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Evaluation and Impact Assessment of the Fgas Regulation
Fields marked with * are mandatory.

Introduction
Fluorinated gases (F-gases) are strong, man-made greenhouse gases that contribute to global warming.
The most relevant F-gases are hydrofluorocarbons (HFCs), as well as perfluorocarbons (PFCs) and
sulphur hexafluoride (SF6). Since 1990, EU emissions of F-gases almost doubled until 2014, after which
they started to decline due to EU legislation. They are used in various applications (e.g. refrigeration, airconditioning, insulation foams), but also in some industrial processes and electrical transmission (SF6).
The current F-gas Regulation (Regulation (EU) No 517/2014) applies since 2015 and aims at reducing EU
F-gas emissions by two-thirds by 2030, compared to 2010 levels.
The F-gas Regulation preceded the passing of both the Paris Climate Agreement and the Kigali
Amendment to the Montreal Protocol on substances that deplete the ozone layer, where Parties agreed to
limit progressively the production and consumption of HFCs. More recently, the EU Commission adopted
the European Green Deal Communication and proposed a European Climate Law establishing the
framework for achieving the objective of climate neutrality by 2050, including increasing the ambition of
2030 climate targets. Ambitious action to avoid emissions of high global warming potential (GWP)
greenhouse gases such as F-gases is key to reaching these objectives.
The inception impact assessment on the F-gas Regulation can be found here.

The purpose of this open public consultation (OPC) is to determine public opinion on the performance of
the existing F-gas Regulation to date and on the choice and potential impacts of future policy options. As
the evaluation of the current Regulation will be conducted back-to-back with the impact assessment of the
Commission proposal for revising the rules, this consultation will cover both.
This questionnaire is split into three parts: general awareness of F-gas (policy) (Part 1), general views on
the F-gas Regulation (Part 2) and specialised views on the choice and impacts of the envisaged policy
options (Part 3).
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I agree with the personal data protection provisions

Part 1 - Awareness of F-gases
Part 1 seeks to explore your general awareness of F-gas policy

1. Are you informed about:
Very well

Reasonably well

Poorly

Not

informed

informed

informed

informed

Different types of F-gases, their sources,
uses and emissions
Impact of F-gases on climate change
EU F-gas policies
International F-gas policies
General international and EU climate
policies
(Paris Agreement, European Green Deal)

2. Are you familiar with:
Very

Somewhat

Not very

Not

familiar

familiar

familiar

familiar

Containment of F-gases
Training and certification for F-gas
personnel
Restrictions related to use of F-gases and
equipment
Quota system for F-gases
Company reporting and verification

Part 2 - General views on the F-gas Regulation
Part 2 seeks to gather general views as regards the performance of the F-gas Regulation and the need for
any changes

3. What impact has the F-gas Regulation had with respect to its objectives?
Very
positive

Positive

Neutral

Negative

Very

Cannot

negative

say

Contribute towards meeting the
EU's climate targets
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Facilitate the agreement to
phase down HFCs under the
Montreal Protocol
Discourage the use of F-gases
with high GWP in the EU
Promote the use of alternative
substances or technologies
Prevent leakage and ensure
proper end-of-life treatment of
equipment
Stimulate innovation and
develop green technologies

4. To what extent does the F-gas Regulation contribute to recent related EU or
international objectives?
Contributes

Some

strongly

contribution

Neutral

Adverse

Cannot

contribution

say

European Green Deal
Montreal Protocol (Kigali
Amendment)
Paris Climate Agreement

5. To what extent has the F-gas Regulation been coherent with other EU and
international legislation?
Fully

Somewhat

Not

Cannot

coherent

coherent

coherent

say

Montreal Protocol (Kigali Amendment)
Paris Climate Agreement
Mobile Air Conditioning (MAC)
Directive
Ozone Regulation
Ecodesign Directive
WEEE Directive and other waste
legislation
Customs legislation

Please elaborate:
1000 character(s) maximum
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The exemption for MDIs for pharmaceutical ingredients included in the 2014 EU F-Gases Regulation is
coherent with the 85% reduction by 2047 introduced by the 2016 Kigali amendment to the Montreal Protocol
on Substances that Deplete the Ozone Layer, and exemption for essential medical use therein.

6. Does the F-gas Regulation cover all relevant sectors and sub-sectors using Fgases?
Yes
No
Don't know
Please elaborate:
1000 character(s) maximum
Given that the 2014 EU F-Gases regulation established an exemption for products for medical use, it did not
foresee any preparatory and/or obligatory action to scale-down MDI containing HFCs at the European or
national levels. Taking into account the extended use of F-Gases in life-saving medication for airways
diseases such as asthma (affecting 30 million children and adults under 45 years of age in Europe) and
chronic obstructive pulmonary disease (COPD) (estimated to affect 10% of the European population), the
EU Regulation should further address the health requirements to reduce MDI use in Europe, addressing
issues such as:
-

clinical guidelines application at international, European and national levels

-

healthcare settings for MDI use and administration

-

patients’ rights, needs and treatment choices

-

personalised medicine and alternative medicine development and affordability,

all necessary aspects to scale-down the use of MDI to the strictly necessary circumstances.

