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For ewor d

The European |egislator makes broad use of standards to
support Community legislation. Taking into account the
current reflections about governance and better regulation
whi ch recommend an increased use of co-regulatory and self-
regul atory practices, it may be expected that the use of
standards to support legislation will increase as well.

The nethods applied while making reference to standards in
| egi slation vary significantly. The foll ow ng docunent gives
an overview of the different methods showing concrete
exanples with their advantages and disadvantages. It is
geared at all Ilegislators at European, Menber State and
country candidate level and ainms to provide recommendations
for ‘best practice’ to be applied if, while drafting
| egi sl ation, the option of using standards is chosen.






| nt roducti on

Standards are technical docunent s, prepared by al
interested parties (conpanies, consuners, workers, public
authorities) on the basis of a nunber of principles (e.g
consensus, openness and transparency). Unlike regul ations,
they are not adopted by an authorised public authority but
within private, independent and - in the case of European
standards - officially recognised standards organisations.?
Standards are a priori not binding and their application is
vol unt ary.

St andards can also play an inportant role in legislation, in
particular in technical regulation. If a legislator includes
standards in a legal act or nmkes reference to themin one
way or another standards can obtain legal quality. The
standards thus becone a part of the requirenments of a
specific legislative act or of the system

The advantages to |egislators of making use of standards in
| egislation are manifold. Instead of being obliged to find
solutions for difficult technical questions thenselves,
|l egislators can rely on the technical expertise of the
standards devel opers and at the same tinme save public noney.
Mor eover, t hanks to the consensus- based, open and
t ransparent procedure  of setting standards and the
subsequent broad acceptance of standards, the |egislator can
expect a broad acceptance of his legislation as well.
Finally, standards reflect the latest ‘state of the art’
i.e. the latest technical devel opnents. However, in order to
follow the | atest technical devel opnents, standards nust be
regularly revised.? Accordingly, a |egislator nmaking use of
standards to support legislation should take that into
account and choose a legislative option allowing him to
avoid having to adapt the whole legal act every tine a
standard is revised.

At European level, the Community, in its |legislation, nakes
broad use of the option of referencing standards. This is
confirmed by a recent study® in which all Comunity acts in
which reference is nade to standards are listed. Standards
to which reference is made are international standards,

European standards and, to a |esser extent, nationa
standards. The nethods used vary significantly, depending on
the political will of the legislator. The European

| egi sl ator makes direct and indirect reference to standards.

! Directive 98/34/EC of the European Parliament and the Council laying down a procedure for the provision
of information in the fields of standards and technical regulations (OJ L 204 of 21.7.1998) recognises CEN,
CENELEC and ETSI as the official European Standards Organisations.

2 The statutes of the European standards organisations foresee a regular revision at least every five years.

® Falke, Internationale Normen zum Abbau von Handsdel shemmnissen, July 2001.



Direct references can be dated or undated. The |egislator
can allow the use of standards to remain voluntary or nake
t hem mandat ory.

The different possibilities for making use of standards in
| egislation may be conbined, thus establishing a |I|arge
vari ety of ways of referencing standards in |egislation.

Based on an analysis of the different conbinations applied
by the European legislator, this note intends to present
exanples of the different types of references used by the
European legislator and the procedures chosen by him to
adapt legislation to technical developnments in standards. It
further ains to exam ne their advantages and di sadvantages
in the |light of legal «certainty, and the procedura
inplications of the legislator's obligation to adapt
legislation if a referenced standard is revised.

| . Direct references to standards

Direct references can be established by the primry European
| egi slator (the European Parliament and the Council), but
the task to carry out necessary adjustnents can be del egated
to the admnistrative authority (Conm ssion, sonetines
supported by a Conmmittee). In this case, a specific standard
Is directly quoted within a legal text. There are two types
of direct references: the dated direct reference and the
undated direct reference. By way of a direct reference, in
many cases, a standard is made mandatory. Thus, dependi ng on
the level of the referenced standard (national, European,
international), barriers to trade may be created. Moreover

direct references require regular adaptations of the
| egislative act in order to remain in line with technica

devel opnent. Finally, a detailed ex-ante control by the
| egislator is necessary as to the technical content of the
st andar d.

A) The dated reference

A reference to a standard is dated if the legislative act
quotes the standard by its nunber and by its date.

General advantages of the dated reference

The major advantage of a direct, dated reference is its

|l egal certainty. The legislator is the ‘master of the
procedure’ in autononmously choosing exactly the technical



solution he wants to be applied. On the other side, the
addressee of the l|egal act knows exactly which technical
solution he has to apply in order to conply wth the
l egislation. In addition, he can recognise the inposed
technical solution in the legal act itself.

