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European Green Deal

I A new Circular Economy Action Plan I

I ¢ Strategy on the sustainable use of chemicals

Transition to a
Circular Economy

I Biodiversity Strategy for 2030 I

» The European Green Deal was |

launched by the Commission in
December 201 9_ natural capital

¢ TBD with the

» The European Green Deal is a European

k f | o ey . . ?ﬁ:??:é?:fu Achieving Climate Green
package of policy initiatives, Neutralit

® Clean Air and Water Action Plans

A zero pollution Europe

Farm to Fork —__Gavm to Fork Strategy
= ® Vision for Inclusive
The transformation of Rirel Areas
agriculture and rural areas ® Africa Europe agenda
Towards a modernised and
o
simplified CAP
: : o Leave no one behind
Financing the transition o=
Taxation directive (Just Transition)

reaching climate neutrality by [ l

® European Investment Bank as European Climate Bank @ Just Transition Instrument, including the Just Transition Fund
2 O 5 O . ® Sustainable Europe Investment Plan ® Mainstreaming the Just Transition in the MFF
® Green Financing Strategy
® Mainstreaming climate transition and sustainability in the MFF

. . Climate Pact Deal
which aims to set the EU on the pewmm—
path to a green transition, * Revewvery AligHbi eneigx

Carbon Border Tax
Legislation

® European

with the ultimate goal of

Review Energy
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Focused on achieving
environment, sustainability
and climate targets.

Global and EU legislation (E.g.,
Climate for action, Green Deal,

Climate, Patients, Supply, Innovation
and Regulatory Flexibility

REACH, the Montreal Protocol and

Kigali amendment etc) will
increasingly impact supply of
medicinal products.

%
2z s}

Changes to regulations and General principles applied to all changes to
products can negatively impact enable sustainable medicines’ supply.
supply.

* Reducing the climate and enviroment impact of
medicines through introduction of alternative
manufacturing processes and materials is a key
area of innovation.

It is vital to ensure that critical
medicines remain available to
patients globally.

EU medicines regulators can play a vital
role in enabling innovation to support
climate and environment goals.

1949 - 2024
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Injuries, fatalities,
mental health impacts

Severe

" Weather
Heat-related illness

and death,
cardiovascular failure

Extreme

Environ-
mental

Forced migration, Do

civil conflict,
mental health impacts

Water and Food
Supply Impacts

Malnutrition,
diarrheal disease

Combatting Climate Change

Asthma,
cardiovascular disease

Air ~
Pollution Malaria, dengue,
encephalitis, hantavirus,
Rift Valley fever,
Changes Lyme disease,
in Vector ¥
Eeology chnkun.gun'ya.
West Nile virus

Increasing
Allergens Respiratory

allergies, asthma

Water
Quality Impacts

Cholera,
cryptosporidiosis,
campylobacter, leptospirosis,
harmful algal blooms

Whitg Paper on Climate Chand

An EFPIA survey observed a 10% cut in scope
1 and scope 2 CO, emissions between 2020
and 2022. This is equivalent to 1.5 million
tons of CO, and was achieved despite a
significant net sales increase.

95% of EFPIA companies engage with
downstream suppliers on climate action
targets.

70% have long-term targets for reducing
scope 3 emissions generated by suppliers, and
45% have short-term targets.

hite Paper on Circular Econo!

80% of survey respondents reported using the
greenhouse gas protocol (GHP)

Benchmarked against high-impact industry
sectors (such as chemicals), the
pharmaceutical sector's global CO, emissions
are reported to be about 10 times lower in
absolute emissions

1964 - 2024
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CARE FOR PEOPLE

& OUR ENVIRONMENT

Pharmaceuticals in the Environment

> &% iPiE —+ g PREMIER

OF MEDICINES IN THE ENVIRONMENT

oiree

QM RRE

PHARMACEUTICAL
SUPPLY CHAIN
INITIATIVE

Building responsible supply chains

<) : : :
> MISDISPOSAL= > cam.palgn to Ta!se awarene§s on how to dispose of unused or
expired medicines appropriately in Europe

MANUFACTURING SRS A I ontify amd ot
EEFLUENTS stablish a shared set of principles to identify and mitigate

MANAGEMENT the pc?tentlal impacts of active pharn7aceutlcalllngred/ents
(API) in wastewater from manufacturing operations.

