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After covid-19: what has changed?

One Health has broadened its scope to include
the fight against climate change and biodiversity
loss, the transition to sustainability, food and
nutrition security, and social well-being

One Health is no longer the prerogative of
human and veterinary medicine, Social sciences
and law have clearly entered the debate




One Health is an integrated, unifying approach that aims to
sustainably balance and optimize the health of people,
animals, and ecosystems. It recognizes the health of humans,
domestic and wild animals, plants, and the wider environment
(including eco-systems) are closely linked and interdependent.

The approach mobilizes multiple sectors, disciplines, and
communities at varying levels of society to work together to
foster well-being and tackle threats to health and ecosystems,
while addressing the collective need for healthy food, water,
energy, and air, taking action on climate change and
contributing to sustainable development.
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Parity between the three
dimensions

Disappearance of the term
‘disease’

Appearance of the term ‘well-
being’

Enlargement of the scope of
application

Link with sustainability challenges
and SD



The Role of law in OH

e Law acts as “a fixture” between the OH interfaces as a crucial component of
governance (Phelan 2017).

e Law and social science play a key role in translating OH into a functioning system
made up by the interrelation of the three pillars of human health, animal health and
environmental health (One Health European Joint Programme-OHEJP 2022
DOCUMENT ON THE INSTITUTIONALIZATION OF ONE HEALTH).

e Legislation is a powerful means to translate the OH objectives into concrete,
sustainable and enforceable rights, obligations, and responsibilities, paving the way
for inter-sectoral collaboration (FAO, 2020)

e The lack of robust regulatory frameworks and legal supportis a barrier hindering
the effective implementation of OH (see OH Joint Plan of Action by FAO, UNEP,

WOAH, WHO, 2022).
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OH in EU juridical tools

EU REGULATORY FRAMEWORK

OH mentioned more than 300 times in
EU documents

Gradually increase (10 times in 2017, 27 in
2018), but peaking from 2020 (44 in 2020, 78 in
2021,79in 2022, 66 in 2023...)

One Health is mentioned in 10 regulations, 6
decisions, 27 communications

From a policy tool to a legal tool

(1 Reg.in2016;0in 2017; 1in 2018; 0in 2019; 0 _
in 2020; 4 in 2021; 4 in 2022) F. Coli, H. Schebesta, 2023
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OH in EU Pharma Strategy (1)

6 Main Areas of EU Pharmaceutical Strategy

1) Better access to innovative and affordable medicines for patients and
national health systems

2) Promoting innovation and competitiveness through an efficient and
simplified regulatory framework

3) Effective incentives for innovation

4) Addressing shortages of medicines and ensuring security of supply.

< 5) Address antimicrobial resistance (AMR) and the presence of

nharmaceuticals in the environment through a One Health approach.
e —————

< ©) Make medicines more environmentally sustainable.
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OH in EU Pharma Strategy (2)

CONTEXT OF THE PROPOSAL
Tackling Antimicrobial Resistance in

Reasons for and objectives of the proposal a One Health approach

. Comsistency with other Unloa policies 1 THE AMR CHALLENGE @

The EU pharmaceutical legislation described above bas chose links with several other related picces of EU legisiation. The "Clinical Trials Regulation'

(Regulation (EU) No $36:2014) " allows for more efficient approval of chinical trials in the EU. Regulation (EU) 2022/123 *¥ strengthens the role of b Amtiricrebed ‘M"':d‘:"“' e ot e o hange ovar time and
the Ewropean Medicines Agency in order to facilitate a coordinmed EL-level response to health crises. The EMA fees legislation ' contributes 1o :m::‘:::::: R W:" T

peoviding adequate financing for the EMA's activities, including respective remuncration 1o national competent authorities for thesr contribution to : ]

; : * gt nsh of desines, severs dinesies, and death
completing the EMA's tasks
e 5 55 000 DEATMS EVERY YEAR N
There are also links with EU regulatory framewarks for other health products. EU legislation om blood, tissaes and cells (BTC) ' is relevant, as some | & N UNION AN LEADS TO 1

NG €LSBN ANNUALLY FOR Ous

1 THE EURD UNIO
7 S G
MEALTHIARE SYSTENS

b AMR affects humans, animals, and plants. as well 25 the enveonment. smgactng healthcare and food
prota o

*  Itis o cross-border sue and » one of the top 5 heaith threats faced by the EU

substances of human origin arc stanting materials for medicinal products. The EU regulatory framework for medical devices ' is also relevant, as
there are products that combine medscanal products and medical devices

Futhermore, the obgectives of the proposed reform of the pharmaceutical legislation are consistent with those of a sumber of broader EU policy
agondas and imitiatives.

In terms of promoting innovation, Horzon Europe ' | 4 key funding programme for EU research and ismovation, and Beating Cancer Plan ' both
support research and development of mew medicinal products. In addition, imnovation in the pharmacewtical sector is promoted by the intellectual
property frameworks, on patents under the natiosal patent laws, the European Patent Convention and the Teade-Related Aspects of Inteliectual
Property Rights (TRIPS) agi and on sappl y protection certificates under the EU SPC Regulation ** . The intellectal property action
plan " under the Industrial Strategy includes modemising the system of supplementary protection certificates (SPCs). SPCs extend comain patens
rights 10 protect lenovatson and compersate for bengthy clinical trials and marketing suthorisation procedusres. With regard to addressing unmet
medical mecds i the ares of antimicrobial resistance, the peoposed reform of the pharmacestical legislation will contribute t0 the objectives of the
European voc bealth sction plan ugainst antimicrobial resistance (AMR) *
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AMR: a “silent pandemic”

"2

'+ European Centre for Disease Prevention and Control
C An agency of the Luropean Unlor

~ Infectious éisease toples « Publicatisns and data v Tralning and tools v

Astimiciobial resistance in the EUVEEA (EARS Net) - Aonual Epdomioiogical Report 2023

Antimicrobial resistance in the EU/EEA (EARS-Net) - Annual
Epidemiological Report 2023

In-Europe, more than 670,000 infections with antibiotic-
resistant germs occur every year, wich cause more than
35,000 deaths, almost a third of which occur in Italy,

making it the leading country at the European leXﬁE

Consumi di antibiotici in aumento del 6,3%. Tutti i numeri della pandemia

silente dell’antibiotico resistenza che in Italia rischia di diventare la prima
causa di morte nel 2050

We get sicker and spend more and more, because super
bacteria are responsible for a significant absorption of
resources (health and non-health) that amount to about
1.5 billion euros per year
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World Leaders Approve Milestone
Commitment to Reduce Deaths from
Ant1b10t1c Resistance by 10% by 2030

Resistance  26/09/2024 -+ Elaine Ruth Fletcher

Share this o @ Q -]

L4

UN High Level Meeting, presided over by heads of FAO and UNEP (far left), and
WHO WOAH (right), approves new declaration to fight AMR.

