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Addendum

The General Market Surveillance Procedure

Summary

At its thirteenth session, the Working Party essdigd an Advisory Group on Market
Surveillance (“MARS” Group) and mandated it to repm its activities.

This document is intended to guide market survaikaauthorities in the organization of
controls on the national markets to ensure prodoictpliance.

The document is submitted to the Working Partydiscussion with a view to future
adoption as a recommendation.

" This document was submitted late due to delaygdtinfrom other sources.
GE.O8
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l. Scope of the document

1. This General Market Surveillance Procedure (GMS#)lieen developed to be used by the
national Market Surveillance Authorities (MSA) imetnon-food area.

2. It is a proposal for a concept to be used in tlobaized world where products can be
imported from all over the globe. MS actions areally monitored/steered by a regional entity.
Currently there is no international entity for timgportant task.

3. It can also be used by the Coordination Body forkdaSurveillance (CB) as a guidance
document.

4. References to specific sub-procedures (SPs) haredmrled in this draft 2, refer to annex 1.
5. The focus in these sub procedures is on mass peddtlectrical equipment (like household
equipment).

6. Reporting templates resulting from the GMSP anguts procedures are in development.

. Structure of the document

7. A MS action may be broken down into three phases:

Phase |
The preparatory
phase

L Sub Procedures

) 4
Phase Il
The execution
phase

L Sub Procedures

) 4
Phase Il
The stakeholder
contact phase

L Sub Procedures




Abbreviations

CA
CB
DoC
DoW
EC
EO
ERs
GPSD
MS
MSA
NADs
NB
PR
SP
SPC
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Competent Authority (of a technical legislation)
Co-ordination Body (national)
Declaration of Conformity

Date of Withdrawal

European Commission
Economic Operator

Essential Requirements

General Product Safety Directive
Market Surveillance

Market Surveillance Authority
New Approach Directives
Notified Body

Public Relations

Sub Procedure

Single Point of Contact
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V. The General Market Surveillance Procedure
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V. Explanations
A. Start of the MS action (0)
8. The initiation of a MS action may come from diffetentities:
(@  The MSA own unit
(b) The SPC point
(c) The CB (national Coordination Body)
(d) Other MS entities
(e)  Custom$
9. In market surveillance, there are basically twadkiof actions:

(@) Reactive actions are actions which ask for immedagtention and follow-up; usually
they are complaint driven (e.g. there is an acatetg problem with the products, in
that case the input is coming from the national St (RAPEX) or there is a
complaint regarding unfair competition)

(b) Pro-active MS actions relate to the planning of &8ons for the coming months or
years and are performed taking in consideratioeraiinformation sources coming
from (1), (2), (3), (4) and (9), (10) and (13). $keactions normally originate from
the own organization or the Coordination Body drentMSAs in the country.

B. Pro-active MS actions (1)

10.  For the achievement of an effective MS systemntakn consideration the large number of
products on the national market, the high numbéedinical requirements (regulatory documents
and underlying harmonised standards), and thedamiésources of the national MS authorities, it is
now generally believed that a pro-active approaateieded.

C. Reactive MS actions (2)

11. (2.1) Check if the product has been advised by B6if as a serious risk product to the
health and safety or other justified public intérésyes, perform the SPC procedure (2.2), use
template Rapid Alert form, see annex 1 appendix E.

12.  In principle the further treatment of this kindauftions is identical with a pro-active MS
action.

! EEC 339/93 procedure, see also (13) cooperatith@istoms
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D. Market information on the product (3)

13.  The criteria/information sources which can be useplan a pro-active MS action are:
(@) Market information of the products on the natiomerket (national statistical office,
Customs data)
(b) Monitoring of accidents
(c) Follow-up of complaints
(d) The RAPEX, SPC, ICSMS and other information sou(t€3
(e) Relevant information from stakeholders (e.g. consuonganizations)

E. Risk assessment on the product (4)

14. Itis necessary to get an objective number fopibtential risk(s) when using or installing a
technical product. For certain industrial produeithin the context of the Machinery Directive, the
EN ISO 14121-1 standard is used.

15. Regarding consumer products, annex Il of the gunddbr the notification of dangerous
consumer products, related to art 5(3) of the GRSML/95/EC, provides a method for risk
assessment, see also appendix C in annex 1 afdbisnent.

16. Risk assessment is especially useful when thare gpecific technical legislation for the
product assessed, refer to (5.2b) in the flow chart

F. Classification of equipment according to directikarmonized standards and
Essential Requirements (5)

17.  (5.1) Historically in the EU, essential requirenterdlated to safety, EMC, Spectrum use, of
technical products were provided within New Apptoaaectives like LVD, EMCD and R&TTED,
including complimentary requirements of the GPSBpplicable.

18.  So the first task is to define the technical regoies which are applicable to the product,
refer to document COM(2007)3%vhich defines the scope of the new EC MS regurati
COM(2007)37 refers to the harmonized area onlys phocedure — the flow chart- includes the
non-harmonized area.

