ I [] Updated need and [] Key relationships identified | (] Draft product claims O M?:E:R?:ing— Ol'jllgdplan
(PoF) feedback from workfiow descriptions [ Preliminary business model O Institutional approval [ Provisional IP filing
stakeholders [J Updated target outcomes Preliminary supply chain request(s) User/Product requirement
O ;t;itl.:er‘iyﬁ.ccess to Core IP - ﬁ:f?:;';’s'm Py - document (URD/PRD)

0O “Works Like" and “Looks
Like" prototypes
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CONSORCI

0 Animalffirst infwith man
experiments

0 Feedback from 10+
economic buyers

Incorporation & founders
agreement

O

O
O

Application regulatory
authority submitted

Clinical Investigation

cGMP compliant pilot
| manufacturing process

Essential technical

5 Proof of the solution to D Clinical trial endpoints D Initial seed investment ;pproualll[sljj g . experiments results
Value wc:rk E;nd {.‘irl'E'EI[E O Feedback from 5+ KOLs Investor ready business Hf-:&??l‘ﬁﬂr:;:ﬁt: [] IP search report
(PoV) ;falli:hglrd?ars s |7 Feedback from 50+ clinical & plan (ePHI) plans 0 Key in-sourcing
demonstrated stakeholders [ Key management team Essential requirements requirements committed
[] Medical advisory board committed O checklist O “Works-like, Looks-like.
O :Jfrn;?ilildunshlps ] Quick reference guide Made-like" protolypes
Data requirements . .
O : . All in-sourcing
Regulated [] 1st Institutional Investment confirmation O requirements achieved
E. Initial preduction of O Demo feedback from 20+ ] Business resumption plan | [J GDPR/HIPAA cGMPs compliant
Clinical prototypes and clinical stakeholders Feedback from 20+ compliance O manufacturing plan
Trials collection of m Endpoints achieved in pilot| [] esc?no;{i:c b:m;rs [] Pre-submission filed Full IP apolication
(ICT) clinical and clinical trials A Value quanm‘«‘i'camn Security and O UpdatedPERD o
sconomic data [ vuinerability - experimental validation
certifications
The solution is cGMPs compliant
7. \alidation! shown to be O Endpoints achieved in n ?"“ round of institutional Submission of manufacturing process
of effective and its pivotal clinical trials investment 0] Technical file to Quality assured process
Solution | value to all Peer reviewed 0 Purchasing intent from 10+ regulatory body validation (cGMP)
(VoS) sta!ceholders is O publication(s) accepted buyers ] Scale-up verification and
validated validation
8. Approval Institutional and | ] rSeF:J?::f litnl"‘f nl'i:g;cal groups [ Initial sales [] Registration and listing O Finalized cGMP
& Launch regulatolry wed| — Traini P terials & ] Regionalization pl Public coverage and manufacturing process
approval receive raining materials egionalization plans it
{ASL) and sales launch - Support established L] code determination [J1P update
14 The solution is Included in local ti
9. Clinical ncluded in local practice |
Use .I_Jsﬁd suocélessfu".f (| guidelines EE\: m;rkets launched [J Monitoring/ inspections O EﬂpmvemenT plan
(Use) in Iay-to— ay [ Peer reviewed publications [] Profitable sales D ey patents issued
clinical practice
10. Standard The solution is . Recommended by medical| (] Dominant market share 0 Product Obsolescence 0 Component Obsolescence
of Care | recognised as the specialty [] Health economics study Plan Plan
{SaC) standard of care