In the absence of stronger, swifter public health action, it is
unlikely that the EU will reach all its AMR targets by 2030.



AMR and OH

“The threat of AMR cuts across the health of humans, animals, agriculture and our environment, and so must its
solutions,”

(WHO Director General Dr Tedros Adhanom Ghebreyesus at the UN High Level Meeting on AMR, september 2024)

« The inappropriate use of antimicrobials, both in humans and in animals, is a main driver behind increased
levels of emergence and spread of multi-resistant bacteria.

« The environment is increasingly acknowledged as a contributor to the development and spread of AMR in
humans and animals

Residues of medicinal products are widely found in groundwaters and surface waters, including coastal
waters and soils, and several publications show that antibiotic residues can contribute to AMR.

Drug-resistant microorganisms can be found in humans, animals, plants, food, wastewater and in the

environment -> An integrated surveillance of findings is necessary in order to rapidly detect and prevent
outbreaks and to tackle AMR across sectors.
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OH and environmentally sustainable medicine

The production, use and improper disposal of :
pharmaceuticals may have negative impacts on the

environment.

Action is required throughout the lifecycle of

medicines (it is not only a question of waste)

0 MORE ENVIROMENTALLY SUSTAINABLE MEDICINES @

Production of medicines in a way that is better for the environment, biodiversity and human health:

» Strengthened environmental risk assessments for all medicines, including those already authorized, to
limit the potential adverse effects of medicines on the environment and public health.

» Fewer pharmaceutical substances including antimicrobials in the environment due to more environmentally
friendly production, use or proper disposal of medicines.
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Comparing EU Pharma Strategy and in EU4HEALTH

Regulation (1)

Address antimicrobi (31) As the optimal delivery and use of medicinal products, and of antimicrobials in particular, yield

al resistance (AMR) benefits for individuals and health systems, the Programme should promote their prudent and efficient use in

and the presence of accordance with the One Health approach, with the ‘European One Health Action Plan against Antimicrobial

: q Resistance (AMRY) set out in the communication of the Commission of 29 June 2017, and with the ‘European

pharmaceuticals in ; . . : . . ; o

the environment Union .Strlateglc: Approach to Pharmaceuticals in the Environment' set out in the communication of the
Commission of 11 March 2019 (...)

through a One Article 4 - Specific objectives

Health approach; The general objectives referred to in Article 3 shall be pursued through the following specific objectives, ensuring a high
level of human health protection in all Union policies and activities in keeping with the One Health approach,

where applicable:(...)
(c) (...) supporting the prudent and efficient use of medicinal products, in particular antimicrobials (...)

Make medicines (31)(...) The Programme should also foster measures to strengthen the assessment and appropriate
more environmentall Mmanagement of environmental risks associated with the production, use and disposal of medicinal
y sustainable. products.

Article 4 - Specific objectives

The general objectives referred to in Article 3 shall be pursued through the following specific objectives, ensuring a high
level of human health protection in all Union policies and activities in keeping with the One Health approach,
where applicable: (...

(€)(...) supporting (...) the development of medicinal products that are less harmful for the environment, as
well as the environmentally friendly production and disposal of medicinal products and medical devices;

§r PROHTECT e
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Comparing EU Pharma Strategy and in EU4HEALTH

Regulation (2)

Article 2 - Definitions (...) o
x (5)One Health approach’means a multisectoral approach which recognises that human Definition of OH

health is connected to animal healthand to the environment, and that actions to tackle
threats to health must take into account those three dimensions;

link between OH and

Article 3 - General objectives i i inili
The Programme shall have a Union added value and complementthe policies of the Member availabil lty’ aCC,e,SSJ il lty
States, in order to improve human health throughoutthe Union and to ensure a high level of and affordabil Ity of
g:r)‘teeg:ggjc;far:g:;an health in all Union policies and activities. It shall pursue the foll(ov;nng medical D ro.d'u cts, MD
(c) improving the availability, accessibility and affordability of medicinal products and and crisis-relevant
medical devices, and crisis-relevant products in the Union, and supporting innovation roducts

regarding such products P

Article 4 - Specific objectives
The general objectives referred to in Article 3 shall be pursued through the following specific
objectives, ensuring a high level of human health protection in all Union policies and activities

ifsss)
(¢) supporting actions to enhance the availability, accessibility and affordability of
medicinal products, medical devices and crisis-relevant products by encouraging
sustainable production and supply chains and innovation in the Union(...}

ﬁf/ PROHTECT H~==.
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Comparing EU Pharma Strategy and in EU4HEALTH
Regulation (3)

(11) Due to the serious nature of cross-border threats to health, the Programme
should support coordinated public health measures at Union level to address different

aspects of such threats. With a view to strengthening the capability in the Union to Organisational
prepare for, respond to and manage any future health crises, the Programme should di . f OH

x provide supportto.. actions directed at strengthening preparedness planning and Imension o
response capacity at national and Union level, at reinforcing the role of the

European Centre for Digsease Prevention and Control (ECDC) and the European
Medicines Agency (EMA), and at establishing a health emergency preparedness
and response authority. Such actions could include building capacity for
respondingto health crises...In this context, the Programme should foster Union-
wide and cross-sectoral crisis prevention, preparedness and surveillance, and the
management capacity and response capacity of actors at Union and Member State
levels, including contingency planning and preparedness exercises, in keeping with
the ‘One Health’ and 'Health in All Policies’ approaches. (...)

