


* %ot

* X%

* 4k

"+ P4

Disclaimer and Copyright

All rights reserved. No part of this publication may be reproduced, stored in an automated
database, or made public, in any form or by any means, electronic, mechanical,
photocopying, recording or any other way, without prior written permission. This document
and the accompanying annexes are exclusively intended for the use within the framework
of and for the duration of the present market consultations within the framework of the
PROCURE4HEALTH project. Any other use is not permitted, except with the prior written
permission of the contracting entity. Rights of third parties may be vested in this document
(including the accompanying annexes).

This document (including the accompanying annexes) has been drafted with the utmost
care, but no guarantees are given regarding its soundness and/or completeness. Any
errors or inaccuracies can be reported via email to

The PROCURE4HEALTH Consortium is not responsible for the correct operation of any URL
mentioned in this document, nor for the proper functioning of any used electronic platform
(for example the EU survey system). Any problems encountered when using a URL and [ or
an electronic platform must be reported to the organisation that makes the URL or the
electronic platform available. Problems with downloading and uploading (of documents)
must also be reported via email to

Economic operators and other stakeholders are being informed that any information
regarding the setup and execution of both the procurement process and the execution of
any contract/framework agreement as a result of the procurement process as well as
public summaries of the results of the PCP project, including information about key R&D
results attained and lessons learnt by the procurers during the PCP, can be shared after
consultation with the respective R&D provider by the PROCURE4HEALTH Consortium with(in)
the context of the contract and consequently can be analysed, (re-)used and published by
the PROCURE4HEALTH Consortium. Details should not be disclosed that would hinder
application of the law, would be contrary to the public interest, would harm the legitimate
business interests of the R&D providers involved in the PCP or could distort fair competition
between the participating R&D providers or others on the market.

The PROCURE4HEALTH project receives funding under the European Union’s Horizon Europe
framework program for research and innovation under the grant agreement No 101057209.
The EU is however not participating as a contracting authority in the procurement.

A Prior information notice, or PIN, has been published in TED to announce the Open Market
Consultation on potential future procurement activity (notice publication number:

)-

The original language of this open market consultation is English.
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Abbreviations and Acronyms

CET

Central European Time

COTS

Commercial Off-The-Shelf

EAFIP

European Assistance for Innovation Procurement

EC

European Commission

EU

European Union

FAIR

Findable, Accessible, Interoperable and Reusable

FRAND

Fair, Reasonable and Non-Discriminatory

GDP

Gross Domestic Product

GDPR

General Data Protection Regulation

GPA

Government Procurement Agreement

HE

Horizon Europe

H&Sc

Health & Social Care

IPRs

Intellectual Property Rights

OoMC

Open Market Consultation

PBG

Public Buyers Group

PCP

Pre-Commercial Procurement

PIN

Prior InNformation Notice

PPE

Personal Protective Equipment

R&D

Research and Development

RFI

Request For Information

SMEs

Small and Medium Enterprises

SOTA

State Of The Art

TED

Tenders Electronic Daily

TRL

Technology Readiness Level

WTO

World Trade Organisation

** *, Funded by the

* European Union.
*

"+ P4

GAN° 101057209



* %ot

* X%

* 4k

Key Definitions

"+ P4

Consortium

Group of public and/or private entities (including
public buyers and supporting organisations) that are
part of the PROCURE4HEALTH project. For more
information:

Contractor

A company or entity that has been awarded a
contract under the PCP.

Lead Procurer

A Public Buyer who acts as a Procurer in the PCP and
purchases the R&D services on behalf of itself and
other Public Buyers (in this case, Zespol Opieki
Zdrowotnej W Suchej Beskidzkiej).

Public Buyer

A public entity who purchases goods or services from
the market and is subjected to the public procurement
regulation.

Technology provider

A company or entity who develops and/or sells
technology in the market.
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1 Purpose of the Open Market Consultation

This document describes the objectives and rules applicable to the Open Market
Consultation (OMC) of the project PROCURE4HEALTH for the future Pre-Commercial
Procurement of Research & Development services concerning sustainable personal
protection against pathogens in the healthcare context.

The OMC begins on the date of the publication of the Prior Information Notice (PIN) in the
Tenders Electronic Daily (TED) and ends on the date indicated in this document, unless the
public buyers involved decide to terminate it prematurely.

Through this OMC, the Public Buyers Group (PBG) of PROCURE4HEALTH (identified in section
2), with Zespol Opieki Zdrowotnej W Suchej Beskidzkiej as lead procurer, aims to challenge
the market to develop innovative solutions for implementing a sustainable and effective
pathogen protective system in the healthcare context that can operate as an alternative
to single use face with better environmental, economic and social impact. The solution
must significantly contribute to waste reduction, environmental sustainability, cost savings,
and improved public health outcome.

During the COVID-19 pandemic, a significant demand for face masks to prevent the spread
of the virus has been created. However, the predominant use of disposable face masks has
resulted in a substantial amount of waste being generated, contributing to environmental
pollution and increasing waste management challenges.

The widespread use of disposable face masks has led to increased plastic waste, as they
are typically made of non-biodegradable materials. Improper disposal and littering further
exacerbates environmental issues, including pollution of land and water bodies.

Disposable face masks require constant production, which consumes natural resources,
including raw materials and energy. This continuous manufacturing process contributes to
carbon emissions and the depletion of finite resources.

The disposal of large quantities of disposable face masks poses challenges for waste
management systems. Proper disposal and handling of contaminated masks are crucial
to prevent the spread of pathogens and protect sanitation workers.

In this context, the purpose of the OMC is to inform technology providers and other relevant
stakeholders about the needs of the PBG and to gather their input about the
PROCURE4HEALTH challenge for developing a solution to mitigate the environmental impact
of disposable face masks, while ensuring effective pathogen protection and promoting
sustainability in the healthcare sector with the following required functionalities:

- Effectively filter airborne particles, including pathogens, to reduce the risk of
inhalation or transmission.

Funded by the
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- Meet necessary regulatory and safety standards for personal protective equipment
(PPE) to ensure its effectiveness.

- Prioritize occupational health by being free from harmful chemicals (PFAS,
graphene, etc..) ensuring a safe environment for healthcare workers.