General di sadvantages of the dated reference

Nevert hel ess, the di sadvantages of such a nethod prevail. As
nmenti oned above, every tinme a standard is adjusted to the
| atest state of the art or even entirely replaced,
| egi slation using that standard will also have to follow if
It wants to respond to the latest state of the art. This
will require conplicated and tinme-consumng |egislative
procedures especially if the right of adaptation of the
| egal act is not delegated by the primary European
| egi sl ator (the European Parlianent and the Council).

Exanpl es of dated references

The abovenenti oned procedural di sadvant ages  of dat ed
references are nost often avoided in European |egislation
Wiile examning the abovenentioned study with regard to
dated standards used in European |legislation, one can
recogni se that specific procedures are introduced which
sinplify the adaptation of the legal act to revised
st andar ds.

1) Such a procedure can consist in delegating the adaptation
of the legislative act to the Comm ssion supported by a
conmttee (‘comtology’).

For exanple Art. 2(2) of Council Drective 79/196/ EEC of 6
February 1979 on the approximation of the |aws of the Menber
States concerning electrical equiprment for use in potential
expl osi ve atnospheres enploying certain types of protection*
(conpl enenting Directive 76/117/ EEC) holds that *harnoni sed
standards in the nmeaning of Article 4(4) of the (basic)
Directive 76/ 117/ EEC shall nean standards listed in annex |
hereto’. These standards are quoted as ‘EN 50 014/
Electrical Equipnment for Use in Potentially Exclusive
At nospheres/ 1/ March 1977 .

Article 5 of the sane Directive then states that ‘the
contents of the harnoni sed standards referred to in annex |
may be amended by following the procedure laid down in

“0JNo. L 43 of 1979, p. 20 ff, to be abrogated.



Article 7 of the (basic) Directive 76/117/ EEC , establi shing
a managenent commttee follow ng the com tol ogy rules.

Accordingly, in the case of an adaptation, it is not
necessary to trigger the whole legislative process
(Conmmi ssion proposal, discussion in and adoption by the

Council/Parlianent) but instead, to consult a nanagenent
conmttee and to find a final solution as foreseen by the
com tol ogy procedure. A further advantage is that, in the
case of dated references which mght in this situation be
used nore often, the legitimted authority remains the
‘“master of the procedure’. Constitutional problens can be
avoi ded. Legal certainty for the addressee is ensured as
wel | . Nevert hel ess, Article 7 of the abovenentioned
directive is badly fornulated: it is not the |egislating
authority itself which decides on ‘the anmendnents to the
contents of harnonised standards’ but the respective
standard organisation. The legislating authority decides
whet her to adapt the annex to the Directive to the anmended
st andar d.

Neverthel ess, a commttee still needs to be consulted. The
| egal act does not automatically follow the devel opnent of
the “state of the art’.

2) The right for adaptation can also be delegated to the
Commi ssi on al one.

For instance, Conm ssion Regulation (EC) No 2316/1999 of 22
Cctober ‘laying down detailed rules for the application of
Counci| Regulation (EC) No 1251/ 1999 establishing a support
system for producers of certain arable crops’,® by which the
Commi ssion was entitled to regulate the details, quotes in
its Article 4 EN 1SO 9167-1: 1995 and EN I SO 5508: 1999 as
t he applicable testing nethods.

This type is simlar to the delegation to a commttee and
mai ntai ns the advantages of a dated reference, at the sane
time renoving conplicated and tine-consum ng adaptation
proceedi ngs. Nevertheless, a permanent adaptation of the
| egal act remains necessary as well.

3) An exanple of a neans to avoid such an obligation is
provided by Directive 94/2/EC of the Commission of 21
January1994° inplenenting Council Directive 92/75/EEC with
regard to ener gy | abel |'i ng of househol d el ectric
refrigerators, freezers and their conbinations. Therein,
Art. 1(2) establishes that ‘the information required by this
Directive shall be neasured in accordance with EN 153 of My

> 0J L 280 of 30 October 1999.
®0Jin 1994 L 45, p. 1 ff.



1990 or with harnonised standards the reference s of which
have been published in the QI'. This alternative conbines
the clear dated reference with the option to use other
nmet hods, t hus removi ng t he obl i gation of regul ar
adaptations. Neverthel ess, the wording of the above Article
may easily lead to confusion with the user since he m ght
not know which standard to use if EN 153 of My 1990 is
repl aced but still quoted in the Directive.

B) Undated references

In the case of an undated reference, the European |egislator
only quotes the nunber of a specific standard, not the date.