Health Emergency Preparedness
0 and Response Authority
HERA

LUROPEAN MEDICINES AGENCY
N E 3 1A H
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Cross-agency OH task force

eCocC
151

Agency

2023: establishment of Cross- agency One Health task
force including EU agencies that have a technical and
scientific mandate on topics falling under the OH umbrella
2024: Publication of a «framework for action» containing a
set of strategic objectives that the five agencies intend to
pursue together to promote OH implementation.

The ultimate goal is to strengthen the ability of the EU and
its Member States to respond to health crisis through a
more permanent and established form of
transdisciplinary cooperation

The task force will not act as a decision-making body (but
may propose recommendations for action) and will have an
advisory role
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European

: E. c.. H.A 5\:5'} Environment

ef'sc- 0 EMA

PLEA OO SAFETY ALITHORITY AN MEINCINES ALENCY

European Parliament resolution on the COVID-19 pandemic: lessons learned
and recommendations for the future (2022/2076(IN)) item 251: Calls for the
establishment of a European cross-agency task force dedicated to the One
Health approach to advance transdisciplinary research and cross-sectoral
scientific advice.

Figure 1: Strategic objectives of the cross-agency One Health task force framework for action

STRATEGIC COORDINATION

Comribiute to the Cne Heslth agenda in
Europe and strangthening One Health
cooperation within and across-agencies

PARTNERSHIPS AND ! \ f.‘, RESEARCH COORDINATION
JOINT ACTIVITIES 5 A Y - Jdentity research needs, promote
Davelop joint activities on Ong Health , MEAL - 3"?::‘Y::"c’?cl.llc&r::‘l';:ir;?‘ :\u:ocrt
STHATEGIC P v

based an thematic prionties, maximiesing

synergies and avoiding dupbcation Innovation agenda-setting

OBIECTIVES

CAPACITY BUILDING

SUPPOL In-sarvice learming oppartunities
for stoff within the agencies and One
Health capacty bullding actwvities and
tralning opportunities

COMMUNICATION AND
STAKEHOLDER ENGAGEMENT
Cocrdinate the agencies’ contributions to One
Health vis-A-vis relevant stakenolders and
deyelop coardinated communication activities



OH implementation in EU

EU ONE HEALTH METHODS OF IMPLEMENTATION

Guiding

principle REG 2021/522 (EU4Health) OH as a binding legal guiding principle in the pursuit
of general and specific objectives related to health
COM/2022/404 (Conference on the future of Europe)
"One Health Approach”, which should be emphasized as a horizontal and
fundamental principle encompassing all EU policies”

Tool for policy- Decision 2022/591 (8th Environment Action Programme)
making

“Importance of applying the multi-sectoral One Health approach in policy-
making”

Organisational
method

Nov 2023-May 2024

Cross-EU agency task force

European Centre for Disease Prevention and Control (ECDC), European
Chemicals Agency (ECHA), European Environment Agency (EEA), European Food
Safety Authority (EFSA) and European Medicines Agency (EMA)

Ay PROHTECT ===

Prrndr g g bt o Orve Heath Thinags KU ol aeCal T o




Further implementation of the OH approach in the

Future of Pharmaceutical Regulation?

Challenges:

sustainable development has three
dimensions: economical, ecological and
social.

equity lies at the hart of OH

“vaccine equity”, recognize world access to
vaccines as a global public good, and ensure their
universal availability, together with medicines and
medical equipment (CIDCE draft convention on
Pandemics based on OH approach)
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Draft Convention on Pandemics
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According to the |atest draft of the pandemic
agreement, the most controversial part of the
agreement concerns the developing a pathogen
access and benefit-sharing (PABS) system

It will now be addressed via a separate
“instrument” and no deadline for its finalisation has
been set.

Some representative of developing countries engaged
in the negotiations appealed for equity to remain
the focus of the talks to “address inequities that
were experienced by most developing countries
during the COVID-19 pandemic”.
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Onscreen text reflecting progress up to Thursday 19 September ut

17:30 CEST
& World Health
¥ Organization
SEVENTY-SEVENTH WORLD HEALTH ASSEMBLY ATTHO
Provisional agenda item 13.4 27 May 2024

Intergovernmental Negotiating Body to draft and

negotiate a WHO convention, agreement or other

international instrument on pandemic prevention,
preparedness and response

Report by the Director-General

1 The Director-General has the honour 10 transmit o the Seventy-seventh World Health Assembly
the outcome of the Intergovernmental Negotiating Body (INB) 1o dmft and ngtnlmlc 1 WHO
convention, agreement or other international instrument on pand prevention, |

response (see Ammex ), In liee with decsion SSAXS) (2021)



https://healthpolicy-watch.news/wp-content/uploads/2024/09/Draft-WHO-Pandemic-Agreement_19-Sept_17.30.pdf
https://healthpolicy-watch.news/wp-content/uploads/2024/09/Draft-WHO-Pandemic-Agreement_19-Sept_17.30.pdf

Pathways to move forward

1) OH goes beyond diseases and cures and has the potential to encompass all non-medical factors that
influence health outcomes
Health is a state of complete

”~

\gpordersndersandngof v
N | & Environment — 1

. : ' e W < eing and not merely the

2S?ersesﬁ('ag%t’hbﬁ%’;’;gyd;eﬁﬁz\?;?ﬂOn ooyl S 1 el absence of disease or infirmity
' : (WHO 1946)

and fostering a shared » A
understanding of the challenges — N | The fundamental conditions and
faced by those who areill or Subility A Social | meeon )1y oqirces for health are peace,
disabled, in line with the “One Health e T shelter, education, food.

Approach”, which should be

_ : income, a stable ecosystem,
emphasized as a horizontal and

sustainable resources, social

fundamental principle encompassing justice and equity (Ottawa
all EU policies (COM/2022/404 final) Charter for Health Promotion
1986)
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2) We need a shared language

The comprehensive definition of OH allows us to better
evaluate relations with other holistic and interdisciplinary
approaches that exist to safeguard health
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3) OH is not only about the external dimension of Health

¢ Global
‘+Gateway

(1) Deliver better health and well-being of people EU GLOBAL HEALTH STRATEGY

across the life course; Better Heaith For All in o Changing Worid

(2) Strengthen health systems and advance universal
health coverage; and a

(3) Prevent and Combat health threats, including
pandemics, applying a One Health approach.