- Have a minimal negative impact on the environment and human health throughout
its cradle-to-grave life cycle, encompassing everything from manufacturing to
disposal and waste management.

- Prioritize comfort to minimize fatigue and discomfort during extended use.

- Designed for multiple uses, allowing it to be washed, sanitized, or replaced as
needed, reducing waste generation.

- Promote sustainable practices and help prevent unnecessary waste generation,
include comprehensive education and training programs to ensure healthcare
workers understand the proper usage, maintenance, and disposal procedures for
PPE.

Another objective of the OMC is to understand the technology providers’ capabilities to
satisfy the public buyers’ needs and to obtain their input on the viability of the procurement
plans and conditions as described in this document and annexes.

In sum, the objectives of this OMC are to:

1) Validate the findings of the State-Of-The-Art (SOTA) analysis and the viability of the
set of technical and financial provisions.

2) Raise awareness of the industry and relevant stakeholders regarding the upcoming
PCP.

3) Collect insights from the industry and relevant stakeholders (including users) to
finetune the tender specifications.

This OMC is performed under the law of the lead procurer (Zespol Opieki Zdrowotnej W
Suchej Beskidzkiej), which is Polish law.

The contracting authorities involved in the PROCURE4HEALTH project are not legally bound
in any way by the outcome of the OMC.

Starting an OMC does hot mean that the PBG will start a tendering or purchasing procedure.
If this OMC is followed by a tendering procedure and/or purchasing procedure, the PBG
reserves the right to adjust and/or supplement the solution described in this document on
every element. No rights can be derived from statements and/or communications during
this OMC in any future tendering procedure and/or purchasing procedure.

The OMC is not part of any pre-qualification or selection process. No advantage or
disadvantage will be given to any technology provider | group of technology providers to
the detriment of others during the OMC and the sub-sequent competitive procedure for the
award of contracts.

All information provided during the OMC and other background information will be
published online in English.

Funded by the
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Where appropriate, parts of the information received from market parties can be shared
with the EC.

The target groups of this OMC are technology providers and end users. All interested parties
are invited to take part in the OMC. However, please note that technology providers
established in countries not eligible to participate in Horizon Europe Innovation Actions in
any capacity cannot participate in the PCP procedure. Nevertheless, it is possible to form
alliances of technology vendors (consortia).

Participation in the OMC is voluntary and non-binding and is at the own expense and risk
of market operators. A market operator cannot charge any costs to the PBG for participation
in the OMC or for (re-)use of its information in the context of a future procurement
procedure.

Participation in this OMC is not a condition for submitting a tender in the subsequent
procurement, does not lead to any rights or privileges for the participants, and is not part
of any pre-qualification or selection process. The provided input in this OMC will not be used
to evaluate future proposals.

The OMC will take place in the form of:

- An online event on 23 April 2024 (in English).
- A Request for Information (Rfl) — a questionnaire using the EU Survey tool.
- Other activities as deemed necessary within the scope of the project.

The timetable of activities and required actions of the OMC is as follows:

NIV Publication of the general Prior Information Notice (PIN) on TED:
2024

Publication of the Prior Information Notice (PIN) on TED (specific for this
challenge).

Publication of the OMC documents on the project’s website:

1April 2024

Publication of the EU Survey questionnaire:

Funded by the
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CRVEYRTVZE  OMC Event in English (online) (10:00 — 11:30 CET).

Deadline for the submission of questions via the OMC questionnaire (17:00
20 May 2024 9 9 (

CET).
Publication of the OMC findings, including all questions and answers to the
OMC questionnaire.

30 May 2024

<IN G\ P2 Closure of the OMC.

Table . OMC Timetable

The PROCURE4HEALTH Consortium is entitled to adjust the planned activities and the
timetable above, and to include new activities at any time according to the needs and
responses of the market. Furthermore, it may decide to terminate the OMC for its own
reasons at any time. In that case, the PROCURE4HEALTH Consortium will publish such
modifications or termination on TED and the project’s website ( ).

The event and webinars celebrated within the framework of the OMC could be recorded. In
that case, by attending the physical event you will consent to be recorded. By using your
video and microphone during the webinars you will consent to be recorded. If you do not
want your voice and image to be recorded during the webinars, you may ask your questions
using the chat. The PROCURE4HEALTH Consortium shall use those records for the purpose of
the project only.

In addition, please be aware that photos may be taken during the meetings. The
PROCURE4HEALTH Consortium shall use those photos for the purpose of the project only.

Parties interested in participating in the OMC activities are requested to register

The OMC starts on the date of its publication in TED and ends on the date set in the
timetable, unless terminated earlier.

Interested parties are requested to register through the link provided above in order to
participate in the events and receive additional information about the project. The
questionnaire should be filled out before the deadline indicated in the timetable above.

The PROCURE4HEALTH Consortium will support interested parties throughout the whole OMC
during the events and by answering questions through a Q&A document which will be
published on the project’s website.
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Additional written contributions in the form of a Request For Information (RFI) questionnaire
or other questionnaires (via the EU Survey platform) aiming to collect market information
on innovative and commercial solutions may be requested.

The responses to the questionnaires should not contain any confidential information. As the
questionnaire is intended to explore the market “as is”, there are no wrong or right answers.
The answers provided will be used as input for the procurement strategy and contract
conditions.

After processing and analysing the answers, the PROCURE4HEALTH Consortium will
disseminate the results to the widest possible audience. Nevertheless, all answers provided
by market parties will be anonymized and treated as confidential. The PROCURE4HEALTH
Consortium will therefore not provide information about specific answers from market
operators. Only the general findings and a summary of the answers will be provided. The
results of this OMC will be published on the project’s website.

In case the information provided in this document and annexes needs further clarification,
market operators may ask questions during the events, or via the contact email address

( ).

Market operators that wish to provide additional confidential information during the OMC
can send an email to the email address indicated above. The information must be explicitly
marked as confidential. Confidential information will not be included in the OMC report.

The following annexes are part of this document:

- Annex | — Request for Information questionnaire.
- Annex |l — Use case.
- Annex Il - Market analysis report.