Designed to strengthen the current ERA process and industry’s
commitment to conduct robust and risk-based ERAs without

compromising environmental protection or patient access to
medicines across the life cycle of the API.

Balancing challenges on Urban Wastewater Treatment with

> EPR ——» access to Medicines in Europe.

/

Responsible supply chain management and better business
conditions across the industry.

Common antibiotic manufacturing framework and science-based
. . . . * 1949 - 2024
assessments effectively control antibiotic releases

1964 - 2024 CONSEIL DE L'EUROPE



https://www.imi.europa.eu/projects-results/project-factsheets/premier
https://www.imi.europa.eu/projects-results/project-factsheets/ipie
https://aesgp.eu/eco-pharmaco-stewardship
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Sustainable Chemicals

EU Strategy for
EDQM driven activities Sustainable Chemicals

- Published in October 2020

A universal PFAS ban: availability of medicines, manufacturing,
jobs and economic growth will be put at risk

Concrete actions

- Actions

o  Avoid and reduce use of hazardous reagents (replacing + ban the most harmful chemicals in consumer products

hexane by heptane, reduce use of chloroform, dioxane, - phasing out the use of per- and polyfluoroalkyl

etc.) substances (PFAS) in the EU, unless their use is essential
o  Reduce the amounts of solvents * boosting the investment and innovative capacity for
o Avoid use of Mercury and mercury compounds production and use of chemicals that are safe and

sustainable by design

Restrictions stemming from EU legislation « promoting the EU's resilience of supply and
o  Replacement of substances of very high concern sustainability of critical chemicals
o  New amendment to annex XIV of REACH: DEHP as PVC + establishing “one substance one assessment” process

* Lead globally by championing and promoting high

lasticizer
P standards and not exporting chemicals banned in the EU

o  EU regulations on fluorinated gases
o Impact on anesthetics and propellants and heating

systems Industry is active

Future considerations - planning ahead Sugg{q{rtts substitution however must avoid regretable
2o supbstitution
o  Restrictions planned for Polyfluoroalkyl substances o _ N
(PFAS) (Awaiting decisions on the scope of the - Public private partnership opportunities o
restriction) - Close consideration of supply chain risk and possible —_——
o  PVC and additives — waiting on Commission restriction shortages of medicines

1949 - 2024
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https://echa.europa.eu/registry-of-restriction-intentions/-/dislist/details/0b0236e18663449b
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Animal Welfare

(Human and Veterinary) V] eth 0 d Ol 0 | es
2012 2020 g
Reduction of unnecessary use of animals in pertussis vaccines
\/ Ad_opt:on ofd8_0 vet v_accme monographs reducing the number of EFPIA members are committed to the science-
animals used in testing .
v' ELISA alternative introduced in Assay of hepatitis A vaccine based phase-in of methods to replace the use of
5 Revision o; testing strategy for extraneoufs agents animals for scientific purposes and the deletion of
Revision of general monograph Vaccines for veterinary use . .
(0062): reduction of animal testing for veterinary vaccines animal tests which are obsolete or redundant. |
v' Provision for additional systems for monitoring of production R—— e e et s i
consistency and in vitro alternatives * .1 | .1.
v' New chapter in Ph. Eur: Substitution of in vivo method(s) by in ’ Ak J f
vitro method(s) for the quality control of vaccines PP _ ‘ 4
v Revised Monocyte-activation test, an alternative to pyrogen CommISSIOn Roadmap to phase s
Suppression of the Test for Abnormal Toxicity from 49 . .
monographs of the European Pharmacopoeia Out use Of anlma|S for (Chem|ca|)
v' Replacement of the Histamine sensitisation test (HIST) for r 1 o | FROMIMITO IHI
residual pertussis toxin testing Safety assessments ]y [
v' Review of toxicity testing requirements for tetanus vaccines -
three animal tests have been suppressed . . o cox
v' Review of veterinary vaccine monographs to promote the 3Rs > To be published in 2026
» Active engagement across all key players
Next — 2026: 898 y Py

Endotoxin = the possibility to replace the “LAL” > Close consideration of Supply chain risk an

reagent (horseshoe crab) by the recombinant factor C
Pyrogen - development of a new strategy to phase
out the Rabbit Pyrogen test
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Many ambitious initiatives:*

Sustainable materials

» Recycling/circularity, bio-derived, PVC-free
packaging, ePIL....

