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C O N T E N T:

1. MOTOR VEHICLE REGULATION 2018/858

• Introduction

• Path to EU market

• Obligations of the manufacturer

• Economic operators

• Post Market Surveillance

2. GENERAL SAFETY REGULATION 2019/2144

• New advanced safety features

• Critical questions



M O T O R  V E H I C L E  R E G U L A T I O N  2 0 1 8 / 8 5 8

• became fully applicable on 1st September and repelt the Motor Vehicle Directive

• Regulation, but considered as one of the ‘’New Approach Directives’’

• The Regulation reformed the type-approval and market surveillance system for motor vehicles in the EU. This reform

aims:

1. to enable the detection of non-compliance cases at an early stage in the new system and minimize

the differences in interpretation and application

2. to modernise the current system and improvement of control tests on car emissions

3. to achieve a high level of safety and environmental performance of vehicles



M A I N C H A N G E S :

 the quality of testing that allows a vehicle to be placed on the market through technical services

 market surveillance to control the conformity of vehicles that are alreadyon the market,

 possibility of member states and the Commission to carry out spot-checks on vehicles

 the oversight of the type-approval process, the Commission to be able to carry out periodic assessments on

national type-approval authorities and through the establishment of a Forum for the exchange of information

on enforcement



S C O P E

• motor vehicles of categories M and N and their trailers of category O, that are intended to be used on public roads

• vehicles designed and constructed in one or more stages, systems, components and separate technical units, as well as parts and
equipment, designed and constructed for such vehicles and their trailers



PAT H T O  E U M A R K E T

 All vehicles must comply with the requirements of the regulatory acts listed in Annex II



E U  T Y P E - A P P R O V A L P R O C E S S :

1. Compilation of necessary documentation

• the manufacturer can choose one of the following procedures:

(a) step-by-step type-approval (b) single-step type-approval (c) mixed type-approval (d) multi-stage type-approval (incomplete or

completed vehicle

2. Submission to the EU authority

• the manufacturer has to submit an application for the EU type-approval with the information folder to the approval authority

• only one application, to only one Member State, to only one approval authority

3. Issuance of the EU type-approval certificate

4. Placing on the EU market

5. Post marketing activities



T H E  A P P L I C A T I O N F O R  E U  T Y P E - A P P R O V A L

 Application of each particular type of vehicle, system, component has to include a Declaration of the manufacturer certifying
that:

(a) the manufacturer has not applied for an EU type-approval for the same type to any other approval authority, and no 
other approval authority granted the manufacturer such an approval;

(b) no approval authority has refused to grant type-approval of that type;

(c) no approval authority has withdrawn type-approval of that type;

(d) the manufacturer has not revoked an application for a type-approval of that type

 The information folder must be submitted in electronic format and include:

(a) an information document

(b) all data, drawings, photographs and other relevant information;

(c) for vehicles, an indication of the procedure or procedures chosen;

(d) any additional information requested by the approval authority



C O N F O R M I T Y A S S E S S M E N T

• for the purpose of granting EU type-approvals, the approval authority has to take the necessary measures in

accordance with Annex IV to verify, if necessary in cooperation with the approval authorities of other Member

States, that the manufacturer produces the vehicles in conformity with the approved type by means of

appropriate tests that are performed by its technical service

• Notification of EU type-approval can be:

• Granted

• amended

• refused

• withdrawn



E U  T Y P E - A P P R O V A L C E R T I F I C A T E

 The EU type-approval certificate has to contain the following attachments:

(a) the information package;

(b) the test reports ( for a system, component or separate technical unit type-approval) 

or the test results sheet (for whole-vehicle type-approval);

(c) the name and the specimen of the signature of the person or persons authorised to 

sign the certificates of conformity and a statement of their position in the company (for 

whole-vehicle type-approval)

(d) filled-out specimen of the certificate of conformity

of the vehicle type (for whole-vehicle type-approval)



O B L I G A T I O N S O F T H E M A N U F A C T U R E R

• Shall ensure that the vehicles they have manufactured and are placed on the market have been

manufactured and approved in accordance with the technical requirements laid down in this

Regulation and all the regulatory acts listed in Annex II

• Are responsible to the approval authority for all aspects of the approval procedure and for

ensuring conformity of production

• The manufacturer shall issue a certificate of conformity in paper format to accompany each

vehicle, whether complete, incomplete or completed. The certificate has to describe the main

characteristics of the vehicle and its technical performance in concrete terms

• Special set of obligations of manufacturer concerning their vehicles are not in conformity or that

present a serious risk – art. 14



S P E C I A L S E T  O F O B L I G A T I O N S O F M A N U F A C T U R E R  
C O N C E R N I N G  T H E I R  V E H I C L E S  A R E  N O T  I N  C O N F O R M I T Y  O R  
T H A T  P R E S E N T  A  S E R I O U S  R I S K – A R T .  1 4