The annexes form an integral and inseparable part of this OMC document. In the event of
any conflict between the provisions of this document and the annexes, the provisions of the
OMC document shall prevail.
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2 The Procure4Health project

The PROCURE4HEALTH project aims to address the challenges faced by Health & Social Care
(H&Sc) systems in the European Union through innovation procurement. Every year, over
250,000 public authorities in the EU spend around 14% of GDP (around €2 trillion per year)
on the purchase of services, works and supplies, where Health & Social Care (H&Sc)
represents approximately 10% the GDP™. The rising costs of H&Sc continue to strain global
health systems, prompting the need for innovative solutions. The EC places a high priority
on the digital transformation of H&Sc? fostering novel approaches and tools to guarantee
the ongoing suitability of H&Sc systems. Reforms and innovative solutions are imperative
for H&Sc systems to enhance resilience, accessibility, equity, sustainability *, and
effectiveness. In this context, innovation procurement has the vital role of stimulating
innovation from the demand side.

Despite the potential benefits of innovation procurement, several obstacles hinder its
widespread adoption across the EU. These barriers include the fragmentation of health
systems, legal disparities, bureaucratic challenges, language barriers, and a reluctance
among policymakers and H&Sc procurers to embrace innovation procurement.
Procure4Health aims to overcome these challenges through the creation of a (wide
coverage) network and consolidated database for knowledge exchange and sharing of
best practices, and through the identification and prioritization of common needs (in a
catalogue) for the preparation of concrete innovation procurement projects and action
plans in the H&Sc sector.

PROCURE4HEALTH provides an appropriate environment for public and private procurers, as
well as the wider H&Sc community, to effectively share knowledge, build capacities of
procurers, define common needs and advance innovation procurement in the EU.
PROCURE4HEALTH proposes a comprehensive methodology for establishing and running an
H&Sc innovation procurers’ network which follows established principles for community
building and good experience exchange.

The primary objective of PROCURE4HEALTH is to establish and manage a network
comprising H&Sc procurers. These procurers are tasked with deploying H&Sc innovations
across the EU and associated countries. The aim is to identify commmon needs and develop
effective innovation procurement strategies based on Europe-wide market consultations.
These strategies, including PCP, PPI, or Innovation Partnerships, will be transformed into

1 https:/[single-market-economy.ec.europa.eu/single-market/public-procurement_en
2 European Commission (2018). Communication on enabling the digital transformation of health and care in the
Digital Single Market; empowering citizens and building a healthier society. Brussels, 25.4.2018, COM(2018) 233 final.
3 HCWH (2019). “Health Care’s Climate Footprint: how the health sector contributes to the global climate crisis and
opportunities for action”. Climate-smart health care series - Green Paper Number One.
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actionable plans for procuring research and development as well as innovative solutions,
ultimately enhancing the services provided to patients and citizens.

The envisaged future PCP — i.e. a joint procurement of R&D services — is intended to be
launched to reinforce public demand driven innovation in end-user services in the area of
Health & Social Care. PCP has the potential to be an effective demand-side innovation
action and a useful tool to close the gap between supply and demand for innovative
solutions. Solutions are expected to achieve TRL 7-8.

The future PCP should deliver successful innovative and fully tested product(s) and/or
service(s) that meet the common need of the PBG to procure research, develop innovative
marketable solutions, speed up the time-to-market and provide best value for money.

The PBG aims to develop innovative solutions for implementing a sustainable and effective
pathogen protective system in the healthcare context that can operate as an alternative
to single use face with better environmental, economic and social impact. Furthermore, it
needs to comply with the specific functionalities described in Annex II.

This OMC concerns a future PCP of R&D services to be performed in their majority in the EU
Member States or Associated Countries.

PCP is an approach that allows public procurers to buy R&D from several competing
technology providers in parallel, to compare alternative solution approaches, and to
identify the best value-for-money solutions that the market can deliver to address their
needs. In PCP, there is a risk-benefit sharing under market conditions between the public
procurer and the technology providers and a clear separation between the PCP and the
deployment of commercial volumes of end-products.

R&D / Pre-commercial Procurement (PCP) Puic Frocuement of

Innovative Solutions (PPI)
®Q : )
Phase 0 ﬂ Phase 1 W’ Phase 2 - Phase 3 Phase 4
L A L
Curiosity Solution design Prototype development jinal development Deployment of commercial
Driven limited volumes of end-products
Research ime of 1* test Wide diffusion of newly
Supplier A praducts/services developed solutions
2 __.__,.' Supplier B
Supplier B SR Supplier B seessspsnenss Supplier(s)
- > | Supplier A.B,CD
Supplier C - P> Supplier D surnsgrsssn andlor X
-____' Supplier D
Supplier D

Figure I. PCP and PP, according to the European Commission (2016).
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Based on “Pre-commercial procurement. driving innovation to ensure sustainable high quality
public services in Europe”, COM(2007) 799 final.

Along with the R&D services, the PCP allows to purchase some products providing that the
value thereof is less than 50 % of the total value of the contract.

The PCP tender will start with the publication of the contract notice along with the request
for tenders, the framework agreement, and the phase contracts. After evaluating the offers
submitted by the technology providers according to the rules established in the tender
documents, the contracts will be awarded, and a contract award notice will be published.
The process will be monitored to ensure sound deployment, integration and validation of
the PCP.

The PCP procedure is composed of three phases of solution design, prototype
implementation, and validation and demonstration of the solutions.

e Phasel. Solution design: During this phase, the contractors will be asked to describe
the solution providing the complete architecture and design thereof and verifying
the technical, economic and organizational feasibility of their solution to address the
PCP challenge.

e Phase 2. Prototype implementation: This phase concerns the development of the
first prototypes of the solutions, which will be tested. Contractors will develop a first
prototype based on the design documents delivered in the previous phase and test
their solutions in lab conditions. Prototypes will be tested and verified to provide a
measure of the technical performance of each solution in a controlled environment.
During and at the end of the phase 2, the Public Buyers will request from the
contractors a series of deliverables in order to evaluate their progress and the
performed activities and obtained results.

e Phase 3. Validation and demonstration of the solutions: It will validate the final
solutions (at least two) in diverse conditions, using the detailed scenarios and
processes developed in the verification and validation strategy. During phase 3, a
feedback mechanism will be established between the Public Buyers Group and the
selected contractors in order for the latter to receive requests for improvements
directly from the end users. The Public Buyers will request from the contractors an
Integration Report. Finally, a Field Acceptance Report related to the accomplishment
that the two final solutions which have been deployed and that the validation tests
have been successfully performed in a real operational environment will be
requested.