European Health Union |

Protecting cur rasiih togehar

EU Global Health Strategy, 2022

§r PROHTECT ===

Peprndr g cgm b h et o Orve Heath Thivags i ol wetal .



BIBLIOGRAPHY

- Aperio Bella F (ed.) One Health: La tutela della salute oltre i confini nazionali e disciplinari. Per un approccio-Rockefeller Foundation-Lancet Commission on planetary health, Safeguarding human health in the

olistico alla salute umana, animale e ambientale, Ed. Scient., 2022 (ISBN 979-12-5976-433-1). Anthropocene epoch: report of The Rockefeller Foundation-Lancet Commission on planetary health, Lancet
- Bayerlein M, Villarreal P.A., “One Health” and Global Health Governance, SWP Comment, N. 43/2023. doi:2015; 386: 1973-2028, http://dx.doi.org/10.1016/ S0140-6736(15)60901-1.

10.18449/2023C43. -Salvatore V., Il diritto alla salute, una prospettiva di diritto comparato, Unione europea, European Parlament,
-Bresalier M, Cassidy A, Woods A, One Health dans l'histoire, in Zinsstag J et al. (dir.) One health, une seule santé2021, DOI:10.2861/27164.

: Théorie et pratique des approches intégrées de la santé. . Versailles : Editions Quae,-Schneider M.C. et al., ‘One Health From Concept to Application in the Global World’ (2022) Oxford Research
2020 (généré le 17 mai 2021). Encyclopedia of Global Public Health.

-Bronzwaer S et al. One Health collaboration with and among EU Agencies - Bridging research and policy, One- Tobin J., The right to health in international law, Oxford, 2011;

Health 15 (2022) 100464. -Violini L. (ed.) One Health dal paradigma alle implicazioni, Turin, 2023.

-Coli F, Schebesta H, One Health in the EU: The Next Future? in European Papers, Vol. 8, 2023, No 1, pp. 301-316. Vesterinen HM et aa., Strengthening multi-sectoral collaboration on critical health issues: One Health Systems
doi: 10.15166/2499-8249/652. Mapping and Analysis Resource Toolkit (OH-SMART) for operationalizing One Health. PLoS One. 2019 Jul
-Elnaiem A et al. Global and regional governance of One Health and implications for global health security, 5;14(7):€0219197. doi: 10.1371/journal.pone.0219197.

Lancet 2023; 401: 688-704, https://doi.org/10.1016/ S0140-6736(22)01597-5. -White GRT, Cicmil S, Knowledge acquisition through process mapping. International Journal of Productivity and

-FAO, One Health legislation: Contributing to pandemic prevention through law, Rome, 2020Performance Management. 2016 Feb 18; 65(3):302-23.

- ) Zinsstag et al., ‘From “one medicine” to “one health” and systemic approaches to health and well-being’ (2011)
-Frumkin H (ed.), Environmental Health. From global to local, Hoboken, New Jersey, 2016. Preventive Veterinary Medicine 149.
-Global Plan of Action on One Health, FAO, UNEP WHO, and WOAH, 2022, Towards a more comprehensive One- Zinsstag ] et al. (dir.) One health, une seule santé : Théorie et pratique des approches intégrées de la santé.
Health, approach to global health threats at the human-animal-environment interface. Rome. . Versailles : Editions Quae, 2020 (généré le 17 mai 2021).

L p. 11, °
-Hinchliffe S, Craddock S, One world, one health? Social science engagements with the one health agenda, Social E S S e n t I a I
Science & Medicine, 2015, Vol. 129, 1-4.
-Khan MS, Rothman-Ostrow P, Spencer J, et al. The growth and strategic functioning of One Health networks: a ° °
systematic analysis. Lancet Planet Health 2018; 2: e264-73. b I b I I og ra p hy
-Luciani M., Il diritto alla salute, una prospettiva di diritto comparato, Italia, European Parlament, 2022,
DOI:10.2861/020085.
-Negri, S., & Eccleston-Turner, M. (2022). One Health and Pathogen Sharing: Filling the Gap in the International
Health Regulations to Strengthen Global Pandemic Preparedness and Response. International Organizations
Law Review, 19(1), 188-214. https://doi.org/10.1163/15723747-19010006.
-One Health EJP (OHEJP), , 2022,
-OHHLEP, Adisasmito WB, Almuhairi S, Behravesh CB, Bilivogui P, Bukachi SA, et al. (2022) One Health: A new
definition for a sustainable and healthy future. PLoS Pathog 18(6): €1010537. https://doi.
Org/10.1371/journal.ppat.1010537.
-OHHLEP (accessed October 2023).
-OHHLEP , (@accessed October 2023).
-Orentlicher D, Hervey T K (eds.), The Oxford Handbook of Comparative Health Law, Oxford, 2021.
-Phelan AL, Gostin LO, Law as a fixture between the One Health interfaces of emerging diseases. Trans R Soc
Trop Med Hyg. 2017 Jun 1;111(6):241-243. doi: 10.1093/trstmh/trx044.
- Pioggia A., Diritto sanitario e dei servizi sociali, Torino, 2024.
-Pelican K. et alii, Synergizing tools for capacity assessment and One Health operationalization Rev. Sci. Tech. Off. Int.
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Focus on Italian policies and legislation

What remains out of my focus: broader reflection on the growing interest on One Health in

Italy
. . . A \'\“) )
- from the viewpoint of the public R
) : e T o s P 2,
...from the viewpoint of initiatives of italian institutions = i #
Ca 4 =
B s L > Y
- - ) 4 —l’ *
ADESIONI E OBIETTIVI . :54“ [ 4 p '4 ;‘ /
One Health: presentato alla Camera l'intergruppo @ 3 P, AUMN
parlamentare iy el N |
h\'@ 26, tra deputati e senatorl, | parlamenta dﬂg
iary 1A ey bl 1talian National Institute of Health report

on OH initiatives (2018-2021)
https://www.iss.it/documents/20126/0/All+for
(;o«hemdew-:Vlm‘aLucaselli(rmmqu.s!»:i o aderito, a +OH+'+ISS+F|na|+Draft+1 8'5.pdf/297891 39'
oggl, 26 tra deputati e senatori di tutti glt schierament| Oa66-ff8e-c4e6-228f4’| 88bfa9
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...from the viewpoint of academia (research and formative initiatives)