7. To what extent have the Regulation's requirements been effective regarding its
objectives (see question 3 above)?
Very
effective

Effective

Not very
effective

Ineffective

Cannot
say

Containment
Recovery and producer
responsibilities schemes
Training and certification
Labelling
Restrictions on use and equipment
HFC quota system
Reporting and verification
Collection of emissions data
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Please elaborate:
1000 character(s) maximum
Patients and end users are not informed about their inhalers propellants’ contribution to climate change
through labelling, neither systematically on recycling.

8. Have the following factors presented important challenges for implementing the
F-gas Regulation?
Please rate from 1 (= no challenge) to 5 (=very serious challenge)
1

2

3

4

5

Cannot say

Lack of technical solutions
Lack of information and awareness
General economic situation
F-gas policies in non-EU countries
Unjustified barriers in safety standards and codes
Lack of training on F-gas alternatives
Illegal imports
Misuse of quota system
High number of new market players
COVID-19 pandemic

Other challenges:
1000 character(s) maximum
The EU F-Gases Regulation has not contributed to inform people about the implications of their treatment.
Most asthma and COPD patients do not know what an F-Gas is, and consequently ignore their inhaler
contains an HFC that contributes to climate change. We base this on EFA’s 2019 evidence-based survey on
asthma and COPD care. 1 in 3 asthma and COPD patients do not feel involved in decisions regarding their
treatment. Less than half have a written management plan and, even worse, COPD (33%) and asthma
(20%) patients indicate have “never heard about” written management plans, which are basic tools
recommended in clinical management guidelines. Many patients are not empowered to play full part in their
care, as well as the environmental impact of their treatments. Informing about environmental impact must
come with the information on what the solutions are. There are also economic issues regarding the cost of
different treatment options have across Member States.

9. Have the following measures been effective in preventing illegal activities?
Very
effective

Effective

Not very
effective

Ineffective

Cannot
say

Inspections
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Penalties
Customs control
Market surveillance
Reporting and
verification

Please elaborate:
1000 character(s) maximum

10. Has the F-gas Regulation been flexible enough to respond to:
Yes

No

Cannot say

Delays in technological developments and/or market disruptions
New or emerging issues
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11. In what way has the F-gas Regulation impacted:
Very positively

Positively

Neutral

Negatively

Very negatively

Cannot say

EU competitiveness
Trade with third countries
Better stewardship of F-gases by equipment operators
F-gas policies by other countries
EU credibility in this area
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12. Has the COVID-19 crisis negatively impacted any F-gas sectors?
yes
no
Please elaborate:
1000 character(s) maximum
During the COVID-19 pandemic, clinicians are proposing patients changes in their inhaler treatment to
substitute aerosol because of the higher risk of COVID-19 contamination when the asthma or COPD
medicine is nebulised. [Acute asthma management during SARS-CoV2-pandemic 2020, World Allergy
Organisation Journal, May 2020: https://pubmed.ncbi.nlm.nih.gov/32411315/] These medicines have also
been used for COVID-19 patients in their breathing issues.

13. Have the costs of the following measures been justified to achieve the
objectives (see question 3)?
Please rate from 1 (benefits significantly outweigh the costs) to 5 (Costs significantly outweigh the benefits)
1

2

3

4

5

Cannot say

Containment
Training and certification
Recovery and producer responsibilities schemes
Labelling
Restrictions on use and equipment
HFC quota system
Reporting and verification
Collecting emissions data
National enforcement actions

14. How costly have the following measures been for business?
Rate from 1(marginal costs) to 5 (very high costs)
1

2

3

4

5

Cannot say

Containment
Training and certification
Recovery and producer responsibility schemes
Labelling
Restrictions on use and equipment
HFC quota system
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Reporting and verification

16. Is the F-gas Regulation
Rate from 1 (fully agree) to 5 (absolutely not)
1

2

3

4

5

Cannot say

..clear?
..consistent?