After each phase, intermediate evaluations will be carried out to progressively select the
best of the competing solutions. The contractors with the best-value-for-money solutions
will be offered a specific contract for the next phase.

The contractors will retain ownership of the Intellectual Property Rights (IPRs) that they
generate during the PCP and will be able to use them to exploit the full market potential of
the developed solutions.

Funded by the
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Contracts implementation

During

the implementation of the PROCURE4HEALTH PCP, effective tools will be used in order

to monitor performance of the R&D suppliers and provide regular feedback during each

phase.

Each contractor will be assigned a main contact person (their supervisor) appointed

by the procurers as the main point of contact.

More specifically the monitoring process will be divided in 3 set of activities:

Funded by the

Pre-monitoring: A kick-off meeting per contractor will be scheduled at the
beginning of each PCP phase and the selected contractors will be requested to
present their implementation schedule for the PCP phase that they are entering in.
During the same meeting, the supervisor will present the framework for the review.
The objective is to establish a close and fruitful communication channel with the
contractors, in order to ensure from the early beginning of the action that the project
is implemented according to the needs of the buyers.

Monitoring: Contract implementation will be monitored and reviewed against the
expected outcomes for each phase. The intensity of monitoring and communication
between the PBG and the contractors will increase from phase 1 to phase 3. For
instance, regular meetings with the contractors by videocall or face-to-face, on-
site visits to the contractors’ locations to check and discuss the status of the work
and progress, or any other suitable way. Ad-hoc meetings and on-site inspections
are also possible in the event that the R&D development has halted or slowed
down.

The contractors are mandated to present monthly the current status of the work and
describe the progress made. All the documentation generated by the contractors
will be reviewed and the ideas and recommended areas to pursue will be
highlighted in post-review activities.

Post-monitoring: At the conclusion of the monitoring activities, the supervisor will
provide written feedback for each contractor at each PCP phase. This feedback will
generally consist of overall comments and remarks about the contractor’s
outcomes under review. Monitoring activities will be continued after the PCP is
completed. Specifically, it will be checked whether the contractors are successfully
commercializing the R&D results within the call-back period defined in the PCP
framework agreement. If that is not the case, the PROCURE4HEALTH Consortium will
ask the R&D suppliers to give licenses under FRAND terms to other third parties, or
will ask to transfer back the ownership of results to the PBG.
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The PROCURE4HEALTH Consortium brings together 18 public buyers from different EU
Member States (Belgium, Denmark, Estonia, France, Greece, Italy, Norway, Poland, Portugal,
Spain, Sweden, Turkey, United Kingdom). For the purpose of the PCP, the PBG will be
represented by Zespol Opieki Zdrowotnej W Suchej Beskidzkiejas lead procurer.

ZESPOL OPIEKI ZDROWOTNEJ W SUCHEJ BESKIDZKIEJ (Poland)

The hospital in Sucha Beskidzka, established in 1982, stands as one of the region's largest
and most advanced medical facilities. The Health Care Facility offers a comprehensive
range of services, including primary healthcare, specialist outpatient care, inpatient
treatment, emergency care, rehabilitation, long-term care, dialysis, and occupational
medicine services. Additionally, the hospital has over 20 specialist clinics, 15 hospital wards,
boasts more than 80 excellent doctors, and has served over a million satisfied patients.

RESEAU DES ACHETEURS HOSPITALIERS IDF - RESAH (France)

RESAH is a public interest group whose objective is to support the pooling and
professionalization of purchasing and logistics for stakeholders operating in the health,
medico-social, social, public and private non-profit sectors.

In order to achieve these objectives, RESAH acts within the framework of two areas of
activity: the purchasing center whose purchasing volume reached 2 billion euros in 2022;
and the resource and expertise with a responsible hospital buyer's desk, a training center,
a publication activity and digitalization tools for the purchasing and logistics function.

The RESAH purchasing center offers more than 5,700 contracts concluded with 1,000
suppliers and falling within 11 purchasing families: medicines, medical devices, laboratory,
biomedical, general equipment, general services, hotels, building and energy, transport and
vehicles, IT, general services.

SERVICIO ANDALUZ DE SALUD (Spain)

Servicio Andaluz de Salud is responsible for the provision of healthcare to the population in
the region (8,4 million citizens). It is a wide network based on high-quality, patient-centred,
accessible care. It has more than 1,500 primary centres spread throughout the territory and
grouped in Health Districts, the managerial unit at this level of care. The healthcare network
also includes 52 hospitals with different complexities. Provision is free of charge at the point
of care with the exception of part of the medication.

Servicio Andaluz de Salud has adopted corporate-wide information systems as a strategy
to cope with ever increasing user mobility and a healthcare delivery model that involves
many complex multidisciplinary professional teams. This, linked with the concept of
integrated health and the evolving role of empowered patients in democratic societies,
leads to the concept of the Single Health Record and the establishment of unified
procedures.
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SYKEHUSINNKJOP HF (Norway)

Sykehusinnkjop HF Hospital Procurement Trust operates as a central purchasing body for
Norway's healthcare sector, collaborating with specialists and end-users nationwide. The
trust, with six divisions and around 300 employees, provides specialized procurement
services for the specialist health service. It emphasizes the principles of "the best
agreement” to enhance financial flexibility, delivery capacity, and security of supply,
contributing to future-oriented health services. Additionally, its strategic plan underscores
precision and continuous improvement.

Aligned with the specialist health service's vision and core values, including respect, quality,
and safety, Sykehusinnkjop HF prioritizes innovation, knowledge, commitment, and
professionalism. The trust aims to be a flexible and solution-oriented entity at the forefront
of market developments. It procures a range of healthcare essentials, such as IT equipment,
pharmaceuticals, and medical-technical equipment, while actively promoting ethical and
environmentally friendly purchasing practices. Finally, through partnerships with health
regions, the trust collaborates closely to define and deliver services, ensuring alignment
with regional needs and upholding responsible procurement practices.

