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> Market SurVEillance T

Market surveillance is a service of utmost .Health & Safety of consumers,
importance to protect... users, employees

...Environment and Public
Interest

... Healthy Competition in
Market




PPl Was it necessary to develop and implement a new innovative
market surveillance system based on risk assessment ? e

v' Lack of human and material v" Smart strategic and operational
resources targets

v Necessity of simplification,
standardization and improvement

= more than 40 European New
Approach Directives / Regulations

= over 28 national technical rules

= geographical position as a border
entry gate of the EU market (three
major ports, land and sea proximity
to third countries).

¢ Scarcity: =
¥~ when supply of a resource *\i ‘Q

A
@ ) cannot meet demand (\\ &

need for targeted inspections (and
not random) in products and
economic operators through “smart
tools” based on risk assessment

a transparent, proportionate and fair
system of imposing penalties

focus on preventive / voluntary
corrective actions by the economic
operator

of inspections process

market surveillance procedures are
recorded in detail and as a flow
chart

checklists are publicly available,
Enforcement Management Model
(EMM) is based on risk management

framework of penalties integrates
risk assessment



What do we expect

innovative market ¢

» |ncreasing the extroversion of Market
Surveillance Authorities

= |Increasing the number of safe and
compliant products in market

Target: Target:

Gradual annual reduction in rate of non- Communication and awareness campaigns
compliant products and businesses or Press Releases

= Effective resource management

=  Transparency in supervision
procedures

Target: Target:

Checklists are publically available for Do more with less, and get better results

self - evaluation

from limited resources



“  process

Market surveillance of industrial products and/or installation consists of the activities carried out and the
measures taken by the responsible Market Surveillance Authority in order to ensure the compliance of industrial
products and/or installations with the european as well as the national technical industrial legislation

Inspection planning Complaint management
based on risk assessment system integrating risk

criteria assessment
Enforcement Management | Planning /Scheduling
Model (EMM) using risk of inspections
management
: Implementation
Compliance : )
; of inspections
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Market
Surveillance Inspections

Correct

Primarv check S ) ) On site or administrative inspection.
y Assessing the compliance against formal requirements (CE marking and other

required markings on the product, accompanying documents).

Wrong

Technical Assessing the compliance and safety of industrial products or installations
documentation check ﬁ based on technical documentation.

Assessing the compliance and safety of industrial products or installations
Laboratorv check ) based on laboratory tests.

y It is carried out when there are serious indications of risk to health or safety of
persons or to other aspects of the protection of public interest or for other valid
reasons that require validation of the declared performance against standards’
requirements.



=% Product classification based
on risk assessmen

Issuance of Ministerial Decision
118632/09.11/2020 (B" 5111)

November 2020

= High |
= Medium

= Low .

risk level |

.main categories of industrial products

|

| D D U subcategories of industrial products

“Classification in risk levels of industrial products
and economic operators for the preparation of the
market surveillance inspections program”
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E Product Risk assessment

& inspections planning

Special characteristics of
the population group (i.e.
vulnerable groups (babies,
elderly people), consumers,
employees in dangerous
conditions, professionals
etc.)

Number of potential users for
whom the product category/
subcategory or the product is
intended (fmcg, medium use,
low use, professional use)

Risk management determines
the frequency of inspections
and the economic operators to
be selected for inspection.

Inherent risk of the
product category

Record of product complaints
during the last 3 years

Inherent risk of the
product sub-category

Product reports, based on
Safety Gate - RAPEX and
ICSMS data analysis, during
the last 3 years
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Enforcement Management
Model (EMM)

v The risk level of the product /installation is characterized as “low”, “medium” or “high”, as a result of the
checklist.
v" Actions, compliance measures and penalties are based on the results of the risk analysis which took place during
or after the end of the inspection.

Available Actions /Compliance Measures

Risk level 2nd level check | 3rd level check
(as arised | Imposition of | Recommendation Temporary | Ban on Withdrawal Recall Shutdown of nd_tevet chec e weves chec
from the | penalties detention of the | circulation and installation Techmcal. (laboratory
checklist) products availability on documentation tests)
the market

High risk v v v v v v V3

2 V! J V2 V2 V2 V2 v V3
Low risk NE: v NG v v v

J

" The product / installation during the 2nd level check /evaluation of the technical documentation was found to be compliant and compliance actions are followed for low risk
products/installations.

products/installations.
3 At the discretion of the market surveillance Authority when there are serious indications of risk to health or safety of persons or to other aspects of the protection of the public interest or

for other valid reasons that require the completion of the evaluation process.
4 In cases of non-implementation of measures to abrogate non-conformity, where it is possible or failure to take the corrective measures required for product/installation compliance within

the set deadline, fines and, if necessary, additional restrictive administrative measures are imposed.

2 The product / installation during the 2nd level check /evaluation of the technical documentation was found to be not compliant and compliance actions are followed for high risk
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ZI Cooperation between Market Surveillance Authorities (MSAs)
0

and Border Control Authorities (Customs)

4 on Market Surveillance and Compliance of Products (articles 25 to
28),

« obligations to carry out controls on products entering the EU market,
« the legal basis for the cooperation between authorities responsible for border controls (Customs) and MSAs.

v to carry out market surveillance on products before they
enter the Single Market.

v (e.g. name of manufacturer, product type,
name of importer, etc.) according to the Combined Nomenclature codes used in the EU customs
database TARIC.

v 3 )i between MSAs and Customs to ensure that both authorities’ respective

~activities are complementary and effective.
4
v , with relevant criteria e.g. name of manufacturer
or importer, product type etc. on specific products.



... hecessary steps to be taken when cooperating with
Customs

N

they will contact the Market Surveillance Authority

to inform Customs whether they intend to act on the
information or not. Otherwise, Customs shall release the product.

O whether the product presents
J

If Market Surveillance Authority:
or if non-compliance identified has been solved by means of
appropriate corrective action, the product for free circulation.

with EU harmonisation legislation, placing on the market.



| Current status

v" Manual exchange of information via email
v No IT interconnection

v" MSAs compliance assessment based on information (e.g.
product photos) provided by the importer and not by
customs’ physical inspection
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v’ Customs do not check authenticity‘ of the received
documents raising an issue on data security and
reliability
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v ICSMS and Rapex information does not seem to be O
incorporated into the customs risk assessment system
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e v Lack of interoperability with other systems (EPREL, SCIP,
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ﬁ Uploading product’s information on ICSMS and Rapex

( ) when assessing the compliance of a product for informing other
Market Surveillance Authorities. ICSMS is EU’s comprehensive communication platform for market
surveillance on non-food products and for mutual recognition for goods.

. If so it might be
useful to verify the Product Information (Pl) details and to contact the processing Market Surveillance
Authority. If a Pl does not already exist, the relevant information about the product should be
recorded in ICSMS promptly.

To it is necessary to provide other MSAs with relevant information and
results of the assessment carried out, the documents received from the Economic Operator and other
A O

relevant information via ICSMS as soon as possible.

‘For presenting a , it is required a notification via the the EU rapid
alert system for dangerous non-food products, (established under Article 12 of General
Product Safety Directive 2001/95/EC, extended to all harmonized products by Regulation (EC) 765/2008).



Dr George Drossos
Director
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