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: -Pursuant 10 Artrcle 189 (a) paragraph 2 of the EC treaty, the Comrmsswn subrmts an amended o
proposal for a Council Directive amending Directive 90/219/EEC on the contained use of

RV " genetically modified micro-organisms. The amended proposal takes -account of a number of

| - amendments from the European Parhamcnt adopted at its March 1997 Plenary Sessron

- Ing general the Commlssron cannot accept amendments that seek to hmlt the mformatlon glven o
o+ to'the public or the Commission, introducce specific requirements for liability insurance, change _

- the legal basis of the Directive or complicate its operation. . However the Commission can

accept in full amendments 2, 3,9, 10, 16, 17, 19, 31 41,42, 49 and 56 which clarify or further
_-.the prrncrples of the Commxssmn Proposal A .

] _ : In addmon the Commrssron can partrally accept amendments 4, 1 1, 27 30. (merged with 29)

d - ‘37 38, 39, 43, 47, 48 54 and 55. Commentary on these amendments follows:-

L Amendment 4 (Art1cle 2 (a)) seeks to delete the words "1nc1ud1ng viruses, vrrords', animal and
“plant cells in culture, but excluding naked nucleic acid molecules.”. The Commission accepts
__ the deletion of "but excluding naked nucleic acid molecules”, but wishes to retain the other
words to assist clarity and malntaln the mtended scope of the Directive.

'.Amendment 11 makes a textual change in Artxcle 6 (a) (1) deletmg the wotd risk and adding
the plural form of activity. The Commission accepts this but has substituted contained use(s)
in place of activities to be consistent with other amendments :

Amendment 27 requ1res in Artxcle 14 () mformatron on safety measures to be mcluded
" regional administrative author1t1es to be informed and a system of co- -operation be established
~ to guarantee public 1nformed in detail. The Commission accepts, with rewording, the '
requirement for information on safety measures which must be relevant to the emergency
.. plans. However the Commission cannot accept that the Directive would require the ’
- 1mp1ementat10n of a regional system for co-operation within a Member State to _guarantee the -
. public are informed in detail. This is under the respon51b111ty of the Member State
"Amendment 30. the restriction of serious damage to public health or the environment in Artlclef,
~15.1 is not acceptable to the Commission. An accident is defined in Article 2(f) and the
*_proposed wording implies that damage must have occurred, whereas the .current definition’

‘. covers. the potential hazard from the accident. The proposed addition of the words "and o
' ;'umnlentlomlly released” added at end of the second -indent of Article 15.1 has. not been -

"’~'_'t|cceplcd ‘because’ it “restricts the article to not covering accidents by self inoculation )
" (injection).:  The deletion of the word emergency in the fourth indent of Article 15.1 is
. -already in the Proposal. - The replacement of the word avord w1th prevent in Article 15 2is

. R ﬂccepted by the Commission.

Amcndment 37 (Artlcle 20) seeks to limit the annexes that can be modrﬁed by the commrttee :
. procedure to Annex'III par. -5 and annexes IV & V. The Commission accepts that annexes I

& TIB- (should be only amendable by the full procedure The Commission is unable to accept

. restriction on'the procedure to amend annexes II and III. The restriction on amendmg annex_
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I would prevent the operatlon of the list of types of GMMs shown to be safe for human

‘health and the environment. It would also prevent the rapid modification of annex ITA which

lists techniques of genetic modification not leading to a GMM should an, as yet unknown,

" - safety issue indicate the need to further. restrict this annex. The exclusion of some parts of

annex I1I would complicate amendments to the annex as a whole.

Amendment 38 requires in Article 20 (a) (new) that within 6 m_onths of implementation of the
Directive, following a -Commission proposal, the criteria defining GMMs suitable for

- inclusion into Annex II B shall be made in accordance with Article 100a of the EC Treaty.

The Commission has accepted this, but not the suggested Treaty base of 100a since the
Dlrectwe is made under Article 130S1.

-Amendment 39 concerns Article 21. The Comm1ssmn has accepted a 2a comitology procedure
which gives flexibility to the Council to adopt different measures to those proposed by the
Commission instead of the 3b procedure contained in the Commission Proposal for the
modification of Directive 90/219/EEC. Concerning the report of experience with the Directive

* the Commission considers that this requirement is present in Article 18.3 and the report will be

made available to Parliament. However the proposal in the amendment that the decisions and
minutes of the committee are made available to the public is not acceptable to the Commission,

~ since it conflicts with the agreement between the Commission and the European Parliament

(applicable from 1.12.1996) on transparency and publicity of committee meetings.