SKANE LANS LANDSTING (Sweden)

Region Skdne constitutes one of the 21 main administrative divisions (counties) in the
country of Sweden, encompassing a total of 33 municipalities. Region Skdne, the governing
body of the southernmost county in Sweden, holds autonomous authority and manages
crucial sectors such as healthcare, trade and industry development, public transport, and
cultural affairs, administering a populace numbering 1,402,425 citizens (as of 2021). Its
headquarters are in Kristianstad, but it also has a presence in every municipality in Skéne.
Simultaneously, Region Skdne oversees around 34,000 employees, primarily engaged in
healthcare, including hospitals, primary healthcare units, and dental services. The region
prioritizes an open and tolerant community, fostering creativity and innovation.

TURKIYE CUMHURIYETI SAGLIK BAKANLIGI (Turkey)

The Turkish Ministry of Health is responsible for formulating and implementing health
policies, planning and delivering healthcare services, and safeguarding patients’ interests.
Its duties encompass public health protection, disease risk reduction and prevention, health
services administration, international public health risk prevention, health education and
research development, and market regulation of medicines, cosmetics, and medical
devices.

The ministry plays a pivotal role in managing the health system, formulating policies for
health institutions nationwide, ensuring a balanced distribution of resources, and
promoting equal, quality, and efficient healthcare services throughout the country. It
collaborates internationally and across sectors, determines strategies, objectives, and
plans, and exercises guidance, monitoring, evaluation, and supervision. In emergencies and
disasters, the ministry plans and executes health plans, takes measures to eliminate
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regional differences in health service access, and directs relevant institutions and
organizations to address factors impacting human health.

SERVICIO GALEGO DE SAUDE (Spain)

The Galician Health Service (Servizo Galego de Salde, SERGAS) is the public entity
responsible for the health service and primary care activity in the Region of Galicia. It
coordinates a network of 14 hospital centers, including 3 tertiary Care Hospital clusters
(ranging from 1200 to 1500 beds each), 4 secondary care hospitals (ranging from 400 to
1200 beds), and 7 Countryside Hospitals (ranging from 100 to 300 beds each), along with
over 450 primary cdre centers, covering the entire region. The strategic goals of SERGAS
focus on optimizing integrated assistance mechanisms, ensuring citizens' rights,
modernizing and humanizing the public health system, and promoting continuity of care
through patient-centered organizations.

Under the Ministry of Health's supervision, SERGAS fulfills crucial functions, including
providing healthcare through the Galician public healthcare network, distributing financial
resources for care activities, governing and managing health centers, coordinating
allocated resources, and implementing teaching and research programs. With a
commitment to dynamic and patient-centered care, SERGAS plays a central role in the
regional administration, overseeing and ensuring the delivery of quality healthcare services
in Galicia.

NHS NATIONAL SERVICES SCOTLAND (United Kingdom)

NHS National Services Scotland has a crucial role in the Scottish healthcare system,
functioning as a Non-Departmental Public Body under the Scottish Government's oversight.
Committed to values such as customer focus, integrity, and excellence, it offers national
strategic support services and expert advice to NHS Scotland. Its main activities focus on
improving healthcare delivery, promoting efficiency, and supporting health and care
transformation. NSS's strategic objectives include placing customers at the forefront,
enhancing service value, improving operational processes, and fostering a positive work
environment. With a focus on remobilization and stakeholder feedback, NSS aims to
prioritize efforts in enabling health and care transformation, supporting NHS Scotland with
excellent services, and assisting organizations involved in health and care.

It provides services that support innovation and procurement in Scotland, including a
Health Innovation Assessment Portal for stakeholders to submit their ideas and/or
innovative products or technologies that could benefit Scotland’s health and care services.

SPMS - SERVICOS PARTILHADOS DO MINISTERIO DA SAUDE EPE (Portugal)

The Shared Services of the Ministry of Health (SPMS) is a legal entity operating under public
law with a business-oriented character. Its primary mission is to provide shared services in
procurement and logistics, financial management, human resources, and information and
communication systems and technologies to entities within the health sector. It operates
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as a pivotal entity in centralizing, optimizing, and rationalizing the acquisition of goods and
services in the National Health Service, playing a crucial role in enhancing efficiency and
coordination.

SPMS's services encompass procurement and logistics strategy, financial management
and accounting, human resources focusing on efficiency and automation, and information
and communication systems and technologies. It plays a pivotal role in advancing digital
health literacy and driving strategic initiatives, such as the National Strategic Telehealth
Plan, to create more opportunities and improve healthcare services.

WOJEWODZKI SZPITAL SPECJALISTYCZNY W OLSZTYNIE (Poland)

The Provincial Specialist Hospital in Olsztyn is a healthcare facility and a regional leader in
innovative medical services. It is composed of numerous departments and treats over
27,000 patients while conducting 27,128 consultations annually. The hospital follows a
patient-centric approach and continually invests in modernization.

The hospital actively engages in public procurement, emphasizing innovation, and has
conducted around 16 tender procedures exceeding 215,000 euros, covering diverse needs
from infrastructure to advanced medical equipment, including robotics.

AZIENDA REGIONALE PER L'INNOVAZIONEE GLI ACQUISTI S.P.A. (Italy)

The Regional Agency for Innovation and Purchasing (ARIA) supports and promotes
development in the Region of Lombardy, with a strong emphasis on healthcare innovation.
It supports more than 400 organizations, including healthcare authorities, hospitals,
municipalities, and other public bodies across Lombardy and neighboring regions. In
addition, it actively contributes to the digitization and innovation of public health services.

In 2020, ARIA launched and managed over 110 tenders, reaching a substantial value of 2.5
billion euros. Its impact extends beyond conventional healthcare services, encompassing
over 5.8 million electronic health records, 14 million online visits booked, 33.5 million digitized
reports, and 118 million electronic recipes. Through collaboration with the Lombardy Region,
ARIA is pioneering new standards, experimental models, and interoperability in healthcare,
thereby shaping the future landscape of digital health services.