Gener al advantages of the undated reference

Conpared to the dated reference, this nmethod is certainly
nore flexible. In the case of a revision of a referenced
standard, the legal act itself does not need to be adapted.
The reference still corresponds to the state of the art.

Ceneral disadvantages of the undated reference

The undated reference conprises many negative aspects. The
text allows the use of subsequent revised versions of the
sanme standard. The question arises as to what will happen if
the standards are entirely replaced or if the quoted pre-
standard has in the neantinme beconme a standard. In such a
case, an adaptation of the legal text wth all its
procedural inpact m ght be necessary as well. Mreover, wth
undat ed references, the legislator loses its position as the
‘master of the procedure’ and shifts his authority for
reference to st andar ds or gani sati ons t hat are not
legitimsed for this. Constitutional questions may ari se.

Exanpl es of undated references

1) Council Decision 93/465/EEC of 22 July 1993 concerning
the nodules for the various phases of the conformty
assessnent procedure and the rules for the affixing and use
of the EC conformty marking, which are intended to be used
in the technical harnonisation Directives’ says under point
A(m that ‘notified bodies which can prove their conformty
wi t h harnoni sed standards (EN 45000 series) are presuned to
conformto the requirenments of Directives’.

" OJL 220 of 30 August 1993.



This practical exanple denonstrates the flexibility of the
undated reference type. If the EN 45000 series is updated,
no adjustnment of the Decision should be necessary. Doubts
remai n however, if the EN 45000 series are not only updated
but conpletely replaced as is currently the case with EN
SO | EC 17025. For reasons of clarity and certainty, an
adj ustment of the Decision seens preferable.

2) In many cases, the wording ‘or later nodified version’
‘or revised version’” or ‘in the wvalid version’ are added to
the nunmber of the undated standard. Thus Art. 1 of the
Comm ssion Decision of 16 January 2001 establishing two
reference nethods of neasurenent for PCBs pursuant to
Article 10(a) of Council Directive 996/59/EC on the disposal
of polychlorinated biphenyls and pol ychlorinated terphenyls?
stipulates that ‘European standards EN 12766-1 and prEN
12766-2 and subsequently upgraded versions shall be applied
as the reference nethod for the determination of PCB in
pet rol eum products and used oils’.

Here again, the question remains what should happen if the
standards are conpletely replaced or, in the case of the
quot ed prEN, have becone a formal standard.

Il1. Indirect references to standards

Unli ke direct references, indirect references to standards
are generally made where the legislator intends to allow or
pronote their voluntary use. Barriers to trade are avoi ded.
Moreover, indirect references may allow the technica
devel opnment to be followed nore easily. In this case, a
revision of +the relevant standard does not require a
correspondi ng adaptation of the basic |egal act.

A) New Approach

Wthin the New Approach |egislation aimng at harnonising
technical regulation in the Single Market, standards play
an inportant role. Wthin the New Approach, the European
| egislator clearly defines his political objectives by
defining detailed essential requirenents (nostly on health
and safety) which a manufacturer nust neet in order to
conply with the legislation. No reference to specific

8032001 No. L 203, p. 31.



standards is made in the legislation itself, the New
Approach is operational w thout standards.

However, pursuant to the aforenmentioned Directive 98/ 34/ EC
the Commission can request the European standards
organi sations to elaborate harnonised European standards
necessary to conply with the essential requirenments defined
in the respective legislation. Standards thus conplenent
| egislation as they provide technical specifications of the
essential requirenments set up by the European |egislator.
Any manufacturer who wants to market his products wthin
the Single Market nust neet the essential requirenents. One
way of doing this is to conply wth harnoni sed European
standards, the references of which are published in the QJ.
In this case, the New Approach Directives confer
presunption  of conformty  of a product with the
| egi sl ati on.

Thus, the New Approach leaves the technical wor k
conpl ementing and specifying legislation to bodies wthout
| egislative authority. Unlike 1in the <case of direct
referencing, an ex- ante control of the technical work by
the | egislator does not take place. The European | egislator
has faith in the accountability of the European standards
system Thi s system does and nmust , accordi ng to
consi deration n° 24 of Directive 98/ 34 ensure that ‘ European
standardi sation system is organised by and for the parties
concer ned, on the basis of coher ence, t ransparency,
openness, consensus, independence of special interests,
efficiency and deci si on maki ng based on nat i onal
representation’. Nevertheless, there is the opportunity of
an ex- post control. By introducing the possibility of
formal objections against a harnoni sed European standard,
t he New Approach has al so established a system all owi ng both
the Commission and the Menber States to control the
conformty of a harnonised European standard wth the |ega
requi renents defined by | egislation.