Amendment 43 proposes in Annex Il new wording for par.i a and a specific reference to

‘Directive 90/679/EEC on the protection of workers from biological agents in par. 3. These - .

changes are acceptable to the Commission. The addition of a specific risk assessment
procedure for human health is not acceptable to the Commission since the Directive covers
human health and the environment. The Commission feels specific guidance of this nature
would best be produced in guidance to the Annex. The Commission has accepted text from par. :

Sa and par. 5b which assist the clarity of the Commission Proposal

Amendments 47 and 48 (Annex IV Table Ia) amend the requirements for surfaces in

~ laboratories. The Commission accepts that the surfaces should be resistant to water,

decontamination agents and easy to clean.” The Commission has not accepted the change in
specification for floors walls and ceilings which are in excess of the requirements of Directive

A 9_0/679/EEC on the protection of workers from biological agents, which also covers GMMs,
since this measure is primarily related to worker protection.

Amendments 54 and 55 (Annex [V Table 11} amend the requirements for surfaces in facilities
for other activities. ‘The Commission accepts that benehes, if fitted, should be included at all
levels and that the surfaces should be resistant to water and decontamination agents. The
Commission has not accepted the change in specification for floors walls and ceilings. The

requirement that floors must be resistant at level 2 should remain to be apphed on a case by case

basis depending on the risk assessment which considers the size of the operation. The

alterations at levels 3 and 4 are not required due to the absence of very large scale production of
those agents :

. The Commission can accept in principle amendments 7,8, 14,15, 21,22,23, 24 25,35 and
- - 68. Commentary on these amendments follows:-



Amendment 7 concerning Article 2 (c) is acceptable with a minor rewording to refer to annex 11

' Amendment 8 links the risk assessment to the containment and control measures in Article 6a,
. -the:Commission accepts the principle but has altered the wording to assist clarity.

Amendments 14 and 15 seek to.introduce the principle of good microbiological practice and the
requlrement to review its application in the workplace in Article 6a (2). The’ ‘Commission

.accepts the inclusion. of the principle in the Directive, but feels that such technical measures are:

"' ~best located i in the preface to Annex IV which dctalls the contamment and control measures to -

beapplred Co Co W - ~

Amendments 21 22, 23 24 25,and 35 1ntroduce the separatron of classes 3 and 4 for dlfferent .
" notification requirements in Articles 10, 11, 12 and 18, requiring an explicit consent for
' ‘.subsequent activitiés for class 4 and 1mp11c1t consent for class 3. The Commrssron accepts the-
principle of these amendments to strengthen the administrative controls for high risk work but _._7, )
.__fmtends to retain thé equal treatment of classes 3 & 4, accordmgly makmg both subject to S
= exphcrt consent for all uses m Artlcle 10a'(3).

Amendment 68 seeks to amend the definition of contained use in Article 2 (c) to avoid possible
confusion over the use of the word limit. The Commission accepts the principle of this
amendment but proposes to replace ‘avoid their contact with” by expressing the pnnCrple aim
of the Drrectlve using the words prov1de a hlgh level of safety for”.

The Commtssmn has not accepted amendmentsl 6, 12, 13 18, 20, 26; 28 32, 33, 34, 36 40
44, 45 46, 50, 51, 52, 53, 57 and 58. Commentary on these amendments follows- -

.Amendment 1 proposmg to change the legal basis of the Proposal from 13OS 1 to- 100A is not
acceptable to the Commission.. Legally, since the scope of Directive 90/219/EEC is not being
-significantly altered, and it does not impact directly on the ﬁmctlonmg of the harmonised-
S ~ market, there is no legal argument to change the legal basis of the Directive from 13081 to
~100A. In addition the change of legal base would prevent Member States from provrdmg in
. their national legislation containment and control méasures wh1ch are more stnngent than those-
provrded for in the Dlrectlve : :

Amendments 18 & 20 seek to separate class 3- and 4 activities for different notification
requrrements are not acceptable because the Commission believes that such a separatlon would. -
comphcate the operatron of the Dlrectlve ‘and could lead to confuswn :

Amendments 44 45 and 46 -which seek to remtroduce the dlstmctlon of purpose into the
, -+ revision of the Directive, arc. not=acceptable to the Commission. The Commission sccks to
T 1e;,u].|tc the activity,’ for example laboratory work mespectxve of- the f'mal purpose for whlch '
B *the work is berng undertaken x

" Amendments 26,‘ 36,' 57 and _58 have not been accepted by the Commission. These amendments
. Seek to_limit the information available to the public or aspects of activities that can be subject to
- public consultation to solely health and environmental protection and emergency plans. The -

— . BN

.._\;"



Commission feels that these restrncnons will. not improve pubhc confidence in the regulatlon of
- thlS technology:

,

'Amendments 32 and 33 seek to restrict information required to be given to Competent
_ Authorities and the Commission in the event of an accident, to that which presents possible
“serious damage. Under these amendments the choice of what is covered by health and
“environmental protection and emergency plans is left with the notifier. These amendments are

" not acceptable to the Comm1ss1on : : '

Amendments 13 and 28 deal with the issue of liability insurance and the provision of financial
" security and are not acceptable to the. Commission. The subject of liability is under
‘consideration by the Commission, which intends to produce a white paper on environmental
liability. The Commission wishes to deal with this matter in a horizontal manner to avoid
: dlfferent hablhty requirements in dlﬁ'erent Directives. :

',Amendments 6, 12 ,and 34 have not been accepted by the Commission because they duplicate .

