HealthMénagement.org

LEADERSHIP « CROSS-COLLABORATION « WINNING PRACTICES VOLUME 23 .« ISSUE 2 « € 22
' ISSN = 1377-7629

Medical Device
& Al Regulations

THE JOURNAL
Anita Sands, Agnes Kijo, Agnés Leotsakos Penny Pinnock
mﬁ How WHO Strengthens Medical Device Regulation as Growing Pressures Driving the Shift to Healthcare
== Machine Learning-Enabled Medical Devices Gather Pace  Digitalisation
o =
A= Stephen Gilbert Elena Demosthenous
N Improving the Regulation of Medical Devices Standards in Support of the EU Medical Devices
gE and Artificial Intelligence Regulations
O ——
[F—
— Gabriella M. Racca Susana Alvarez Gémez
Digital Transformation in Healthcare Procurement Effective Management in Times of Health Crisis

% [l

Ohe{0)

o




{@ﬁ Digital Transformation

Digital Transformation iIn
Healthcare Procurement

The article explores the potential of Al coupled with digital innovation as it
pertains to future healthcare procurement. The importance of interoperability
and qualification for the Virtual Company Dossier, and the potential benefits

of cross-border procurement and digital platforms are discussed in detail.

The article also highlights the need for greater involvement of academia
in this and better collaboration between the public and private sectors to
achieve innovation, efficiency and safety in healthcare procurement.
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1. Innovations in Digital Health Procurement
The increasing demand for innovative and high-quality
medical devices and healthcare services in Europe and
worldwide is driving the need for digital innovation in public
procurement (Racca, Yukins and De La Rosa 2022).

The recent public health crisis has also strengthened
the need of public-private collaboration in the healthcare
sector. Procurement under the Joint Procurement
Agreement (JPA), the RescEU scheme, the Advanced
Purchase Agreements (APAs) for the purchase of
COVID-19 vaccines, and the establishment of the
new Health Emergency Preparedness and Response
(HERA), are evidence of this and highlight the need for
digital trust among public buyers and suppliers (Racca
and Yukins a).

A different, strategic, approach is required for the
procurement of innovative pharmaceuticals and medical
devices.

The impact of digitalisation and Al on health

key points

» The impact of digitalisation and Al on health procurement
should lead to a different process from other procurement
sectors and be based on digital and interoperable platforms
available to contracting entities and suppliers.

- Digital transformation might provide greater control of
purchasing processes and its related data.

+ Industry, suppliers and public buyers should work together to
develop healthcare purchasing strategies.

» Academic institutions should play a crucial role in the
collaboration among the European procurement community
and stakeholders.

procurement should lead to a different process from
other procurement sectors and be based on digital and
interoperable platforms easily available to contracting
entities and suppliers (Racca and Yukins 2014).
Ongoing research projects by the University of Turin
(Master SEIIC) and within international networks
(European Commission, Directorate-General for
Communications Networks, Content and Technology
2021, European Commission 2020, European
Commission 2016), Ehppa (EHPPA), Euriphi (EURIPHI),
BBG Procurement Excellence (BBG), CircPro (Interreg
Europe), as mentioned by the OECD (OECD 2023)

aim to support the effective digital transformation of
e-procurement platforms to improve procurement in the

healthcare sector (Racca and Yukins b).

2. Leveraging Qualification and
Interoperability for Effective Digital
Health Procurement

Digital transformation might provide greater control of

purchasing processes and the related data, ensuring
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transparency and accountability of public choices.

This approach is in line with the EU Commission’s

view to encourage the full use of Al and data analytics
in strategic procurement to achieve better value for
money (Directive 2014/24/EU, wh. 93) and contribute

to a more innovative, sustainable and competitive
economy (EU Commission, DG Internal Market Industry
Entrepreneurship and SMEs 2023).

The digital transformation of healthcare offers scope for
the expansion of e-procurement, which has the potential
to increase accountability, transparency and innovation

Industry, Entrepreneurship and SMEs 2020).