SERVICIO ARAGONES DE SALUD (Spain)

The Aragonese Health Service (SALUD) serves as the public health provider for the Region
of Aragbén, managing and coordinating the healthcare resources within the region. It
integrates numerous centers, services, and establishments throughout the Region,
strategically organized into eight sectors. These sectors encompass primary care,
specialized care, socio-sanitary care, and mental health, each tailored to its specific
geographical area. Beyond conventional healthcare, SALUD adopts a multidisciplinary
approach, addressing a spectrum of health-related issues and actively incorporating
societal concerns into its overarching mission.
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SIHTASUTUS POHJA-EESTI REGIONAALHAIGLA (Estonia)

The North Estonia Medical Centre stands as a leading healthcare provider in the country. It
functions as a regional hospital and holds competence to deliver specialized medical care.
Its main objective is to provide high-quality specialized medical care and ambulance
services, serve as d training base for healthcare professionals, and engage in healthcare-
related study and research.

The Medical Centre boasts a workforce of over 4,800 individuals, including doctors, nurses,
caregivers, and specialists. With more than 500 doctors and around 100 medical residents,
the institution comprises 7 clinics and 32 specialist centers. Annually, the Medical Centre
provides specialized medical care to approximately 144,000 patients, with over 24,500
receiving treatments on the hospital. Emergency medicine serves around 84,000 patients
each year, offering emergency health services to an average of 230 patients per day.

5 YGIONOMIKI PERIFERIA THESSALIAS & STEREAS ELLADAS (Greece)

The bth Regional Health Authority of Thessaly and Sterea Ellada, two administrative regions
in Greece, is dedicated to planning, coordinating, supervising, and controlling the
operations of Health Service Providers within its Health District. Furthermore, through its
Health and Social Solidarity Organizations, the Authority focuses on providing essential
information on primary and secondary healthcare, as well as insights on health initiatives,
scientific events, educational, and research programs. Serving as a comprehensive hub, its
platform also facilitates various opportunities, including requests for purchases or
procurement.

It has actively participated in projects such as "Smart and Healthy Ageing through People
Engaging in Supportive Systems — SHAPES," a European IA (Innovation Action) Research and
Innovation Programme (€20,944,318.75). This initiative, involving 14 Member States, aimed
to transform integrated Primary Health Care services delivery at national and European
levels. Another notable project is "A Universal Cyber Security Toolkit for HealthCare Industry
— SPHINX" (€4,999,435.00), focused on creating an integrated, intelligent cybersecurity tool
to protect the privacy and integrity of patients’ medical data, enhance the security of Health
IT systems, services, and infrastructures, and increase patients’ trust in them.

REGION VASTERBOTTEN (Sweden)

The Region of Vdsterbotten assumes responsibility for delivering quality healthcare and
medical services to all residents of Vd&sterbotten County, funded through taxes, government
grants, and patient fees. The region operates non-profitably, as mandated by the Health
and Medical Services Act, with the overarching goal of ensuring good health and equitable
care for everyone. It is organized into four areas of activity: Primary Care, Services, Hospital
Care, and Dental Care. These services, including health centers and infirmaries, operate
with a business-like approach with an annual budget exceeding SEK 9 billion.

The region is committed to enhancing the innovative capabilities of the Swedish healthcare
system, ensuring the delivery of optimal care to the general public while using public
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resources efficiently and sustainably through active collaboration with employees,
academia, industry, and various public actors at local, regional, and national levels.

VELINDRE NATIONAL HEALTH SERVICE TRUST (United Kingdom)

Velindre National Health Service Trust stands as one of the 12 legally mandated health
organizations in Wales. It operates the Velindre Cancer Center providing specialist
treatment, education, and R&D non-surgical tertiary oncology services to a population of
1.7 million in South East Wales. In addition to this role, the Trust manages the Welsh Blood
and Transplant Services, extending its specialized services to a population of 3,3 million
individuals all over Wales involving tasks like the collection and production of blood and its
components, crucial for treating patients and supporting transplant programs.

Furthermore, the Trust hosts the NHS Wales Shared Services Partnership, which provides a
wide range of support services such as procurement to NHS Wales, as well as the Health
Technology Wales, a national body committed to enhancing the quality of healthcare in
Wales by proactively identifying and adopting technological advancements and/or
innovative care models.

REGION HOVEDSTADEN (Denmark)

The Region of Hovedstaden constitutes one of the 5 main regions in Denmark,
encompassing a total of 29 municipalities, including the city of Copenhagen. Its
governance is vested in a regional council comprising 41 elected members, overseeing a
populace numbering 1,910,395 citizens (as of 2023). The responsibilities and activities of the
Region of Hovedstaden range from healthcare services and innovation to international
cooperation, as well as climate and environmental matters.

The Region of Hovedstaden places a pronounced emphasis on health research and
innovation, fostering robust collaborations with enterprises, universities, and other
stakeholders to establish the groundwork for future healthcare services, innovative
treatments, technologies, and healthcare delivery. Additionally, it is crucial to highlight its
status as one of Denmark’s largest purchasers, wielding a substantial procurement volume
ranging between DKK 12-14 billion. The region strategically engages in procurement and
tendering processes, guided by the overarching objective of "getting the most health for
the money - for the benefit of the patients.”

MERCURHOSP ASBL (Belgium)

MercurHosp ASBL constitutes a central purchasing body responsible for carrying out public
procurement procedures on behalf of its members, with the latter ones retaining the right
of participation or abstention from the aforementioned procedures. Its network of members
consists of Belgian general, psychiatric, and non-acute hospitals, including other
healthcare institutions (rest, care, rehabilitation homes, associations in favor of children,
people with disabilities, etc.) directly or indirectly linked to them.
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It is legally recognized as a non-profit organization, building up on the vision of promoting
innovation and adding value to the healthcare sector in Belgium through professional
procurement and international networking. Its main objective is to create a common
structure that will ultimately provide a range of services necessary for the organization of
hospital care based on contracts for services and supplies in all categories of purchases.
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3 State-of-the-art analysis: preliminary
results

This section presents the preliminary result of the market analysis and, in particular, the
state-of-the-art (SOTA) analysis. The objective of this analysis is to identify existing
technologies that can tackle the procurement challenge together with an analysis of the
related patents and standards, and to estimate the TRL thereof.

The SOTA analysis performed within the PROCURE4HEALTH project reveals a complex
landscape within the sustainable personal protection against pathogens domain.

The results of the patent research show that most patents focus on several industry
domains, such as macromolecular chemistry, polymers and pharmaceuticals.