Lo _provisions present in Article 2(h), 12.2 and duties present in Articles 8,9 'and 10 respectively.

/\mcndment 40 has not been aceepted by the Commission because it produces a duphcatmn of
‘existing tcxt within the same annex, which does not assist the clarity of the text.

Amendments 50 and 51 have not been accepted by the Commission. -These amendments
increase the burden of control measures, by making them requirements, without the option to
decide if they are necessary in all cases. These measures will not always be required and thus
not always increase safety levels. ' :

-‘Amendment 52 has not been accepted by the Commission. This precautionary measure should -
not be specifically required for class 2 activities. The amendmient is in excess of the
requirements of Directive -90/679/EEC on the protéction: of workers from biological agents -
which covers GMMs, and this measure is primarily related to worker protectlon

Amendment 53 is technically invalid since the genetically modified micro-oxjgénisms are not
required to be in a closed system and as such has not been accepted by the Commission. -



- Amended"P_roposal for a

amendlng Dlrectlve 90/219/EEC
- T : . on the contained use of genetically modified micro- orgamsms :
P (presented by: the Commission pursuant t6 Article 189a paragraph 2 of the EC Treaty)

#*  COMMISSION PROPOSAL

AMENDED PROPOSAL

Recital 3a (new)

m'_o_m&ea_uag_e_muhe_

icrobiol ] practic _principles
safe eal work laid down in-
the leva_nt Community law. ly -
to all activities in *whi
ified micro-organisn
I e s . - Recital 4a (new) o ’
L R IR e ecific _measur hu o s

P

(a) The foIlowmg words are added at the -
<. end of paragraph (a): “including. viruses,:
A . viroids : and ‘animal- and plant” cells in

-culturebut_excludmg_nak_mg&l_egs_agd
-molecules.”

3

TR "(c) ' contamed use”

stored

N " cultured,’ U ansported -or

3
[
i
K
*
&

- . iorganisms’dre! dlspo. ed; ot fi ~w1110h
o g physrcal or.chemical or brolog,leal barrlers

“used to limit their contact with the general
populatlon and the envxronment :

7

Artrcle 2(c)

.shall mean: any .
' operation - in, 'which, xmicro-organisms “are -
. genetically modrﬁed or in .which:such -
.. genetically ‘modified -micro-organisms. are -
used

'destroyed [deIeted ‘words], and" for ‘which” "

' general ' popula" 5

_or_any combination -of these’ types, are

Agmj_an_cu_d_e_mg__rmml_om; :
__smgl_utsmjgm_auﬂ_eu_f..

S T ArtrcleZ(a) |

(a) -The followmg words .are added at the;*:
-end of paragraph (a): mcludlng viruses,
viroids and animal and plant cells in - -

culture ( grgls d§1§I§d) ».

Ac) . contamed ‘use” shall mean ‘any '’ o
operatron in. which micro-organisms-are . . -
~genetically . modified or in ,whlch such % ;
genetrcally 'modified micro-organisms are -
i cultured, ~stored,” used, transported or.

" physical ‘barriers,” or a combmatron of
physrcal barriers tog,ether withichemical " -
and/or brologlcal barriers, .are S used to
g level fv i

-Or any. actlvrty,_-' L
‘modified mxcro,orgamsms ‘are. drsposed of, "

. for . which- -physical -or “chemical - or - ‘ N
biological barriers, or any combination of - - -~ 0 u
these’: types are_used to provide a high Y
level ‘of ‘safety:for the general populatron e

and the environment;” - B




. Tlus Dlrectlve shall not apply ‘where

| .- genetic modification is obtained . through
"+~ the use of the techmques or methods listed

- in Annex II, or for contained-ise activities
- involving ‘other types- of genetically
modified micro-organisms known to be

. safe  for human “health . and the
. environment. Such types of genetically
* ~iodified micro-organisms and their

Acharacterlstlcs are listed in Annex II, Part
JB i

categorization of the contained-use.

risk: _risk ing t
containme g mgl control mgagm_cg in -
accor 'th icle 6a:
. Article 6 (3a) (new).