Chemistry

» Low-carbon or recycled solvents, use of
surfactants, green chemistry routes....

Raw Materials

» F-Gas, PFAS replacement, non-animal
derived materials (LAL)...

Manufacturing

» Process intensification, water, energy use,
sterilisation, transport and storage....

*Source: EFPIA MQEG and EHSEG joint brainstorm, February 2024

= e :

—)

Innovation and regulatory flexibility to meet
climate environmental and sustainability goals

Critical enablers

e Consistent frameworks to assess climate &
environmental impact

* Medicines regulators' input to enable innovation
to meet climate and environmental goals

ion and Regulatory Flexibility to achieve Climate, Envi
and Sustainability Goals

G

Author: EFPIA MQEG ® Date: 05/2023 ® Version: Final

Introduction

Currently, many changes to medicines and their supply chains are being driven by environmental,
chemical, food and climate legislation, developed without consideration of how these can
introduced into medicinal products supply to ensure patients’ access.

Flexibility and support for tion in the (re) and supply of medicines to a
limate, environment and sustainability targets should be a priority goal for EU medicines r

ucing the environmental impact of medicinal product development and manufacturing

B ea of low-carbon innovation and pollution control. Changes to products, their s

1N anufacturing processes to reduce the Global Warming Potential (GWP) and/or im\

) lent can be achieved through innovation
3

REEN  nies are actively ility and
s mplesinclude establishing CO; reduction targets, switching to alternative
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Net Zero: the inevitable future of healthcare

HEALTHIER PLANET
HEALTHIER PEOPLE

Discover how the NHS is becoming greener. Search Greener NHS

Sustainability
Leadership for
Greener Health and
Care Programme

Classification: Official m

Delivering a ‘Net Zero'
National Health Service

INHS|

How to produce a Green Plan:

A three-year strategy
towards net zero

°

=

Global Road Map /. A ' L ! g D S =) i T @ él—]LE .jj

for Health Care
Decarbonization

A navigational tool
for ackbeving Tero emissons
with imate restberce

a0d heath equity

www.england.nhs.uk/greenernhs

e e i

. eoo
SN UK International
ATACH @&\ world Health == Develonment ¥ NET ZERO
::;T::::?ul:::;:::;m &J Organlzat'on Parinership | Progress Presperity “

WHO hostod network

14 July 2023 | BMA House, London

Delivering greener

care fora
healthier future

Did you know...

Improving your lung
health can help you and
the environment?

Talk to your healthcare professional at your next appointment.

Asthma + Lung UK and NHS England are working in partnership to
support you to live better with your lung condition and help the environment.

Scan the QR code to find out more

COUNCIL OF EUROPE
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Low carbon care settings

Provide the right care, at
the right time in the right
place

Keep people healthy over
their life course

NHS England. Areas of focus. 2022. Available here:
https://www.england.nhs.uk/greenernhs/a-net-zero-nhs/areas-of-focus/
(Accessed November 2023)

Lower Carbon Models are Key to Becoming Net Zero

1. PREVENTION

Promoting health and
preventing disease by
tackling the causes of
illnesses and inequalities

PRINCIPLES OF

SUSTAINABLE
CLINICAL PRACTICE

3. LEAN SERVICE
DELIVERY

Streamlining care
systems to minimise
wasteful activities

Mortimer, F. The Sustainable Physician. Clin Med 10(2). April 1, 2010. D110-111.

2. PATIENT SELF-CARE

Empowering patients to
take a greater role in
managing their own
health and healthcare

4. LOW CARBON
ALTERNATIVES

Prioritising treatments
and technologies with a
lower environmental

impact
CENTRE for
SUSTAINABLE
HEALTHCARE

Centre for Sustainable Healthcare. What we do.
2023. Available here:

https://sustainablehealthcare.org.uk/what-we-do
(Accessed October 2023)
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» We are a partnership of healthcare

companies and other health
agencies drawn together to address
some of the most pressing
sustainability issues in global
healthcare.