Research efforts focus on creating sustainable, effective, and accessible solutions to
address respiratory hazards, particularly in response to the increased demand during the
COVID-19 pandemic. Key findings include the exploration of sustainable materials,
incorporation of antiviral properties, efficient manufacturing techniques, and enhanced
usability features such as breathability and adaptability.

The table below demonstrates how concentrated the patent applicants are in this domain.
We can see that approximately 26% of the patents were granted to the first ten significant
applicants.

Current Assignee Patent Patent Share Market Technical
Applications | Families Coverage Relevance
Count Count (M) (TR)
Strong Force Intellectual Capital 88 3 0.082 15.440 6.451
Ecolab 39 5 0.037 2.178 0.526
McAlister Technologies 35 1 0.033 19.895 0.635
Power Analytics (US) 34 1 0.032 16.968 1.000
Xylem 25 2 0.023 6.718 0.278
Toshiba 24 7 0.022 1.462 2.465
GENOMSYS 20 1 0.019 7.589 1.160
Compugen 19 5 0.018 0.865 0.409
Maxell 17 1 0.016 1.040 0.794
Nippon Shokubai 17 2 0.016 2123 3.520

Table 2: Top 10 patent applicants for sustainable personal protection against pathogens.

The concentration of patent applicants and the significant increase in patent filings in
recent years indicate a thriving landscape for innovation, with ample room for further
advancements.

On the other hand, few relevant standards were identified for the sustainable personal
protection against pathogens with better environmental, economic and social impact, with
the majority of them being about PPE in general and not specific to our use case. This
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highlights a potential gap and opportunities for innovation. The limited number of identified
standards suggests untapped potential for developing new solutions in the field.

Title

Standard
Document Id

Publication
Date

Abstract

Respiratory
protective devices.
Compressed air
for breathing
apparatus

UNI EN 1972:2016

2016

1.1 This specification covers testing and requirements for
materials used in the construction of medical face masks
that are used in providing healthcare services such as
surgery and patient care. 1.2 This specification provides for
the classification of medical face mask material
performance. Medical face mask material performance is
based on testing for bacterial filtration efficiency,
differential pressure, sub-micron particulate filtration
efficiency, resistance to penetration by synthetic blood, and
flammability. 1.3 This specification does not address all
aspects of medical face mask design and performance.
This specification does not specifically evaluate the
effectiveness of medical face mask designs as related to
the barrier and breathability properties. This specification
does not also apply to respiratory protection, which may be
necessary for some healthcare services. 1.4 The values
stated in Sl units are to be regarded as standard. No other
units of measurement are included in this standard. 1.5 The
following precautionary caveat pertains only to the test
methods portion, Section 9, of this specification: This
standard does not purport to address all of the safety
concerns, if any, associated with its use. It is the
responsibility of the user of this standard to establish
appropriate safety, health, and environmental practices
and determine the applicability of regulatory limitations
prior to use. 1.6 This international standard was developed
in accordance with internationally recognized principles on
standardization established in the Decision on Principles for
the Development of International Standards, Guides and
Recommendations issued by the World Trade Organization
Technical Barriers to Trade (TBT) Committee.

Respiratory
protective devices
for escape; self-
contained open-
circuit
compressed air
breathing
apparatus with full
face mask or
mouthpiece
assembly;
requirements,
testing, marking;
German version
EN 402:1993

SAE AS 452B

2014

1.1 This test method is used to measure the bacterial
filtration efficiency (BFE) of medical face mask materials,
lemploying a ratio of the upstream bacterial challenge to
downstream residual concentration to determine filtration
efficiency of medical face mask materials. 1.2 This test
method is a quantitative method that allows filtration
efficiency for medical face mask materials to be
determined. The maximum filtration efficiency that can be
determined by this method is 99.9 %. 1.3 This test method
does not apply to all forms or conditions of biological
aerosol exposure. Users of the test method should review
modes for worker exposure and assess the
appropriateness of the method for their specific
applications. 1.4 This test method evaluates medical face
mask materials as an item of protective clothing but does
not evaluate materials for regulatory approval as
respirators. If respiratory protection for the wearer is
needed, a NIOSH-certified respirator should be used.

Relatively high bacterial filtration efficiency measurements
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for a particular medical face mask material does not
ensure that the wearer will be protected from biological
aerosols since this test method primarily evaluates the
performance of the composite materials used in the
construction of the medical face mask and not its design,
fit or facial sealing properties. 1.5 Units--The values stated
in Sl units or inch-pound units are to be regarded
separately as standard. The values stated in each system
may not be exact equivalents therefore, each system shall
be used independently of the other. Combining values from
the two systems may result in nonconformance of the
standard. 1.6 This test method does not address
breathability of the medical face mask materials or any
other properties affecting the ease of breathing through
the medical face mask material. 1.7 This standard does not
purport to address all of the safety concerns, if any,
associated with its use. It is the responsibility of the user of
this standard to establish appropriate safety and health
practices and determine the applicability of regulatory
limitations prior to use.

PDT- EHT PPE
Thresholds field

802.11be

2021

This document describes compatibility for ensembles of
personal protective equipment (PPE) to be used by
personnel where operating situations and processes
require more than one piece of PPE. Where there is more
than one risk to health and safety, it is necessary to wear or
use more than one item of PPE at the same time. Such
lequipment should be compatible and continue to be
effective to minimise the risks. This document includes
lexamples of interactions between items of PPE, between
PPE and the operating environment and the effects of PPE
on the correct functioning of integrated sensors and
electronic devices. This document provides suggestions of
test procedures to assess the effects of any interactions
and identify unacceptable restrictions to safe operations.
NOTE The principles of this document are also applicable to
assessment of interactions with other items in an ensemble
that are necessary to the work and that are not PPE, for
example cap lamps, instruments, tools. This document is
also intended to be a general guideline for writers of
performance requirements standards and test methods for
PPE. This document can also be used by PPE manufacturers,
distributors, solutions providers, purchasers, wearers and
lemployers as guidance in PPE design and selection.