£ Jursdakd Dachracdes, or ol O Hieak® 10 (2009 100146

Annual scientific production

Mg 2. Ratio of ansual scentific prodoction of One Msalth articles

ROMA
TR[: B arowio s ORAIICA ©  AXERCA S TRRZAMISUONE = STUDENTI +  WTERNADIONALE & SERVIZI S DSAETIMENT! § SCUOLE +

20110765 - Attivita: One Health’, la tutela della salute oltre i confini nazionali e disciplinari
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Analysis of a selection of legal texts

il

A) Policy documents ‘

« express reference to One Health

B) Legislation (primary legislation and subordinate legislation - regulatmns-_}_l[ . selection

C) ltalian constitution
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1) National Prevention Plan 2020-2025’. Ministry of Health on 6th

August 2020

\U
One Health centrality from a quantitative and // Dedistere ,//4, . /,, Godt
qualitative viewpoint Diions Orsy el PrvesionsSescn
*«  mentioned 50 times in 200 pages.
* described as the first “vision" and “principle’ that Piano Nazionale della
the plan aims to “reinforce” Prevenzione
+ connected with Agenda 2030 SDGs ("holistically V—~ 2020-2025
addressall socio-cultural, environmental, relational E (%) 6
and emotional determinants that influence health") SUSTAINABLE ﬂ
« methodologically applied by the Plan B DEVELOBNIENY a
(“collaboration at all levels” *multistakeholder GCALS o~
governance; shared and participatory L) ¥

programming; active involvement of communities
in decision-making processes’)

the achievement of the highest attainable standard of health,

wellbeing, and equity worldwide through judicious attention to the

- defined human systems—political, economic, and social—that shape the

- mentioned 5 times, future of humanity and the Earth’s natural systems that define the

- presented contradictory manner in its relation safe environmental limits within which humanity can flourish” (2015,
with OH Lancet Commission on planetary health)

Which role for Planetary Health?
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2.1 L'ottica One Health e gll oblettivi di sviluppo sostenibile dell'Agenda 2030
dell'ONU

Il PNP 2020-2025 rafforza una vistone che considers fa saluie come rsultato di uso svilippo
armonico ¢ sostenibile dell*essere umano, della natura ¢ defl ambiente (One Hoaltk).

Per gamntire a tuti i cittading un faturo all®insegna di wno sviluppo in sadute e pid sostenibile,
occorre affrontare it | determimant socso-culturali, ambiental, relszsonali ed emotivi che influenzano
salute, mtraverse una programmazione malristekenoldder, condivisa ¢ partecipata, con 8 coinvolgimento
ativo delle comunitd nei peocessi decisiomali. Cié ¢ in linea con 'approccio Owe Health che,
rconoscendo o |a salute delle persone, deghi amimals ¢ degh ecosistemi Sot0 MICICONNESE, Promuove
Iapplicazione di un approccio multidisciplinare, intersettoriale ¢ coordinato per affrontare i rischi
potenziall o gid csistenti che hanno arigime dall"interfaccia tra ambicnte-animali-ccosistemi.

Llapproccio One Health consente di affrostare ks questione trasversale della biodiverssta ¢ delia
selute umans, cosi come il contmsta efficace all'antimicrobico-resissenza, problema crescente di
dimensions globali, o come il contrasto all'emergenza di epidemic ¢ pandenyie che trovano origine nelle
manomissioni ¢ degrado degli ecosis con guenti trast di patogeni dspillover) dalla fauea
sclvatica 2 quelln domestica, con seccessiva tasmissiooe all'womo.

La drammatica reconte esperienza della pandemnia da SARS-COV 2 ha nmarcato come uomo,
antmaly ¢ ambiente sxn0 foctementc connessi in una relazione & interdipendenza ¢ ha reso corsapevoli
che potrebbero presentarsi nuove emergenze per la diffusione di altri microorganismi patogeni a causa di
modifiche ¢ trasformazionl ghoball degh evosisteny, anche conseguents ad attivith umane lmspestose
dell’zmb {defor ) alle i imensivi, ecc.). L'epid ha la consapevolexza
che Je risorse del plancta, sea naturali sin di beni msensall, son sono Hlimitate ¢ che & pecessario abstuarsi
a mgionare m termini di iispamio ¢ & uno stile di vita diverso, pid misarato ¢ solsdale. Inaltre ha ponato
alla buce le gid mote implicazioni dell’equita sulln salute, dal momento che le fasce debali della
popolazions (anzisni, malati cromicl, ecc.), le quali Bon soeo equamente dissnbuite rispetto a fanon
sociali, geografic, ecc., sono nisultate essere quelle maggsormente colpite dal virus pid e suscettibili alle
Aue comseguenae sfavorevoll

Lonpproccso One Heaith mira & fcomprendere in unk stralegla conwne sanitd wmana ¢ animale,
contrasto del carmbiamento climatico ¢ difesa della biodiversita del pianeta, secondo una logica m cui la
prevenzions mppresenta |'elemento centrale per salvaguardare in ogni comunich, dal Hivello locale fino al
livello mondiale, "beni conmmi™ come la salute, I'ambiente ¢ l2 bicdiversita.