Hospital
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Annex 6 — Projectes TERAPEUTICS
Mféﬂglw Clinical/Workflow Market/Business Regulatory Technology
1. Need Deficiency in existing solutions
Insights into U et need S L' igentfied [] Biclogical Mechanism of action identified
unmet medical (I Ry S Market Assessment/Initial [] Regulatory familiarization | [_] Approaches for pharmacological identified
needs and D Disease pathway identiied and [] description of target population Initial patent landscape reviewed
available described Tpron 07 1arge: popuiatio I:l P P
solutions and its biological characteristics
Clinical trials in the
- indication identified for
D Feedback from 5+ Clinical Competitive landscape reference trial design and Mechanism of action of target group elucidated
Stakeholders -ap! 1" _ 9 0 9etg
2 Idea Interventions based on biological |:| identified (academic, in pre- timelines (ie. in vitro
Potential ] th d 9 clinicaliclinical clinicaltrials.gov D Compound starting point, screening and selection
solution to patiways propose developmentfcommercial) landscape) scheme planning done
D Potential use cases developed . - . , .
unmet need . . [] Envisioned Value Proposition For rare disease, D Hypotheses (Bio and Pharma) and Experimental
described, E'n;puze_d [:aggm popu:?tlnn {tSrPF'] 0 Draft Target Product Profile paediatric or cell & gene Design
evaluated and |:| elined including genetic or other (TPP) therapy: Consulted the D Institutional “Idea” {IP) disclosure
selected bio markers (biochemical, cellular, |:| K keholders identified D | q . )
anagingldigitaislectrophysiological ey stakeholders identifie . requlatory roadmap m l'I'rarjsIatlmnaI_ models (patient sample based or
i gssﬁ:lleg D Market Map and Segmentation pathways if applicable in-vivo) identified
po and familiarized with
alternative pathways
] .FEEd back from Glinical Stakeholders _— . I:l Prior art and Freedom to Operate assessment
3. Proof of in 5+ settings Scientific Advisory Board 3
L . ] . [] 1P strategy defined.
Concept Mechanistic and therapeutic recruited o ,
o . - Updated institutional IP disclosure
(PoC) hypothesis validated in Preliminary Path-to-Payment - [ Poaie . .
|:| ) . L] Preliminary requlatory Initial hitsfcompound candidates synthesized and
Key component genetic/metabolic models andfor Plan D O []
: i - - classification evaluated
concepts patient derived cells L] Preliminary Value Proposition Pralimi indicati Initial oh | s i i
validated in [] Target outcomes Stakeholder Map ] reiminary indications il pharmacaiogy analysis — eticacy, salety.
dels and . . . for use [] PKand bicavailability in rodentirelevant animal
mao . For repurposed products: Proof of Competing Solutions model (if appiicable)
value proposition [] conceptin relevant in viva model Characterized Manufact PP d d costi imat
tested obtained with repurposed [] Business Pratection Model O deE;li1nueca:Ic tring roadmap and costing estimates
candidate
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Updated need description with
confirmation of target patient

Business Advisory Board
Deal and market benchmark

Drafted essential

Feasibility proven in essential experiment — safety,

stakeholders is
demonstrated

Feedback from 50+ Clinical
Stakeholders

Agreement

Collection of economic data
compared to SoC completed
Communication & public
dissemination plan established

Clinical Investigation
approval(s) achieved
(Ethical committees/IRBs)

opinion
Key In-Sourcing Requirements Committed

6. Initial
Clinical
Trials (ICT

Regulated

production of

prototypes and
collection of
clinical and
economic data

I . L
4. Prootof population D cases identified D requirements checklist bioavailability, PK-PD. For gene therapy product:
Feasibilit Proposed treatment sch q Y 9 Py P
casibiliity Opasec eatimen scheme [] Preliminary business model Institutional approval biodistribution data in big animal (monkey, pig)
(PoF) D developed (preventive/therapeutic Y D pp e ¥ g
Feasibility of el ILE p etc) P I:I Target Product Profile (TPP) request(s) provided
whole s alyuti on ET.“L_'"C; }EGGTZ |:urlr|rnitte dto refined Submission pathway D Composition of matter IP filed - IP search report is
i ] articipate in clinical trials |:| Secure Access to Core IP defined and validated by promising
mREE Rl E dbp k From Users in 20 [[] Development Plan [] aregulatory body D Key In-sourcing/licensing plans
. |:| SZﬁin asc om Users in 20+ O Feedback from 5+ Economic (scientific advice in EMA |:| Manufacturing partners and plans identified
stakeholders Draft u:?linical development olan Buyers or official pre-IND |:| Hitlead compounds efficacy and patency in
P P \ Collection of economic data meeting for FDA) animal model or patient derived model validated
|:| completed (Incl. target population [l compared to SoC started
and line of care and target regimen) P
] Key management team
committed
O D Investor ready business plan ] Application to Regulatory
5. Proof of Medical advisory board recruited Feedback from 10+ Economic Autharity Submitted s . g
Value (PoV) D Clinical protocol completed L] Buyers Submission data package D r::érgu?;iilﬂe product (MVP) ready - clinical
The potential of D Clinical trial endpoints defined |:| Initial Seed investment [] defined - Essential CMC r:lljeuelo ment started in parallel to IND-
the solution to Peer reviewed publication(s) D Key Relationships (w/CRO) Reguirements checklist J bii fp to lini lpa k
work and create I:I accepted (preclinical, consider Formalized |:| IND/CTA meeting :inﬁ IFIlnvl_:j S-EII EE % pfrE{'. r|:In|t351 mpac agfe "
value for all strategic perspective) O Incarporation and Founders scheduled/performed [] "t appication —freedom o operate posiiive
] = ] L]