Our purpose is to facilitate the
journey towards good health and
wellbeing on a finite planet,
through open-minded collaboration
across public and private

healthcare.

Sustainable
Healthcare
| Coalition

About the Sustainable Healthcare Coalition

Our core group draws in participation from other health
system players including trade bodies, state healthcare
providers, public health institutions and international agencies.
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Measuring the Impact of Care Pathways

CARE PATHWAYS MODULES

* GP consultation

‘ ‘ Patient travel
» World's first guidance on how to measure

the carbon footprint of pharmaceuticals
and medical devices and the
environmental impact of whole care
pathways through freely available

Emergency Department
visit

Inpatient bed day

guidance; * Surgical procedure % s
. (] - Second Edition
» Understand the current footprint of Self-management
services and how innovation can - Diabetes Management S EERM

transform healthcare systems through
case studies;

Patient
' ) patient + travelto = pgﬁ\:\?ay
» Freely available guidance and an online Hospital

calculator: https://shcoalition.org/patient-
care-pathways

Patlent Care Pathway Carbon * a:ﬁ;‘ri‘l;gl:? COUNCIL OF EUROPE
Calculator Coalition

*75*
* *

*
Start Calculation
- 1964 - 2024 CONSEIL DE LEUROPE
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Carbon footprint of renal haemodialysis
services at Newcastle UTH informing local and
national carbon reduction plans with an
international carbon calculator;

Shifting towards prevention and early
intervention such as testing for pre-eclampsia,
vaccination for influenza, and modifying
disease progression;

Digital innovation to reduce impact;

General practice carbon calculator to identify
and manage non-clinical emission hotspots;

Measuring the impact of clinical trials with
a standardised framework.

change by learning together:

Clinicians Driving Innovation

AstraZeneca

Sustainable
Healthcare

3

g'w"”"‘h
ICHD Carbon Calculator
()

In-centre haemodialysis carbon calculator

Country Code:
[
t O
ustainal 4
iealthca

Trusted partnerships join up the system and accelerate

3;\\

care4today~

oxfora &8

Sustainable
Healthcare

AstraZeneca

o{lof v

NHS|

The Newcastle upon
Tyne Hospitals

NHS Foundation Trust

.
Renal Services
I Peritoneal Renal In-patient
— —— Primary careffHaemodialysis
"c Tr . | Dialysis Transplantation| nephrology
D
\\“ / /A L it & W in-centre HD Home PD Llve.donor
o \9 mon Nt = e progral esﬂ ‘ato

Co-morbidity

Deceased donor
progre

Nph Iogvlll

GP Carbon

See Sustainability

Calculator

In association with

General practice carbon

calculator ”| Boehringer
1[I

Ingelheim

COUNCIL OF EUROPE

A practical calculator for general practices

I Start Calculation >
Outy
nepl

Sustainable
Healthcare

EDQM

x =T~
* 5 W * *
*
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Care Pathways Approach for Renal
Replacement Therapy
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» Pathway mapping of in-centre haemodialysis;
» 21.7 kg CO.e per patient session at NUTH or 3.4
tonnes CO,e per patient per year!
Note: the average global citizen footprint is 4.3 tonnes

2 Greenhouse gases

COZe per year The total greenhouse gas (GHG) emissions for ICHD at NUTH are calculated to be 833,132
kg CO2 eq. over the year 2019. There was a total of 38,425 dialysis sessions in 2019, which

equates to a8 GHG emissions impact of 21.7 kg CO2 eq. per session

These total GHG emissions are broken down into the relative contributions from the

» Hotspots — Utilities, Travel, Pharmaceuticals different care pathway actvties i Figure 2.