L approvazane dell”Agenda 203, com 1 waoi 17 obiettivi, concepiti come inscandibili ¢ persati in
modo da integrarsi ¢ inferagire tra loro, ha rappresentalo ung evolwsdone verso un approccio combinalo, in
cul tusti gl obsettivi tengona conto degli aspetti economici, sociali ¢ ambiental: ¢ mirano a poere fine alla

8
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2) “Italian Action Plan vs Antimicrobial Resistance (AMR) 2022-2025"

Ministry of Health on 30th November 2022

One Health approach in its traditional context but with

new features > G
« appliedin a traditional field (fight against AMR) Piano Nazionale di Contrasto
« mentioned as first general objective («Strengthen the B e e

One Health approach, including through the
development of coordinated national surveillance»);

+ methodologically applied by the Plan (inclusive and
integrated governance)

» defined («is an approach for designing and
implementing programmes, policies, regulations and
research that involves different sectors communicating
and working together to improve public health
outcomes. It is particularly important in combating
antibiotic resistance, but also for other areas such as
zoonoses control and food safety»)

Which role for Planetary Health?
None
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“Piano Nazionale di Contrasto all’Antibiotico-Resistenza (PNCAR) 2022-2025”
MS approvato in Conferenza Stato-Regioni il 30 novembre 2022

«nasce con |'obiettivo di fornire al Paese le linee strategiche e le indicazioni operative
per affrontare 'emergenza dell’ABR nei prossimi anni, seguendo un approccio
multidisciplinare e una visione One Health, promuovendo un costante confronto in
ambito internazionale e facendo al contempo tesoro dei successi e delle criticita del
precedente piano nazionale.

La Strateaia nazionale di contrasto all ABR definisce inoltre sei obiettivi aenerali ber
ridurre |

1 Rafforzare l'opproccio One Health, anche attraverso lo sviluppo di una sorveglianza nazionale

coordinata dell’/ABR e dell’'uso di antibiotici, e prevenire la diffusione della ABR nell'ambiente;
= Rafforzare la prevenzione e la sorveglianza delle ICA in ambito ospedaliero e comunitario;

3 Promuovere |'uso appropriato degli antibictici e ridurre la frequenza delle infezioni causate do
microrganismi resistenti in ambito umano e animale;
One Health: & un approccio per disegnare e implementare programmi, politiche, normative e
ricerca che prevede che diversi settori comunichino e lavorino insieme per migliorare gli esiti di
salute pubblica. E particolarmente importante nel contrasto all’antibiotico-resistenza, ma anche
per altre aree quali controllo delle zoonosi e sicurezza alimentare.
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3) Decree 23 May 2022, No. 77 Regulation defining models and standards for

the development of primary care in National health service

One Health enters in hard law as a strategy with broader COVID-19 crisis- Next generation EU - Recovery and

scope Resilience Facility

« described as a «strategy» to be considered in the
promotion, prevention and protection of community health

+ presented in “weak” relation with Agenda 2030 SDGs
(“health as a result of harmonious and sustainable
development of human beings, nature and the
environment”)

+ only mentioned with reference to the method (“fostering a

+ Italia

close synergy with the different articulations of local "+ « *domani
communities, agencies and institutions concerned”)

National Recovery Plan

Which role for Planetary Health? MISSIONE 6: SALUTE

contradictory definitions ———

-synonym for taking care of the person in holistic terms, with a Mect- R 0| OSSMITA sTRUTIUREE
focus on mental health and the most fragile conditions TERTORALE '
- holistic approach that complement OH it Tae

1 5','63 NAZIONALE

§r; PROHTECT H==x- Proximity networks, structures and telemedicine for primary health
S S At care and national health, environment and climate network



4) Decree-Law 30 April 2022, No. 36 Further urgent measures to

implement the National Recovery and Resilience Plan

Establishing the National System for Preventing Health from
Environmental and Climate Risks (“SNPS" art. 27)

One Health as a method

SNPS shall act “through the application of the integrated ‘one-health’

approach, interacting with the National Network System for the

environmental protection

OH s

« connected with a broader dimension involving social dimension and
equity values

« not fully methodologically applied (reference to communities and
vulnerable people but no means for their involvement)

« not reflected in the composition of the SNPS (governance linked to
the health sector)

* not neglected in its environmental dimension as far as SNPS is
conceived to interact with the National Network System for the
environmental protection SNPA)

%” PROHTECT -':“—-’-:
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GAZZETTAQUFFICIALE

DELLA REPUBBLICA ITALIANA

DECRETO-LEGGE 30 aprile 2022, n, 36
Ulteriori misure urgenti por I'attuazione del Piano
nazionale diripresa e resilienza (PNRR),

(GU n.100 del 30-4.2022) Vigente al: 1.5.2022

Which role for Planetary Health?
As an evolution of One Health




oo
e,

d.l. 30 aprile 2022, n. 36 Ulteriori misure urgenti per I'attuazione del Piano nazionale di ripresa e resilienza
(PNRR), conv.
con mod. dalla L. 29 giugno 2022, n. 79 (in G.U. 29/06/2022, n. 150)

Art. 27

Istituzione del Sistema nazionale prevenzione salute dai rischi ambientali e climatici
1. Allo scopo di migliorare e armonizzare le politiche e le strategie messe in atto dal Servizio sanitario
nazionale per la prevenzione, il controllo e la cura delle malattie acute e croniche, trasmissibili e non
trasmissibili, associate a rischi ambientali e climatici, e delle zoonosi € istituito il Sistema nazionale
prevenzione salute dai rischi ambientali e climatici, di seguito « SNPS».
2. Il SNPS, mediante |'applicazione dell'approccio integrato «one-health» nella sua evoluzione
«planetary health» e tramite I'adeguata interazione con il Sistema nazionale a rete per la
protezione dell'ambiente, di cui alla legge 28 giugno 2016, n. 132, di seguito «SNPA», concorre al
perseguimento degli obiettivi di prevenzione primaria correlati in particolare alla promozione della
salute, alla prevenzione e al controllo dei rischi sanitari associati direttamente e indirettamente a
determinanti ambientali e climatici, anche derivanti da cambiamenti socio-economici, valorizzando
le esigenze di tutela delle comunita e delle persone vulnerabili o in situazioni di vulnerabilita, in
coerenza con i principi di equita e prossimita.
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https://www.normattiva.it/uri-res/N2Ls?urn:nir:stato:legge:2016-06-28;132