Please elaborate:
1000 character(s) maximum

17. The F-gas Regulation has
Rate from 1 (fully agree) to 5 (absolutely not)
1

2

3

4

5

Cannot
say

..levelled the playing field across the EU
..increased the level of policy ambition across the EU
..improved consistency of relevant safety standards and
codes across the EU

18. Do you consider that the F-gas Regulation may lead to an increased
accumulation of persistent chemicals in the environment?
Yes
No
Cannot say
19. Any other comments
5000 character(s) maximum
Please include any further information useful for this evaluation and impact assessment. In particular, please
provide public references to relevant studies, position papers, and case studies or upload relevant documents.
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In our evidence based survey on asthma and COPD care, asthma patients reported that their asthma is
most commonly treated with inhaled corticosteroids (72%) and use emergency relief (62%) medication.
Active Patients Access Care report, 2019 European Federation of Allergies and Airways Diseases Patients’
Associations (EFA): https://www.efanet.org/images/ShowLeadership/Report-Showleadership_FINAL.pdf
These results confirm the persistent reliance and overuse of emergency relief (in part MDI). Worryingly,
patients are treating asthma symptoms instead of inflammation and end up to the emergency room at least
once a year.
Hospitalisations occur even more often among COPD patients. Despite treatment and frequent follow-up
consultations, one in three COPD patients are admitted to the emergency room every year. This situation
dramatically increases with severity: over half of patients with severe COPD rely on emergency services at
least once a year.
On the future steps towards phasing down F-Gases, we call on the European Union to ensure that the
access to the care that people with asthma and COPD need is not compromised, as that would be against
their health, and impact their social and fundamental rights.
TO QUESTION 10: pMDIs can be considered as irreplaceable medical technologies because of their dual
nature of active compounds and medical devices. Alternatives might differ from current treatments, not to
mention the patient education that is needed to develop good inhaler techniques, all aspects having
implications for the patient.
The F-Gas regulation has been consistent in extending the phase down framework for pharmaceutical
ingredients to allow necessary research and innovation processes within the healthcare sector. According to
2015 data drug development in the respiratory field exceeds 12 years on average. We hope the next
generation of inhalers will innovate to treat asthma and COPD more effectively, and in a sustainable way for
the planet.
TO QUESTION 22: At EFA we believe and call for a strong EU action on access to information, prevention
and care. EU action fights inequalities across Member States and sets information, safety and security
standards for health-related products. The role of the European Medicines Agency is crucial on the
authorisation of medicines and information about them. EU Member States have the competency to shape
the use of medicines in their territory, through prescription schemes (target groups) or reimbursement
policies. From our perspective, any decision on the availability of a medicine should be in line with EMA and,
in the case of F-gas containing MDI, be accompanied by EU recommendations on how to scale them down
putting health concerns at the heart.

Please upload your file
The maximum file size is 1 MB
Only files of the type pdf,txt,doc,docx,odt,rtf are allowed

Part 3 - Specialised views on policy options
Part 3 seeks to gather specialised views on the existing regulatory provisions and considered changes to
the existing rules. It requires detailed technical knowledge of the F-gas Regulation.
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Information for stakeholders:
The following policy options are under consideration:
1. Seeking alignment with the Montreal Protocol
Add new phase-down steps beyond 2030
Remove some exemptions and thresholds not foreseen by the Montreal Protocol
Make separate HFC production phase-down
Add flexibility to align with future Montreal Protocol decisions
2. Raising ambition in line with European Green Deal
Increase HFC phase-down ambition
Prohibit the use of F-gases where feasible
3. Improve implementation and enforcement
Training on non-F-gas alternatives
Detailed rules for customs and surveillance authorities,and facilitating the use of the EU Single
Window environment for customs
Strengthen obligations of economic operators to prevent illegal trade
Limit the market players to legitimate participants
More comprehensive monitoring

20. Do you agree that the following review objectives are relevant:
Rate from 1 (fully agree) to 5 (strongly disagree)
1

2

3

4

5

Cannot
say

Ensure EU long-term compliance with Montreal Protocol
Raise ambition in light of the Green Deal and technological
progress
Improve implementation and enforcement

21. Do you see any other main objective for the revision, keeping in mind that a
large number of changes may delay the negotiations and thus prevent quickly fixing
urgent implementation issues? Please elaborate:
1000 character(s) maximum
Within the 3rd objective on Improving implementation and enforcement, the F-Gases could also introduce
clearer and strengthened rules on information to the public (i.e. on-pack labelling, updated patient
information leaflet, online portal) for those F-Gases containing products that remain in the market and/or that
are produced in EU Member States of by EU Member States companies and commercialised in third
countries, and potential foreseen transition to new technologies replacing the old.

22. Do you think the original objectives of the F-gas Regulation (see question 3)
and the proposed policy options (see information above) could be better achieved
at EU Member State level?
16

Yes
No
Cannot say
Information for stakeholders: The EU Single Window Environment for Customs involves establishing
automatic links between the F-gas Portal and the IT systems of the Member States’ customs authorities via
a central system supported by the Commission. This will facilitate the customs clearance process by
enabling automatic checks of data in customs declarations with data in the F-gas Portal. Further, it would
allow for quantity management of F-gases imported in the Union and help to prevent illegal imports.