E C O N O M I C O P E R AT O R S

1. European Representative

(a) Has access to the EU type-approval and to the certificate of conformity

(b) Provides all information, documentation and technical specifications, necessary to demonstrate the conformity to the 

approval authority

(c) Cooperates with the approval authorities or market surveillance authorities on any action taken to eliminate the

serious risk

(d) Informs the manufacturer about complaints and reports relating to risks, suspected incidents or non- compliance

issues



2 .  I M P O R T E R A N D / O R D I S T R I B U T O R

Verify that the vehicle is covered by a valid EU type-approval certificate and 

that the system, component or separate technical unit bears the required 

type-approval mark and complies with all the technical requirements

Has access to the EU type-approval

 indicate their name, registered trade name or registered trade mark, and 

their contact address on the vehicle

ensure that the vehicle, system, component or separate technical unit is 

accompanied by instructions and information in the official languages of the 

Member States concerned

Keep record of complaints and recalls and communicate with distributors

and manufacturer



Special set of obligations of importer and distributor concerning their vehicles are not in conformity or that present 

a serious risk – art. 17 & art. 19



2  C A S E S W H E R E T H E O B L I G A T I O N S  O F  

M A N U F A C T U R E R S  A P P L Y T O  I M P O R T E R S  

A N D  D I S T R I B U T O R S  

1. When the importer or distributor makes available on the market, or is responsible for the entry into service 

of a vehicle under its own name or trademark, or modifies a vehicle in such a way that it may no longer 

comply with the applicable requirements

2. When the importer or distributor makes available on the market or is responsible for the entry into service of 

a system, component or separate technical unit on the basis of a UN type-approval that was granted to a 

manufacturer outside of the EU, and it is not possible to identify manufacturer’s EU representative



P O S T  M A R K E T  S U R V E I L L A N C E

The EC and all Member States must use the common electronic exchange systems: 

1. Rapid Information System (RAPEX)

2. the Information and Communication System on Market Surveillance (ICSMS) for EU type-approval 

certificates, test reports, amendments, refusals or withdrawals of EU type-approval



Any complaint relating to risks, suspected incidents or non-

compliance must be examined by manufacturer

• If the manufacturer has placed a product on the market that is not in

conformity or where the type-approval has been granted on the

basis of incorrect data, the manufacturer has to take the corrective

measures and inform the approval authority about it.

• Where the vehicle, system, component, separate technical unit, part

or equipment presents a serious risk, the manufacturer has to 

provide to the authorities detailed information on the risk and on 

any measures he had taken.



G E N E R A L  S A F E T Y  R E G U L A T I O N 2 0 1 9 / 2 1 4 4  
O N  T Y P E - A P P R O V A L

• Regulation 2019/2144 on type-approval requirements for motor vehicles and their trailers, and systems, components and 

separate technical units intended for such vehicles, as regards their general safety and the protection of vehicle occupants and

vulnerable road users

• Entered into force 5th January this year

• All vehicle models introduced on the EU market to be equipped with advanced safety features, as of July 2022:



The objective of the Regulation is to:

1. Assure the safety of vehicles, vehicle occupants and vulnerable road 

users;

2. Improve fuel efficiency, CO2 emissions and generally environmental 

impact;

3. Increase mobility and improve the European automobile industry’s 

competitiveness on the global market



R E G U L A T I O N 2 0 1 8 / 8 5 8 &  R E G U L A T I O N
2 0 1 9 / 2 1 4 4

• OTA software update of motor vehicles

1. Compliance & proper assessment of the Notified Bodies

2. Cybersecurity – are our vehicles exposed to hackers?

3. International harmonization

4. Data collection and privacy concerns

Over-The-Air (OTA) update is the delivery of new software or data through wireless technology

Other New Approach Directives -> Smartphones -> Radio Equipment Directive ->EC recently issued

Clarifications on the initiative of upload of software into radio equipment



1. Can OTA software update lead to non-conformity?

 Compliance is demonstrated the moment of placing the vehicle on the market

2. How can the Notified Bodies propery assess the compliance and assure that the vehicle can remains compliant, especially after
the software has been uploaded?

 Cybersecurity issues concerning the capability to change the vehicle’s behaviour or to reprogram it, if a new software is
uploaded

 In 2015, researchers exposed vulnerabilities in Jeep’s Cherokee by hacking into the car by turning the windshield wipers on and
suddenly braking the car from a 10 miles distance

3. Global regulatory set-up

 In the EU - Homologation based on type-approval and WVTA

 In the USA and Canada - the OEM certifies that the vehicle complies with all rules, such as FMVSS in the USA and CMVSS in
Canada + other voluntary agreements such as NCAPs. OEMs must have documentation and all tests available in case the
authorities come

 In 2019, Sweden threatened to ban Tesla sales because ot the unclear OTA update and Autopilot concerns

 International harmonization (UNECE’s draft for the new UN Regulation on uniform provisions concerning the approval of
software update processes)

4. Compliance with GDPR

https://www.digitaltrends.com/cars/uconnect-hackers-jeep-cherokee/
https://electrek.co/2019/01/29/tesla-sales-ban-sweden-over-strange-update-concerns/


How attractive is

the EU for 

manufacturers?
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