Segue: le funzioni del SNPS

3. Ai fini di cui al comma 2, il SNPS svolge le seguenti funzioni:

a) identifica e valuta le problematiche sanitarie associate a rischi ambientali e climatici, per contribuire alla definizione e
all'implementazione di politiche di prevenzione attraverso l'integrazione con altri settori;

b) favorisce l'inclusione della salute nei processi decisionali che coinvolgono altri settori, anche attraverso attivita di
comunicazione istituzionale e formazione;

c) concorre, per i profili di competenza, alla definizione e all'implementazione degli atti di programmazione in materia di
prevenzione e dei livelli essenziali di assistenza associati a priorita di prevenzione primaria, assicurando la coerenza con
le azioni in materia di livelli essenziali delle prestazioni tecniche ambientali (LEPTA), di cui all'articolo 9 della legge 28
giugno 2016, n. 132;

d) concorre alla individuazione e allo sviluppo di criteri, metodi e sistemi di monitoraggio integrati, anche avvalendosi di
sistemi informativi funzionali all'acquisizione, all'analisi, all'integrazione e all'interpretazione di modelli e dati;

e) assicura il supporto alle autorita competenti nel settore ambientale per l'implementazione della valutazione di
impatto sanitario (VIS) nell'ambito della valutazione ambientale strategica (VAS), della valutazione di impatto
ambientale (VIA) e dell'autorizzazione integrata ambientale (AlA);

((e-bis) predispone una relazione annuale in merito ai campi di intervento, alle prospettive di ricerca e di
implementazione delle proprie funzioni e ai possibili interventi normativi, ai fini della sua trasmissione alle Camere da
parte del Governo)

qp PROHTECT M=z
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Segue: la composizione del SNPS

4. Fanno parte del SNPS, operando in coordinamento tra loro, in una logica di rete:

a) i Dipartimenti di prevenzione di cui agli articoli 7 e 7-bis del decreto legislativo 30
dicembre 1992, n. 502, in coerenza con le previsioni di cui all'articolo 7-ter, comma 1, lettera
b), del medesimo decreto legislativo;

b) le regioni e le province autonome di Trento e di Bolzano, anche con funzioni di
coordinamento in rete dei Dipartimenti di cui alla lettera a) tra di loro e con le altre strutture
sanitarie e socio-sanitarie, nonché con gli altri enti del territorio di competenza, che
concorrono al raggiungimento degli obiettivi del SNPS;

c) gli Istituti zooprofilattici sperimentali di cui al decreto legislativo 30 giugno 1993, n. 270;

d) l'lstituto superiore di sanita, con compiti di coordinamento e supporto tecnico-scientifico;
e) il_Ministero della salute, con compiti di indirizzo, programmazione, monitoraggio e
comunicazione istituzionale, anche mediante I'adozione di apposite direttive.
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The Structure of the National System for Preventing Health from Environmental and

Climate Risks (“SNPS") (Art. 27, Decree-Law 30 April 2022, No. 36)

Mnistoon il Tl
Ministry of Health

2
iONE (direction, planning, monitoring)
prevention departments National Institute of
(structure within regional SNPS P (coordination)
healthcare facilities) 53

Network model

Istituti

- Zooprefilattici

Sperimentali

IZS

Ny PROHTECT M=
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The Structure of the Regional System for Preventing Health from Environmental and Climate

Risks (“SRPS”) (Decree Ministry of Health 9 June 2022)

“ DIPARTIMENTO

regional ‘h-e-althcare Network model

facilities PP (regional level)
prevention departments CEERERECIEESN NB task force established within
(operating within regional SRPS dellverlnghgalth—soual
healthcare facilities) SErvices

each SRPS to ensure intersectorality

involving those areas whose policies

—_— have impact on the environment-
I 35S0 ematticl health-climate interfaces

NB emphasis on effective

‘) intergration of information

zooprophylactic other entities within )
institutes the territory @ systems at regional level

IZS
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The Structure of coordination between the National System for Preventing Health from Environmental and

Climate Risks (“SNPS”) and the National System for the Environmental Protection (“SNPA")

Cabina di
regia

(Presidency of

the Council of
Menistere s Tttt ministries)

composed by:

o representatives SNPA
1 “ DIPARTIMENTO
LS SNPS S of
e COM Higher Institute for Regional
e e Pegions Environmental Environmental
Pl | SNPS and ;:aostg;?(?f? and Protection Agencies
Min. of H.
Min. of E. A4 . ARPALAZIO
spinoasds et by q‘};ARPA PUGLIA
Decree of The President Of The Council Of Ministers 29 March 2023 arpa
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Cabina di regia

Tasks:

- to ensure full alignment and coordination between subjects composing
SNPS and the SNPA, taking on a role of facilitator in a logic of synergistic
collaboration between institutions;

- to adopt directives aimed at promoting and harmonizing the policies and
strategies implemented by the institutions that make up SNPS and SNPA,
also for the purpose of effective integration of information systems

- to deliver the three-year program Health, environment, biodiversity and
climate, which determines the priorities of action building on an
intersectoral model «in line with the One health approach in its evolution
Planetary health> (still not adopted)

Decree of The President Of The Council Of Ministers 29 March 2023
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5) Decree Of The President Of The Council Of Ministers No 196 of 30 October 2023
Regulation on the organization of the Ministry of Health

Department of human
health, animal health
and ecosystem (One

Health), and
international relations

12 directorates-general 12 directorates-general + 4 Departments
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) Decree Of The President Of The Council Of Ministers No 196 of 30 October 2023

Regulation on the Ministry of health organization

One Health as a conceptual framework

« connected with a broader dimension
involving living conditions and well-being of

people
« implemented in its environmental Which role for Planetary Health?
dimension and in connection with animal None
health and welfare (equal treatment to all
pillars)
« connected to nutrition, food and nutrition
education

« not fully methodologically applied
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DPCM 30 ottobre 2023, n. 196 - Art. 18 Competenze

1. Il Dipartimento della salute umana, della salute animale e dell'ecosistema (One Health), e dei rapporti internazionali, in aggiunta alle
funzioni di cui all'articolo 4 e alle attivita' di supporto per il Ministro nelle materie di propria competenza, prowede altresi' alle attivita' di
coordinamento e di vigilanza, anche avwvalendosi del Comando Carabinieri per la tutela della Salute, in tema di:

a) individuazione, definizione, valutazione, informazione e promozione di corretti stili di vita, in relazione all'ecosistema, all'ambiente di vita e
all'ambiente di lavoro;

b) esercizio delle competenze statali in materia di nutrizione, alimenti ed educazione alimentare;