Equipment WWT Water supply
~_manufacture 1. 7%/ 0.8%

Staff travel

» Recommendations identified: o
o Work with supply chain on manufacture, _<
packaging + distribution
o Reduce energy use and increase efficiency
o Reduce transport emissions
o Bulk delivery system

The Newcastle upon
Tyne Hospitals

INHS Foundation Trust

b Sustainable
Healthcare
“ Coalition

COUNCIL OF EUROPE

1. The Newcastle upon Tyne Hospitals NHS Foundation Trust. A Care Pathway Environmental Assessment of In-Centre Haemodialysis at Newcastle upon Tyne Hospitals NHS Foundation Trust. 2022. Available here: ‘ ‘
https://shcoalition.org/in-centre-haemodialysis-at-newcastle-upon-tyne-hospital/ (Accessed October 2023) 2. The World Bank. CO2 emissions (metric tons per capita). 2020. Available here: 2

https://data.worldbank.org/indicator/EN.ATM.CO2E.PC (Accessed November 2023) 3. Liyanage T, Ninomiya T, Jha V, Neal B, Patrice HM, Okpechi |, et al. Worldwide access to treatment for end-stage kidney disease: a systematic 1964 - 2024 CONSEIL DE 'EUROPE
review. Lancet (2015) 385:1975-82.10.1016/S0140-6736(14)61601-9
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https://shcoalition.org/in-centre-haemodialysis-at-newcastle-upon-tyne-hospital/
https://data.worldbank.org/indicator/EN.ATM.CO2E.PC
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12 steps to
GREEN A

KIDNEY UNIT

CENTRE for
) SUSTAINABLE
HEALTHCARE

Sustainable
Healthcare
Coalition

UK Kidney Association

Sustainable Kidney Care

Practical Guides for Healthcare Action

Communication: nominate a staff Sustainability Champion to be
the link to best practice with other units and encourage all staff to
join the wider Kidney Care Sustainability Network

Reduce energy
Reduce and decarbonise
patient travel consumption of kidney
care estates

P
Decarbonise energy Focus on acid
. sources concentrates
e S
S e Water Reduce and decarbonise
staff travel
A
Encourage patients to s Move charitable and
bring own blankets to ~ research accounts to
dialysis . greener banks
S
'Con;::d:‘rbizr;on Tackle prevention and
i tailor dialysis
procurement
This is a summary of UKKA Sustanable Kidney Care
Committee’s 12 Steps to Green a Kidney Unit”. For
Develop resilience/ the full version go to- v
contingency plans Networks,sustainabl

« Home FAQs Privacy

W0 O,

ij’i}{s ICHD Carbon Calculator

s,

In-centre haemodialysis carbon calculator

I What is the calculator?

N e e

Sustainable
Healthcare

In association
with
The Newcastle upon
Tyne Hospitals

.

Sponsored by
A
AstraZeneca

https://ichdcarbon.org

EDQM
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Impact of Reducing Chronic Kidney Disease

P Tocay, \ : . :
Progression: Opportunities for Innovation ~ * * |

Tomorrow,
Together

for Public Health

GHG Impact UK CKD
per Control Patient GHG
CKD Stage Patient Day . CK.D Impact
. Population
in Stage (kg (tonnes CO,
CKD treatment — Stages Hospital day case Time Period of Study CO, ec :
2,34,5 shrs 2.4 years
Patient self travel | | | P cper patien Stage 2
ouna i costnin || SR i 0.064 210,000 5,000
Patient self travel Low-intensi day Medicine I T
(round-trip) N bed day prescription’ 1tablet per patient day Stage 3 :
- — for the prescription group (eGFR M] 0.140 214301000 1 241000 ‘ ”
ospital long case reatment L
24t s | Stage 4 0.325 120,000 14,000
Pa?:l:tglsj:rma)“l T l“‘:::':::lw :per patient g:toorge; teGFR 3“_151 1 '
+ ay mﬁent Kl
Patient ambulance e vy DrOgression Stage 5
transp::li'll‘::_'slngre [ ™ I:on:l:‘t:thn Pai;slntglg-l:r:p] J — teGFR <15} 0 325 38|000 5‘000
- o W = Stage 5d
0 treatment - stage 5d o 9.39 30,000 103,000

(Dialysis) (Dialysis)