2EN ISO 14121-1:2007 'Safety of machinery. Risleasment. Principles'

% Refer to www.newapproach.org

* Refer tohttp://ec.europa.eu/enterprise/regulation/intenmarket_package/index_en.htmeanwhile this Regulation
has been published in the OJ.
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19. The definition of ERs is a very important task flee MS authorities, because in EU
legislation compliance with harmonised standardsi¢ivenclose the ERS) provides for assumption
of conformity with the directive (the ERS).

20. Inthe flowchart, a separate page has been restwéie definition of the Harmonized
Standards (5.5) including the DOWate, the ERs and the compliance criteria whefopeing tests
or assessments.

21.  For defining of the compliance criteria, the limitsm the harmonised standard(s) or the
limits defined by the NB are used, but also duescaration has to be given to the EA guidance
document EA-4/18 EA guidelines on the expression of uncertaintgiantative testing and to the
requirements of the requirements of the ISO/IEC2578tandard in general. Due to the complexity
of this standard and the number of requiremenispbses to the body performing the test, in
general, we can state that testing is not a tatheoMS authority. This does not mean that the MSA
can perform preliminary testing using basic testiggent or highly automated test equipment
which allows for straight forward operation.

22.  (5.4) Co-operation with the Competent Authorityaafirective to define special MS
requirements specified in this directive. The GahBroduct Safety Directive provides extensive
requirements for product safety and also providespecial MS clauses (some authorities used it as
basis for transposing new sector technical legosiat

23. If for some reasons the harmonised standards atkecged (e.g. some LVD-harmonized
standards did present some problems in practieedpiior} of the EC should also be sought.

24.  (5.9) a test plan is written, which is to be usadréquiring formal quotes of the CABs
(mostly the labs). Refer also to the “Procuremeatedure”.

G. Speed of action within part (5)

25.  Inour present global economy the average life tin@ product is decreasing. For some
equipment it is less than 3 years. The recommetidedghput time for part (5) is 1-2 days.

H. Safeguard clause (6)

26. In certain cases when a defect to a harmonisedatdis detected, the authority has to
inform the services of the EC.

27.  Also, the national SPC point will be informed.

®> DoW: Date of Withdrawal , this term is explainedthe list of harmonized standards published irQfierefer to
www.newapproach.org

® refer to www.european.accreditation.org

" refer to www.cenorm.org

8 refer to http://europa.eu.int/comm/enterprise/elemuipment/Iv/opinions.htm
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l. Perform the MS activity: administrative tasks, ieston, testing (7)

28.  This is the core activity of the MSA.

29.  Most market surveillance activities are adminiséat{inspection) tasks, as referred to in the
flowchart (7.1-7.6).

30. This part of the chart applies to equipment forchithe CE marking directive is applicable.
31. The successive administrative inspections arelbsv®, see (7.1) to (7.5):
€)) To check if CE marking and other labelling is oa #guipment

(b) To verify the availability/correctness of the DoB Declaration of Conformity).
Also, verify if there are reasonably suspiciongampliance with essential
requirements.

(© To verify the availability/correctness of the Teadah File
32. Itis only after the above-mentioned steps thaiMiSeauthority can decide to test (7.7).
33.  The different corrective actions taken by the M$atity (7.6) may be:

@) Communications with the Economic Operator to séiheenon-conformity within a
defined period of time

(b) Refer also to the checklist corrective actions mted as appendix D of the
methodological guide for dangerous products (sese&ri of this document)

34.  Verification of Technical Files is usually perforthn co-operation with CABs, as these
entities have the competence to assess these files.

J. Speed of action within part (7.1) — (7.6):

35. The recommended throughput time for this admintistegpart is 5-15 days, depending on
the complexity of the product and on the distamctné supply chain tracing (imported products,
especially from third countries).

K. The MS authority decides to test (7.7) — (7.15)

36. Essentially, two kinds of tests can be foreseeMBrpurposes:
(@  “Simple” tests

(b) “Other” tests
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37. There is no clear definition for “simple” tests i general they can be performed by
market surveillance inspectors taking into constien certain quality items (e.g. measurement of
dimensions, basic electrical quantities, amongrs)he

38.  “Other” testing requires specific test equipmertitéstructure usually only available to
accredited CABs or similar (e.g. EMC test equipnmmadio-communication test equipment,
among others.).

39. The designation of CABs that will perform MS assessts (tests and other conformity
assessment tasks) is derived basically from thee“glide” with some additional requirements
(refer to the sub-procedure “Requirements andelip of CABS”).

L. Consultation (hearing) with the Economic Operaioi?)

40.  After evidence of non-compliance with selected Bg8akrequirements has been collected,
the MSA will initiate corrective measures to bedaalby the EO.

(@) Such measures as stated above shall be communvwidhedit delay to the relevant
EO, which shall at the same time be informed ofrémedies available under the law
of the Member State concerned and of the time dinoitwhich such remedies are
subject.