PPE Thresholds
Field

802.11ax

2018

[ADOPTED _FROM:EN 17558:2023 This document contains test
methods for comparing the performance of different
lensembles as part of any PPE selection process. This
document does not replace the product standards for the
certification of individual items of PPE. It specifies the
testing of individual items of PPE as an ensemble, so that
the interactions between the individual items of PPE can be
evaluated and any adverse interactions between the
individual items of PPE, the user and the environment can
be identified. It specifies requirements for testing by either
assessing the performance of a PPE ensemble against a
benchmark condition (i.e. benchmark testing) or assessing
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the performance of two or more PPE ensembles against
leach other (i.e. comparative testing). This document
incorporates examples of laboratory and field tests. It can
also be used to assess the performance regarding the
lergonomics of an ensemble that incorporates an item of
PPE that has never before been incorporated into an
ensemble, and the listed methods can be combined into
dedicated test batteries for evaluating that ensembile.

principles - Part 4:
Thermal
characteristics

LB225 1lax D1.0 2017 This European Standard provides guidance on the generic

Comment lergonomic characteristics related to personal protective

Resolution HE PHY equipment (PPE).It specifies for the writers of PPE product

Capabilities, PPE standards, principles relating to:- ?anthropometric
characteristics related to PPE;- ?the biomechanical
interaction between PPE and the human body;- ?the
thermal interaction between PPE and the human body;-
?the interaction between PPE and the human senses: vision;
hearing; smell and taste; and skin contact.This European
Standard does not cover requirements related to the
specific hazard for which PPE is designed.

EHT PPE Thresholds 802.11be 2021 1.1"This guide describes options for conformity assessment

Field Follow-up (CA) requirements relating to personal protective clothing
and equipment (hereafter referred to as "PPE"). This
guidance can optionally be used to define conformity
assessment requirements in a PPE specification standard
or in a companion ASTM conformity assessment Standard
Practice document2 associated with the PPE specification
standard. It is understood that the former approach is not
consistent with ISO Directive, Part 2, Section 6.7.

PPE for Chemical, CWA 16106 2010 Part 1: Guidance document on European legislation for the

Biological, design, manufacture and supply of PPE. Part 2: Guidance

Radiological and document to personal protective management -

Nuclear, (CBRN) [Communication between the manufacturer and the

Hazards suppliers of personal protective equipment, concerning
basic principles for selection and use. Part 3: Reference
document

Personal NEN-EN 13921- 2003 This International Standard specifies requirements, test

protective 4:2003 2e Ontw. en methods, and marking, labelling and packaging, as

equipment - appropriate, of both permanent and temporary single-

Ergonomic point anchor devices exclusively for the attachment of

personal protective equipment (PPE) for protection against
falls from a height for fall arrest, work positioning and travel
restriction (work restraint). It is applicable only to anchor
devices for PPEs that conform to ISO 10333-1, ISO 10333-2,
ISO 10333-3 and ISO 10333-5. Anchor devices are rated to
sustain a maximum (dynamic) arresting force of 6,0 kN,
and a maximum (static) loading of 1,0 kN (assuming a
person of 100 kg mass) in post-fall arrest suspension, work-
positioning mode, or restraint mode. Anchor devices are
intended for single person use only. A rescuer should not
attach to the same anchor device as a person being

rescued, unless the anchor device has been specifically
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designed for such purposes, and the instructions for use
specifically permit this application.

Table 3: Relevant standards for sustainable personal protection against pathogens.

In conclusion, the SOTA analysis reveals a significant concentration of patent applicants
and a limited number of standards in this domain. Therefore, there is room for innovation,
and R&D is needed to achieve a solution to ensure sustainable personal protection against
pathogens in the healthcare context.

A wider market analysis report is included as Annex Il
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4 Request for Information

The Request for Information survey is part of the OMC of the PROCURE4HEALTH project. It
should provide the PROCURE4HEALTH Consortium with feedback from the market about the
challenge concerning sustainable personal protection against pathogens.

Technology providers are invited to answer all the questions of the survey (one survey per
company). The results will be considered when drafting the tender documents for the future
PCP.

The survey should be filled out online and submitted via the following link:
https://ec.europa.eu/eusurvey/runner/Procure4Health_protection_pathogens

Please note that taking part in this survey is not a prerequisite for participation in the future
PCP and does not give any advantage to any technology provider. All information provided
in the questionnaire will be anonymized, summarized and published online in English on the
project’'s website.

Your personal data will be collected, processed, stored and used by the PROCURE4HEALTH
Consortium with the only purpose of gathering information from the market within the
framework of the PROCURE4HEALTH project. Personal data will be treated as strictly
confidential according to the General Data Protection Regulation (Regulation 2016/679 of
the European Parliament and of the Council - GDPR). You may exercise your right to access
your personal data and the right to rectify such data by contacting:
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Annex | - Request for Information
questionnaire

QUESTIONS FOR TECHNOLOGY PROVIDERS

Do you have any suggestions regarding the scope of the envisaged PCP?

If you were to develop the solution, could you indicate an estimated budget for the
development and deployment of the solution? Please justify your answer.

Do you have knowledge of any suitable technology or combination of technologies
for sustainable personal protection against pathogens? Yes [ No.
If yes, please elaborate.

Do you know any developments in the field of sustainable personal protection against
pathogens that PROCURE4HEALTH needs to take into account? Yes [ No.
If yes, which ones?

Do you foresee any barriers to implement a solution for sustainable personal
protection against pathogens? Yes [ No [ 1 do not know.
If yes, please elaborate

Can you tackle all or part of the requirements of this challenge? Yes [ No / | do not
know yet.

If yes, please explain.

If  do not know yet, what additional information would you need?

Can you identify relevant functionalities that have not been described in the market
consultation document? Yes / No
If yes, please elaborate.

Can you provide any other recommendations regarding sustainable personal
protection against pathogens?

State-of-the-art (SOTA) analysis

Funded by the

Do you think there is room for technological development beyond the state of the art?
Please explain.

What kind of solutions or developments would you propose?

Do you know the TRL of those solutions/developments?
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Can you identify any patents that are relevant to sustainable personal protection
against pathogens?

Can you identify any verification sources (standards, labels, certificates, etc.) that
may be applicable to the new sustainable technology?

Miscellaneous

5

7

Funded by the

What information do you still need in order to make a good plan of action for the
development and/or implementation of solutions suitable to address the sustainable
personal protection against pathogens challenge?

Do you have specific requirements to achieve the functionalities th