23. How important are the following measures for improving implementation and
enforcement?
Rate from 1 (very important) to 5 (not important)
1

2

3

4

5

Cannot
say

Training of technicians on F-gas alternatives
Strengthen the role of customs and facilitate the link with
the EU Single Window Environment for customs
Strengthen obligations of economic operators to prevent
illegal trade
Limit the market players to legitimate participants
More comprehensive monitoring
Minimum requirements for penalties at Member State level

Any other relevant measure for improving enforcement, please specify:
1000 character(s) maximum
-

Integrate the human and patient health aspects including impact and policy scenario assessments, to

phase down F-Gases, so that there are no unintended negative impacts on health;
-

Work with patient organisations, and with primary and secondary healthcare professionals and

producers to understand the health needs of patients with asthma and COPD. Consider adherence to
treatment and the psychological aspects, including fear due to change;
-

Inform citizens and patients how they can contribute to a healthy environment without compromising

their care and treatment; Patient and healthcare professional organisations are partners to reduce the
environmental impact of our medications through health literacy, inhaler techniques and simple information;
-

Encourage health authorities and professionals to invest in the implementation of asthma and COPD

disease management guidelines, such as GINA and ERS-ATS so that every patient has a self-management
plan.

24. To what extent will the following policy options reduce emissions?
Rate from 1 (large savings) to 5 (no benefit)
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1

2

3

4

5

Cannot
say

Increase HFC phase-down ambition in line with
technological development
Prohibit the use of HFCs in applications where they are no
longer needed
Prohibit the use of other F-gases (i.e. SF6, PFCs,..) in
applications where these gases are no longer needed
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25. To what extent will the following policy options impact administrative costs?
Reduce
significantly

Reduce

No
impact

Increase

Increase

Cannot

significantly

say

Add new HFC phase-down steps beyond 2030
Remove some exemptions and thresholds not foreseen by the Montreal
Protocol
Make separate HFC production phase-down
Add flexibility to align with future Montreal Protocol decisions
Increase HFC phase-down ambition
Prohibit the use of F-gases in products or equipment, where these gases
are no longer needed
Technicians training on non-F-gas alternatives
Detailed rules for customs and surveillance authorities
Strengthen obligations of economic operators to prevent illegal trade
Limit the market players to legitimate participants
More comprehensive monitoring
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26. Where you expect administrative costs to be significant, please quantify them
(EUR or person hours) per relevant option:
1000 character(s) maximum
As possible cost is to address those patients or situations that will need to remain in F-Gas containing MDI
because they do not have an alternative.
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27. To what extent will the following policy options impact operational costs?
Reduce
significantly

Reduce

No
impact

Increase

Increase

Cannot

significantly

say

Add new HFC phase-down steps beyond 2030
Remove some exemptions and thresholds not foreseen by the Montreal
Protocol
Make separate HFC production phase-down
Add flexibility to align with future Montreal Protocol decisions
Increase HFC phase-down ambition
Prohibit the use of F-gases in products or equipment, where these gases
are no longer needed
Technicians training on non-F-gas alternatives
Detailed rules for customs and surveillance authorities
Strengthen obligations of economic operators to prevent illegal trade
Limit the market players to legitimate participants
More comprehensive monitoring
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28. Where you expect operational costs to be significant, please quantify them
(EUR or person hours) per relevant option:
1000 character(s) maximum
For EFA, if the medical exemption for f-Gases for medical use is removed while there is no proved working
alternative for asthma and COPD patients in need of their life-saving medicine, there will be an
unquantifiable health burden. Switching chronic disease medicines without warranties might lead some to
uncontrolled asthma and worse symptom control in COPD, incurring then in preventable emergency
hospitalisations and long-term rehabilitation, or death. The EU has long ago adopted recommendations on
personalised medicine, not only referring to the availability of innovative solutions (which are often the most
expensive) but also to the accessibility of therapies that work for the individual to be able to offer the right
treatment to the right patient. For some, the best available treatment today remains HFC containing MDIs.

29. Do you expect any of the policy options to impact on:
Significant

Slight

No

Cannot

effect

effect

effect

say

EU competitiveness
Trade with non-EU countries
Employment
Consumer prices
R&D and innovation
Internal market
Specific regions
Non-EU stakeholders and international
relations
SMEs
Public health and safety

Where significant, please describe effect for the relevant option:
1000 character(s) maximum
TRADE – Often, the only medication available in third countries to treat asthma and COPD containg HFCs.
We encourage the EC to connect with the World Health Organisation to estimate how potential changes in
the EU F-Gases Regulation might impact health care and treatments in third countries, especially the
poorest populations in terms of access to basic medication for asthma and COPD.
CONSUMER PRICES – Conduct quantitative and qualitative research on the impact on patients when
changing treatment, including economic aspects such as accessibility.
R&D - Promote and stimulate the development of green smart inhalers that are recyclable.
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Contact
Contact Form
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