0.75 tablets 0.36 tablets
per patient per patient. | LRIzl Excluded:
day* ay* ‘ manufacture Infrastructure

|

Medicine | 1tablet per patient day Capital goods
DIa'\fSis 3 sessions prescription® | ' for the prescription group
treatment ; — 0.400
Patient self travel Dialysis — Outcomes Kidney 0.350
(round-trip) session . CKD treatment. | | trarls;ant .
| stagesd (Dialysis) || age 54 L 0.300

&
=
-
=
B g |
* Same rates applied for diuretics and ACEi prescription by CKD stage for both control and SGLT = 2 inhibitor prescription patient H,' 0.250 i
populations. - AstraZeneca -
t Due to the negligible change of prescription rates between CKD stages, the prescription of ARB (+5% increase between Stage 2 — Stage E Q :
5d) and statins (-2% decrease between Stage 2 - Stage 5d) were excluded from the assessment o ™ 0.200 ;
¥ 0.035 kg CO,e per SGLT-2 inhibitor tablet, 0.011 kg CO,e per ACEi tablet and 0,011 kg CO,e per diuretic tablet ig 8 0.150 zus'l:ai‘nﬂble
o Caalition
£ — 0.100
https://shcoaliti /envi L-i f-th 2 000
ttps://shcoalition.org/environmental-impact-of-the- &
] 0.000
=
<

COUNCIL OF EUROPE

care-pathway-for-chronic-kidney-disease-in-the-uk/

Prescription group Control group

wStage2  Stage3 mStage4  Stage5 w Stage 5d (Dialysis)

1964 - 2024 CONSEIL DE L'EUROPE
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Opportunities for Collaboration Across The
Value Chain

Seven levers to reduce emissions in care pathways

. _ Decarbonising Improving prevention Delivering care
The SMI Health Systems Task Force Commitment Tacilities and care differently
Meaningful change will require all stakeholders to work together. As a collaborative alliance of pub- @ @
lic and private sector leaders, the SMI Health Systems Task Force is uniquely positioned to accelerate
decarbonisation efforts across the entire health ecosystem. With relevance to patient care pathways, |
it is committed to: - , o o , - :
Decarbonising Preventing Diagnosing Optimising Improving Delivering Using
facilities & disease early disease the efficiency care lower-emission
fleets onset management of remotely or treatments
interventions closerto
home when
appropriate

Engage and collaborate with health policy makers, regulators, payers and

providers, and hospitals from across the globe to raise awareness of the

need and the opportunity to decarbonise care pathways DECARBONISING PATIENT

CARE PATHWAYS .
, | Sustainable
: - : e | Mark
Build an end-to-end care pathway emissions calculation standard and L CARTA: arkets
tool for specific diseases that allows stakeholders to measure and track A Initiative

emissions across the care pathway and assess decarbonisation strategies

COUNCIL OF EUROPE

Alignh on a common framework to perform lifecycle assessments (LCA) -
with private sector members also committed to publishing product-level LCA
data across their product portfolio to increase transparency on treatment
emissions

1964 - 2024
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fainable healthcare

.

SUS

1. Collaboration and Partnerships
Foster collaboration among stakeholders
including governments, healthcare
providers, industry, and non-profit
organisations. Seek new perspectives and
possibilities from clinicians and patients.

2. Research and Innovation

Invest in research and development of new
technologies, therapies, and healthcare
delivery models that prioritise
sustainability without compromising on
patient access to medicines or health
outcomes. Focus on service delivery
problems to release energy for innovation.

3. Efficient Resource Management
Optimise the use of healthcare resources
by reducing waste, improving supply chain
management, and adopting sustainable
practices.

Recommendations towards

N 2V T

4. Promote Sustainable Practices
Encourage industry and healthcare providers
to adopt environmentally friendly practices
such as energy efficiency, waste reduction,
and the use of renewable resources in their
operations...

5. Measure Environmental Impact of care
routinely so that it is an integral part of all
health system decisions. In effect we need to
reimagine healthcare system rules so that
healthcare quality is based on environmental
impact as well as clinical outcomes and cost

6. Education and Awareness

Promote awareness among industry,
healthcare professionals, patients, and

the general public about the environmental
impact of healthcare and the importance
of sustainability

COUNCIL OF EUROPE
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Thank You!

* EDQM COUNCIL OF EUROPE
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