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1. Introduction

	Title of Regulations
	Restriction of Use of Hazardous Substances in Electrical and Electronic Equipment (Amendment) Regulations, 2026 (hereinafter referred to as the “proposed regulations”)

	Activity to be regulated
	The restriction of the use of certain hazardous substances in certain electrical and electronic equipment.

	Responsible entity 
	The Technical Regulations Division (TRD) within the Malta Competition and Consumer Affairs Authority (MCCAA)




2. Objectives & Purpose of the Legislation

Directive 2011/65/EU lays down rules on the restriction of the use of hazardous substances (RoHS) in electrical and electronic equipment (EEE) with a view to contributing to the protection of human health and the environment, including the environmentally sound recovery and disposal of waste EEE. 

Directive 2011/65/EU applies to eleven different categories of EEE, listed in Annex I to that Directive. 

Member States are to ensure that EEE placed on the market shall not exceed the maximum concentration values on the restricted substances as listed in Annex II of that Directive. However, certain equipment is excluded from the scope of the Directive, as indicated in Article 2 thereof; while a number of exemptions are granted, as listed in Annex III and Annex IV of the same Directive.

Information on the Directive 2011/65/EU of the European Parliament and of the Council on the restriction of the use of hazardous substances in electrical and electronic equipment can be accessed through the following link:
http://data.europa.eu/eli/dir/2011/65/oj

Directive 2011/65/EU and subsequent amendments thereto, have been transposed into local legislation by Subsidiary Legislation 427.57 (S.L. 427.57), Restriction of Use of Hazardous Substances in Electrical and Electronic Equipment Regulations (hereinafter referred to as the “principal regulations”), which can be accessed through the following link:
https://legislation.mt/eli/sl/427.57/eng/pdf

The objective of the amending regulations is to transpose further amendments carried out to Directive 2011/65/EU by Commission Delegated Directives (EU) 2025/1802, 2025/2363 and 2025/2364, and to apply Corrigendum to Directive 2011/65/EU, as indicated in regulation 1(2) of the proposed regulations.


The Directives that are being transposed or applied may be accessed through the following links:

Commission Delegated Directive (EU) 2025/1802:
http://data.europa.eu/eli/dir_del/2025/1802/oj

Commission Delegated Directive (EU) 2025/2363:
http://data.europa.eu/eli/dir_del/2025/2363/oj

Commission Delegated Directive (EU) 2025/2364:
http://data.europa.eu/eli/dir_del/2025/2364/oj

Corrigendum to Directive 2011/65/EU:
http://data.europa.eu/eli/dir/2011/65/corrigendum/2014-02-14/oj


The objectives of the Directives whose provisions are being transposed or applied by the proposed Legal Notice are:

Directive 2011/65/EU requires Member States to ensure that electrical and electronic equipment placed on the market does not contain the hazardous substances listed in Annex II to that Directive. That restriction, however, does not apply to certain exempted applications listed in Annex III to that Directive. Among the restricted substances is lead.

Commission Delegated Directive (EU) 2025/1802:

Currently, Commission Delegated Directive (EU) 2025/1802 is to provide renewal for an exemption for the use of for lead in high melting temperature solders. 
 
On 20 January 2023, two renewal applications were submitted for category 9 and category 11 within the timeframe for renewal provided for in Directive 2011/65/EU. In accordance with Directive 2011/65/EU the existing exemption remains valid until a decision on the renewal application is taken by the Commission. In order to evaluate the applications received, a technical and scientific assessment study was carried out and finalised in 2024.

The evaluation of the requested exemption renewal concluded that high melting temperature type solders containing lead are used in various applications of electrical and electronic equipment. Those types of solders contain more than 85 % lead by weight and have crucial properties such as high melting point, electrical conductivity, thermal conductivity, ductility, corrosion-resistivity, appropriate oxidation nature, and wettability. 

Although individual substitutes and alternatives are partly available, lead-free solutions will not be available or be only available with insufficient reliability for all relevant applications, in the next three years.

Therefore, a short-term validity period for the phasing out of the exemption set out in point 7(a) of Annex III to Directive 2011/65/EU should be granted. For the sub-entries, a sufficient validity period should be granted considering the conclusions of the technical assessment. 

Due to the remaining short-term renewal of the exemption set out in point 7(a) of Annex III to Directive 2011/65/EU, it is appropriate to set one expiry date for all categories of electrical and electronic equipment set out in Annex I to Directive 2011/65/EU. 

Commission Delegated Directive (EU) 2025/2363

Currently Commission Delegated Directive (EU) 2025/2363 is to provide renewal for an exemption for the use of lead in glass or ceramic components.
The Commission received eight renewal requests. All requests were received within the timeframe for renewal provided for in Directive 2011/65/EU. In accordance with Directive 2011/65/EU, the existing exemption remains valid until a decision on the renewal application is taken by the Commission.

In order to evaluate the applications received, a technical and scientific assessment study was carried out and finalised in 2022. A further study focusing on the electrical and electronic equipment categories requested for renewal at a later stage was carried out and finalised in 2024.