Digital transformation is driving towards the
standardisation of contract models for all phases of the
procurement cycle, including need definition, selection,
and execution (Racca et al 2011). In addition, “native”
digital e-forms for tenders for standardised medical
contracts might be carried out on digital platforms by
professional and qualified Central Purchasing Bodies
through the contractual tools already provided by the
EU Directives (Dynamic Purchasing Systems, Electronic
Auctions and Catalogues).

~

The demand for innovative and high-quality medical

devices and services is driving the need for digital

iInnovation in public procurement

%

in procurement (EU Commission, Directorate-General
for Health and Food Safety 2021).

The full digitalisation and the interoperability of
National Databases collecting the Virtual Company
Dossiers of suppliers might facilitate participation as
well as the creation of digital platforms supporting joint
and cross-border procurement and dynamic purchasing
systems for medical products, as well as rapid access to
the market for innovative e-health devices (Racca 2022).
The issue of interoperability is still a significant
challenge, with more than 300 e-procurement platforms
and many different qualification systems at EU level (EU
Commission, Directorate-General for Internal Market,
Industry, Entrepreneurship and SMEs 2020, p.14).

The EU TED Platform needs to be improved by
means of revised and effective e-forms to facilitate data
collection and the re-use of supplier qualifications in a
standardised way across different countries.

Also, the concept of private platforms collected in the
SIMAP website as e-senders should be monitored, and
addressed to better connect the TED system to assure
effective transparency.

The re-use (Re-usability principle) of the European
Single Tender Document (ESPD) and related exclusion
and qualification criteria should also be guaranteed to
simplify participation.

The economic operator’s Virtual Company Dossier,
as an evolution of the e-Certis system, should allow
for full inter-operability among databases containing
the information needed for an effective e-procurement
system, applying the Once-only principle (EU
Commission, Directorate-General for Internal Market,

3. Cross-border Procurement and Digital
Platforms

Industry, suppliers and public buyers should work
together to develop healthcare purchasing strategies
to promote innovation and market access for disruptive
technologies, innovations and services.

Specific platforms might foster pre-commercial
procurement and Value-Based Procurement (VBP)
as well to select integrated services (EU Commission,
Directorate-General for Health and Food Safety 2019).
The VBP approach, correctly addressed, might respond
to the growing challenges of healthcare systems and
actually accelerate the shift to value-based, high-quality,
digital healthcare. VPB has already become the default
approach applied by the Welsh National Healthcare
System (NHS Wales); in addition, Catalonia is using
this method in telehealth projects; Dutch authorities
are making value-based procurement central in the
healthcare supply chain; while in France, Resah Idf has
also published a guide on VBP to support a wider use,
particularly in the healthcare sector (EURIPHI 2021).

The goals of innovation, efficiency and safety in
healthcare procurement require stronger public-public
and public-private cooperation (also transatlantic, with
U.S. GPOs) based on digitalised networks between
CPBs and EU Institutions to address all issues arising in
healthcare procurement, especially to
face emergencies.

The organisational model of digital cooperation
among CPBs could well foster a new system based
on public algorithms that can operate according to
measurable quality criteria based on benchmarks
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and deliver fast and transparent outcomes to ensure
the efficiency, integrity and sustainability of strategic
procurement (Racca and Yukins 2019).

community and stakeholders by providing expertise
as well as an impartial perspective while safeguarding
the quality of innovative and digital transformation of

-

Cross-border procurement and digital

collaborative purchasing platforms are needed
to foster innovation and market access for disruptive
technologies, innovations and services

/

4. The Role of Academia for a Digital Public
Procurement Ecosystem in Healthcare

The common goal of efficient procurement of innovative
medical devices, digital services and IT systems through
enhanced digital collaboration between industry, health
buyers and qualified purchasers can reduce pressure on
healthcare budgets and facilitate better value for money
and innovation in future digital healthcare.

Academic institutions, assuring free research without
external pressures should play a crucial role in the
collaboration among the European procurement
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procurement systems. Academia should continue to play
an active role in EU-funded and public-private projects
on digital transformation to ensure evidence-based,
innovative and high-quality digital procurement practices
and platform solutions in healthcare. This involvement
will also help industry to develop digital trust, while
incorporating academic and research issues to prepare
for future challenges for better healthcare.
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