¢) valutazione del rischio in materia di sicurezza alimentare;

d) salute animale, farmaci veterinari e benessere degli animali;

e) coordinamento e finanziamento degli Istituti zooprofilattici sperimentali e vigilanza sugli stessi;

f) ricerca e sperimentazione nel settore alimentare e veterinario;

g) tutela dell'ambiente e dell'ecosistema, delle condizioni di vita e di benessere delle persone;

h) attuazione del decreto legislativo 9 aprile 2008, n. 8, per il personale in servizio, assegnhato owero in posizione di distacco o comando negli

Uffici veterinari per gli adempimenti comunitari (UVAC) e Posti di controllo frontalieri (PCF), per il tramite dei dirigenti titolari degli uffici;

i) funzioni statali in materia di assistenza sanitaria ai cittadini italiani all'estero e di assistenza transfrontaliera, di cui al decreto del

Presidente della Repubblica 31 luglio 1980, n. 618, al decreto legislativo 4 marzo 2014, n. 38 e al decreto legislativo 25 luglio 1998, n. 286, ferme

restando le competenze del Ministero degli affari esteri e della cooperazione internazionale;

I) coordinamento dei rapporti con gli organismi internazionali e della partecipazione alle relative attivita' e incontri a livello internazionale

(Unione europea, Consiglio d'Europa, Organizzazione per lo sviluppo e la cooperazione economica, Organizzazione mondiale della sanita’,

Organizzazione mondiale della sanita' animale, Organizzazione delle Nazioni Unite per I'alimentazione e I'agricoltura e altre organizzazioni

internazionali o agenzie specializzate); promozione della collaborazione sanitaria in ambito europeo e mediterraneo; coordinamento e

monitoraggio delle attivita' internazionali svolte dalle regioni in materia sanitaria; coordinamento, in base agli indirizzi del Capo del dipartimento,

delle attivita' e delle iniziative delle Direzioni generali in materia di progettazione, destinazione e utilizzazione dei fondi strutturali europei;
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m) promozione dell'attuazione delle convenzioni, delle raccomandazioni e dei programmi comunitari e internazionali in materia
sanitaria; svolgimento delle attivita' connesse alla stipula degli accordi bilaterali o multilaterali del Ministero in materia sanitaria, ivi compresi,
in raccordo con la Direzione generale di cui all'articolo 15, quelli europei ed internazionali in tema di assistenza sanitaria;

n) supporto tecnico in ambito sanitario al Ministero degli affari esteri e della cooperazione internazionale e all'Agenzia italiana per la
cooperazione allo sviluppo e, ferme restando le competenze di questi, coordinamento delle attivita' di programmazione e di indirizzo svolte
dal Ministero della salute ai fini dell'elaborazione di linee strategiche sulla salute globale e sulla politica sanitaria internazionale dell'ltalia;

0) cura del contenzioso e affari legali nelle materie di competenza del Dipartimento;

2. |l Dipartimento esplica le funzioni spettanti al Ministero quale Autorita’ nazionale di riferimento dell'Autorita’ europea per la sicurezza
alimentare, avvalendosi della Direzione generale dei corretti stili di vita e dei rapporti con I'ecosistema, curai rapporti con la World
Organisation for Animal Health (WOAH) e la Food and Agriculture Organization (FAQO) e, per le materie di competenza, con I'Unione
europea, il Consiglio d'Europa, I'Organizzazione mondiale della sanita' e le altre organizzazioni internazionali.

3. Nell'ambito del Dipartimento opera il Centro nazionale di lotta ed emergenza contro le malattie animali di cui all'articolo 5 del decreto
legislativo 5 agosto 2022, n. 136.

4. 1l Capo del Dipartimento della salute umana, della salute animale e dell'ecosistema (One Health), e dei rapporti internazionali svolge le
funzioni di Capo dei servizi veterinari italiani - Chief Veterinary Officer (CVO) nelle istituzioni europee ed internazionali, nonche' le
funzioni di presidente del Centro nazionale di lotta ed emergenza contro le malattie animali e delle rispettive articolazioni, ai sensi dell'articolo
5, commi 3 e 4, lettera a), del decreto legislativo 5 agosto 2022, n. 136, ove in possesso della professionalita’ medico-veterinaria. Qualora
non ricorra tale condizione, il Ministro conferisce le anzidette funzioni a un direttore generale del Ministero in possesso della predetta
professionalita’.
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6) Constitutional Law No. 1 of 11 February 2022 ‘Amendments to

Articles 9 and 41 of the Constitution on environmental protection’.

Is There One Health? / fundamental principles
Art. 9
The Republic shall promote the development of culture and of scientific and Q
technical research. It shall safeguard the natural beauties and the historical and i
artistic heritage of the Nation. It shall safeguard the environment, P e
biodiversity and ecosystems, also in the interest of future generations. State chuhhlic;;lluligm;g

law shall regulate the methods and means of safeguarding animals .

Art. 41 negative constraints («produce, but do no harm to health and environment.s)
rt.

Private economic enterprise shall have the right to operate freely.
It cannot be carried out in conflict with social utility or in such a manner as may

harm health, the environment, safety, liberty and human dignity.

The law shall determine appropriate programmes and checks to ensure that

public and private economic enterprise activity be directed at and coordinated

for social and environmental purposes.

paves the way for positive obligation («produce to
improve the environment») economic steering by
the public authorities
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Conclusive remarks

Pathways to move forward

Is it enough?
- gaps from a conceptual perspective -> embrace the more g
comprehensive definition of One Health put forward by the
OHHLEP and better evaluate relations with Planetary health
- gaps from an organisational perspective -> interinstitutional
integration (Ministry of Health and....?; improve experience as
the SNPS-SNPA cooperation)
- gaps from a methodological perspective -> shared governance
and inclusiveness (all segments of society, academia, and the
private sector) to build public consensus )

NI
Moving forward with One Health lens
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