General advant ages of the New Approach

The way in which standards are used in the framework of the
New Approach avoids nost of the disadvantages denonstrated
with the other solutions nentioned above. Thus:

e The legislator can request the FEuropean Standards
Organisations to carry out technical work which is
necessary to support technical regulation. The European
standards system is accountable. An ex- ante control of
the result of the standardisation work is not necessary.
Neverthel ess, the European |egislator maintains control



of the final results as he needs to publish the
references of these standards in the Q) in order for the
st andar ds to have | egal ef f ect (presunption of
conformty). Constitutional doubts that a non-legitim sed
actor is carrying out |egislation cannot energe;

e |If there is a revision of the standard, no revision of
the legislative act itself is necessary, the references
of the revised standards just need to be published. The
New Approach | egislation always corresponds to the *State
of the Art’;

e The addressee of the legislation has certainty about the
requirenents he has to neet since the references of
rel evant standards are published in the QJ.

Gener al di sadvant ages

Despite the above nentioned advantages it nust be admtted
that the legislator has less influence on the final outcone
than in the case where he can hinself choose a standard. An
ex-post procedure of safeguard cannot provide the sane
quality of control as an ex-ante legislative procedure.
Therefore, it nust be ensured that the system of European
standardi sation remains as accountable as it presently is®.

A New Approach exanpl e

The essential rules are nore or less the same in all New
Approach Directives. The recent Directive 1999/5/EC of the
European Parlianment and of the Council of 9 My 1999 on
radio equi pnment and tel econmunication equi pnent and nutual
recognition of their conformty is a good exanple anong
many. 1°

Article 2(h) of this Drective defines a ‘harnonised
standard as a technical specification adopted by a
recogni sed standards body under a nandate from the
Commission in conformty with the procedures laid down in
Directive 98/34 for the purpose of establishing a European
requi renent, conpliance with which is not conpul sory.’

Article 5 of the sanme Directive stipulates that ‘where
apparatus neets the relevant harnoni sed standards or parts
of it whose reference nunbers have been published in the

° Thiswas only recently confirmed by the Council in its resolution of 28 October 1999 on the role of
standardisation in Europe (OJ 141 of 19 May 2000).
1°0JL 091 of 7 April 1999.

10



Oficial Journal of the European Communities, Menber State
shal |l presune conpliance with the essential requirenments
referred to ....°

Article 983 of the Directive establishes a procedure of
f or mal obj ections agai nst shortcom ngs  of har noni sed
standards not conplying with the essential requirenents of
the Directive.

B) ‘State of the art’

A further method of nmking use of standards to support
| egi slation but not to quote themdirectly is the so-called
reference to the ‘state of the art’ or ‘acknow edged rul es
of technology’ within legislation. State of the art in this
case neans that if a manufacturer neets the |atest standards
whi ch, however, are in no way specified, the |law presunes
t hat this manuf act ur er conplies wth the relevant
provisions. The state of the art nodel is somewhat simlar
to the New Approach. Comunity |egislation does not have
such a type of reference whereas Menber States' |egislation
does!'. The nere reference to the state of the art is
probl ematic. The only advantage to this solution is that it
IS not necessary to adjust legislation in case of a revision
of the relevant standard. The disadvantages prevail. The
| egi slator |eaves conplenmentary legislative work to non-
| egitimsed organi sations w thout having any possibility of
control. A nmanufacturer has no certainty which standard
exactly corresponds to the state of the art.

Summary

The analysis has denonstrated that Comunity | egislation
mainly makes use of tw nethods of wusing standards to
support legislation: the direct reference either dated or
undated and the indirect reference in the New Approach. The
exanples nentioned above have shown that the direct
ref erences contain disadvantages per se (barriers to trade,
need to adjust legislation) which the primary European
| egislator tries to reduce partly by delegating the task of
adjustnment to the admnistrative authorities. Nevertheless,
there remain different types of del egations. Moreover, there
is no coherent application of the method of direct
references. Sonetines, direct referencing 1is confusing
(dated and wundated reference) and raises constitutional
probl ens (undated reference).

1 Schepel, Falke; ‘Legal Aspects of standardisation in the Member States of the EC and EFTA, Vol. 1, pp.
187, 188.
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In the New Approach nethod, the European |egislator conbines
the advantages of direct referencing (legal certainty) wth
those of indirect referencing (avoiding barriers to trade,
no adjustnent of |egislation necessary). In addition, the
New Approach Directives have a coherent construction and are
based on the sane principles. Mking use of the accountable
Eur opean standardi sati on system renders an ex-ante control
of the technical results unnecessary. The risk of confusing
the addressee of |egislation can be nore easily avoi ded.
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