The evaluation of the requested exemption renewal concluded that in ceramics, lead provides particular dielectric, piezoelectric, pyroelectric, ferroelectric, semiconductor, magnetic properties over a wide use range in terms of temperatures, voltages or frequencies. In glass, lead provides crucial properties such as lowering the melting and softening points, improving workability, machinability, and chemical stability and others.

Substitutes for lead-containing ceramics and glasses are either not technically practicable for all applications or substitutes are not sufficiently reliable for specific applications. Thus, the elimination or substitution through the design changes or materials and components which do not require any of the materials or substances listed in Annex II is scientifically or technically impracticable and the reliability of substitutes is not ensured. It is appropriate to specify the technical applications in those entries. 

The evaluation concluded that even though it is scientifically possible to substitute lead in ceramic dielectrics for high-voltage capacitors for some applications under the exemption set out in Annex III to Directive 2011/65/EU, it is not technically practicable for most applications. In addition, such lead-free capacitors lack sufficient reliability in practice. Thus, the requested renewal meets the criteria set out in Directive 2011/65/EU. The renewed exemptions should be granted with validity periods which take into account the technical conclusions of the evaluation.  

Due to the remaining short-term renewal of the exemption set out in point 7(c)-I of Annex III to Directive 2011/65/EU, it is appropriate to set one expiry date for all categories of electrical and electronic equipment set out in Annex I to Directive 2011/65/EU.

Commission Delegated Directive (EU) 2025/2364

Currently Commission Delegated Directive (EU) 2025/2364 is to provide renewal for an exemption for the use of lead as an alloying element in steel, aluminium and copper.

By January 2023, two renewal applications were received by the Commission for the exemptions set out in points 6(a), 6(b) and 6(c) of Annex III to Directive 2011/65/EU. In accordance with Directive 2011/65/EU, the existing exemptions remain valid until a decision on the renewal applications is taken. 

In order to evaluate the applications received, a technical and scientific assessment study was carried out and finalised in 2022. A further technical and scientific study focusing on the categories for which a renewal was requested at a later stage, was carried out and finalised in 2024. 

The evaluation of the requested exemption renewal concluded that, regarding the exemption set out in point 6(a)-I of Annex III to Directive 2011/65/EU, lead is still necessary in steel to achieve certain machining properties. A substitution or elimination in batch hot dip galvanised steel is currently not technically feasible nor economically viable. In order to provide sufficient time to substitute lead in steel and to avoid negative impacts, which outweigh the benefits of a substitution, it is appropriate to grant a short-term validity period for those applications, in accordance with Directive 2011/65/EU. As regards points 6(a), 6(a)-I and 6(a)-II of Annex III to Directive 2011/65/EU, it is appropriate to set one expiry date for all categories listed in Annex I of that Directive.

As regards the exemption set out in point 6(b)-I of Annex III to Directive 2011/65/EU concerning lead in aluminium stemming from lead-bearing aluminium scrap recycling, it was concluded that the lead concentration can further be reduced to 0,3 % by weight in aluminium. The use of intentionally added lead in aluminium for machining purposes is no longer needed for electrical and electronic equipment. Reliable substitutes for lead in aluminium exist on the market. Thus, the maximum transition period of 18 months is set to allow individual market participants in the industry to adapt. 
However, category 9 and category 11 require redesign and requalification of electrical and electronic equipment and thus more time for compliance. Therefore, longer validity periods are considered for those two categories.

As regards point 6(c) of Annex III to Directive 2011/65/EU concerning copper alloys containing up to 4 % lead by weight, it was not possible during the scientific and technical assessment to identify and define application areas that no longer require the exemption, despite many indications that lead could be successfully substituted in certain applications. Given that substitutes are not sufficiently reliable, an extension of the exemption should be granted. In view of the technical evaluation, it is appropriate to set one expiry date for all categories listed in Annex I to Directive 2011/65/EU.

Corrigendum to Directive 2011/65/EU

Correction to a reference used in Article 7, Obligations of importers.


3. Commentary on parts and articles

	Regulation No.
of proposed legal notice
	Meaning & obligations placed on user

	1
	The citation and scope. These regulations shall come into force on the date of publication.

	2
	Amends regulation 7 of the principal regulations to allow for a correction to a reference in that regulation.

	3
	Amends Schedule III to the principal regulations to allow for exemptions for the use of lead in:
· high melting temperature solders;
· in glass or ceramic components
· as an alloying element in steel, aluminium and copper


	4
	Amends Schedule VIII of the principal regulations. The Directives which are being transposed or applied by the proposed regulations are being added to the list in Schedule VIII of the principal regulations.



Disclaimer: The information contained within this document is intended only as guidelines and is not intended, nor should be construed, as legislation. Please refer to the related legal notice for a more comprehensive understanding.

For any other information kindly contact the Regulatory Affairs Directorate within the Technical Regulations Division of the Malta Competition and Consumer Affairs Authority using the following contact details:

Malta Competition and Consumer Affairs Authority
(Attn: Director – Regulatory Affairs Directorate)
National Road, Blata l-Bajda, ĦMR9010, Malta
Tel no: +(356) 23952000
Fax no: +(356) 21242406
Email: info@mccaa.org.mt 
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