(b) Prior to the adoption of a measure referred to apthhe Economic Operator
concerned shall be given the opportunity to bedheathin an appropriate period of
not less than 10 days, unless such consultatioatipossible because of the urgency
of the measure to be taken, as justified by healgafety requirements or other
grounds relating to the public interests coveretheyrelevant Community
harmonisation legislation. If action has been také&hout the Operator’s being
heard, the Operator shall be given the opportunitye heard as soon as possible and
the action taken shall be reviewed promptly theesaf

41.  Serious threats of non-compliance product dissetmman the market during consultation
with the EO must be avoided.

42.  If serious risk is involved the sub-procedure SHIClve followed.

M. Sampling

43.  Within phase 1, the preparation phase, an imposialject is sampling. Indeed, as the
number of products put on the markets worldwidenigortant, an effective and intelligent system
of sampling is needed.

44.  There are proposals in some MS working groups édthis ISO 2859-1 standard called
“Sampling procedures for inspection by attribufest 1, Sampling plans indexed by acceptable
quality level (AQL) for lot-by-lot inspection”.
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45.  However, ISO 2859-1, which is based mainly on Md-8ocuments, was developed for the
purpose of acceptance of products (AQL levels,anspn levels).

46. This standard supports the contractual relationufaaturer (supplier) — client, so that ISO
2859-1 is used as a decision document and at the 8ae as a negotiation source. Apparently in
MS actions, the Market Surveillance Authorities (MS$ are free to take samples and no contract is
signed for this purpose.

47.  Also ISO 2859-1 assumes a homogeneous producti@mto which sampling/decisions will
be executed; as far as MS is concerned, the batgedvducts is very heterogeneous and one cannot
guarantee a normal distribution of product features

48. Then may be the most critical issue: the numbaiaaiples. The number of samples ISO
2859-1 requires, especially for critical produditiees like safety requirements, is quite high
(depending on the number of products assessedjuhiber may be more then 100). Assuming the
cost of product assessments and the cost of thelesnit may not be feasible to use ISO 2859-1
directly.

49. Some harmonised product standards include samgtingmes when, for example,
regulatory compliance has to be assessed, but stesgards are merely exceptions.

50. Thereis currently no agreed approach for MS sargpli

N. Speed of action within part (7.7) — (7.15)

51. The recommended throughput time for this testing isal0-20 days depending on the
complexity of the product and the number of esséngiquirements assessed/tested.

0. Updating of the national MS database (9)

52.  Refer to the MS sub-procedure “Information systems”

P. Exchange with other databases (10)

53. These are data bases such as RAPEX, ICSMS and/ @ national level, the SPC
database would be a subset of the national MS ds¢ab

54.  Refer to the MS sub-procedure “Information systems”

Q. Report to EC (11)

55. For some NADs, there is an obligation for Membeaurtaes to inform the EC of their
activities.
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R. Public Relation activities (12)

56. Refer to the MS sub-procedure “Communications, iedeélations and Visibility”.

S. Co-operation with customs (13)

57.  The regulation (EEC)339/8®n checks for conformity with the rules on prodsatety in
the case of products imported from third countrezgiires the customs authorities to be closely
involved in the market surveillance operations erfidrmation systems provided for under
Community and national rules, in cases relatingramlucts from third countries.

58. Reference is to be made to the MS sub-procedurekKéliaurveillance and customs”.

T. STOP — Ending of the MS action (14)

59. After the national MS database has been updatedtakdholders were informed, it is
considered that the specific MS action has ended.

60. Itis advised, however, to check the correct immatation of the changes performed by the
Economic Operator after some time, e.g. one yedletfollow-up MS action).

° Refer to page 60 of the “blue guide”, meanwhilgulation (EEC) 339/93 has been repealed and replag¢he
regulation setting out requirements for accreditaind market surveillance relating to the markgetihproducts.
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Annex 1
List of sub-procedures and related reporting templées
N° Sub-procedure Template reference  Remarks — Temale
availability
1 SPC sub-procedure Appendix A: Contact ec.europa.eu/consumers/c
Methodological guide for information for ons_safe/prod_safe/gpsd
notifications regarding dangerous | respective government
products inspectorates (MSAS)
Appendix B: Safety
notification form (to be
performed by Economic
Operators)
Appendix C: Risk
Assessment
Appendix D: checklist
corrective actions, for
Economic Operators
Appendix E: notification
form for dangerous
products to be used by
other MSAs and to be
sent to the SPC
Appendix F: standard list
of product types
Appendix G: Standard
list of risks (GPSD)
2 Notification procedure according to Version 1.2 Oct. 1998
Art. 9 of LVD (safeguard clause)
3 MS Information systems
4 General MS test plan
5 Sampling procedure
6 Procurement procedure
7 Requirements for and follow-up of
CABs
8 Communications, PR and visibility
9 Reporting of MSA to
national/Regional authorities
10 Market Surveillance and Customs