Endpoints Successfully achieved in
clinical safety/efficacy trials (Phase
142 clinical trials)

Feedback from 20+ Economic
Buyers

Validated Quantification

1st Institutional investment

L]

Pre-submission filed.
Scientific review / FDA
consultation to validate
phase Il design

OO

cGMPs Compliant Manufacturing Process
Long term safety studies if appliable
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7. Validation of

Endpoints Successfully achieved in

The solution is
recognised as

Recommended practice by medical
specialty

Operating margin profile
achieved

Post market monitoring Component Obsolescence Plan

Solution I . _
clinical efficacy trials (Phase 2a/2h) . ) o )
Theu;zﬂiun s | Preparation of Phase 3 clinical D ;‘s:j‘ff;?;{]ﬂngdh;ﬂg;:ﬂjﬁii? D ?ﬁg:ﬂlifnu; ft Tecg;l:i:al D Pharmaceutical development (final commercial
shown to be studies o L investment Pruac[iueicier?[li—?i[c ad'ﬁce 0 formulation) completed _
T Peer reviewed publication(s) ; ; ) cGMPs Compliant Manufacturing Process
effective andits | [] - [] Purchasing Intent From 10+ [] orconsultation to validate :
value 1o all accepted - clinical Buvers phase Il strate [] Long term safety studies
stakehalders is ] Biomarker /companion diagnostic y 9
validated validated (if applicable)
8. Approval & D Specialty medical groups review
in place

?::[Th Enlzlp-nints successfully ] Registration approval L1 1p update
Institutional and | L] achieved in Phase 3 clinical [ initial sales achieved and listing [[] Finalized cGMP Production Environment
requlatory studies Regionalization ol CMS/Public Coverage Th facturing batch lidated
iy D Post marketing trial initiated |:| egionalization plans [] and CPTIDRG code ] N ree manufac u;'lng atc _des \r_arl dae

P Training Materials & Support determination obtained [ ternative manufacturers identifie

received and ] Establiched
sales launch
9. Clinical Use

(Use) . ,
The solution is [[] Included in practice guidelines [] Profitable sales achieved [ Key patents issued.
used _ ] Additional data published in ramp-up D Monitoring/ inspections [] Improvement plan
successfully in peer reviewed journals |:| Mew markets launched ] Alternative manufacturing sites validated
day-to- day
clinical praclice
10.Standard of ,

Care (SoC) ] Dominant market share status

]
]

the standard of
care

Health Economics Study

]
[] Patent Lifecycle Management

Key:

Patient Population (SOP) - Standard operating procedures
KOL- Key Opinion Leader
HED - Human Equivalent Dose
PK/PD Modeling - pharmacokinetic/pharmacodynamic modeling
CRO - Contract research organization

CMC - Chemistry, manufacturing, and control

PCT - Patent Cooperation Treaty

IRB - Institutional Review Board

CTA - Clinical Trial Aﬁlphcatmn

IND - Investigational New Dru

CMS - Centers for Medicare & Medicaid Services
CPT- Current Procedural Terminology

DRG - Diagnosis-related group
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