3a_ Where th re is dgub; as to which of

- two_classes_of risk is appropriate for the

. proposed _contained-use aCtjyim ies), the "
higher classificati houl ssigned -

Artxcle 3. - o
This Diréctive - shall not apply where T
genetic modification is obtained through - " .
the use of the techniques or methods listed ; *
‘in Annex 11, or for contained-use activities
involving - other types of ~ genetically -

' modified micro-organisms known -to be-
safe for human  health - and- the .
environment. Such types of genetically
modified micro-organisms . and . their -
characteristics are hsted m Annex II, Part

- Band Part C;

L Article 6 (3)
.3 The assessment should result in the

3. The assessmeﬁt shatl result in the ﬁnal

categorization of ‘the contained-use |
activities in the followmg tour classes of activities in the followmg four’ classes of -

until sufficient eviden stifies th
sl glgwgr glas sification. o

Amcle 6 (4a) (new)

,act1v1tv mvolvmz genetlcallv modified”
. micro-organisms, the question- of disposal - -

.shall be taken_especially into -acc L

Where appropriate, the nec safety

measures shall be implemented in order to : -

_protect human heal the environment,
Article 6a.(1)

L. The ‘user shall apply the containment
and control measures from the appropriate
Table(s) in Annex IV corresponding to the
risk class of the activity, so as to
keep workplace and  cnvironmental
exposure to  any genetically ‘modified

_ micro-organisms to the lowest reasonably -

. practicable level, and so that a high level
of safety is ensured.” :

4a. When assessing t iled.ir

1. The user shall apply the contalnmem .
and control measures from the appropriate .

Table(s) in Annex [V corresponding to the
class of the contained use(s), -so as to

keep workplace © and environmental
cxposure {0 any  genetically modified

micro-organisms to the lowest reasonably
pmc,tlcab!c level, and so that a h;g’h level

of safety is ensured.”
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1. For the first and. subsequent Class 2
" activities to. be carried out in premises
- notlﬁed in accordance with. Article' 8, a
* notification containing the information
.-, listed” in Annex V, Part” B shall ‘be
- submltted

o ";.22 : If no’ prev10us notlﬁcatlon has' been

" . --submitted for Class 3 or a higher class of .

i activities, - the contained use may- not

- competent - :authority.  The

‘writing’ - at . the  -latest 90 days after
g subm1551on of the nonﬁcanon

proceed without "the consent ‘ of the .
-competent
. authority. shall communicate its decision in-

Artlcle 10(1)

1. For the first and subsequent Class 2
&ntam__eduse(g) to be carried out in’

premises notified in- accordance with

Article 8, a notification containing the

information listed in Annex V Part B shall

be submltted

| "A&i'cle 10 (2a) (new)
' 2a, The a ‘ c

w11h1n a maxxmum of 45. days from 1h§.
Qtlﬁcatlgn : v ' :

" Article-10a (2)

2:"  Ifnoprevious nonﬁcanon has been;.

submitted for Class 3 or a higher class of -

contained use, the contained use may not -
proceed - ‘without the consent of the
competent - authority. The. . competent

‘authority shall communicate its decision in

‘writing - at - the - latest ‘90 " days after_

‘ submlssmn of the notlﬁcatlon

A o R e Art1cle10a(3)

- . 53 ‘ If a prev1ous notlhcatlon has -been

AR requlrements ‘have 'been -satisfied,
- . .containeéd ‘use_may .in .absence of any

* indication “to ' the" ‘contrary from the
-.competent authonty proceed 45-days after

- :submission . of - the ‘new " notification, or

E submltted for'Class 3 or a higher class of
- activities' and the" associated consent

the .
~same or _higher class, the contained use . -
'may not proceed without the consent of

- the competent authority. The -competent -
, uthorlty §hall communicate its decision in-«

’ the 1 ' -

3.- " If a previous notification has been

submitted for Class 3 or-a higher class of ..
activities and the associated consent
requirements have been satisfied for the -

~“earlier ~ with " the - agreement of - the
» competent authorlty _ . su 15510n f'th no
S A AR Artlclel4(b) o | ‘
' (b) Informatlon on - emergency L (b) . Informatlon on emergency plans o

PRt a]so be made pubhcly avallable

- . plansiis- supphed iri-an appropriate manner, ..
-+ and’ without their.having. to request it, to’".

- bodies and-authorities liable to be’ affected
by the accident. The' ‘information’” shall be::
_,updated at. appropnate intervals. It shall'

! havmg ‘to " request’” it,"
_authorities : liable ' to be -affected by the

and relevant safe

acc1dent The: mfonnatwn shall be updated

: es is supplied in *  *
an appropnate ‘manner, and. without their :;
“to " bodies: and ;"




Article 16 (1) (a) (new) o ‘
Ln_p_dmiLl&Lpéxa&n]LLiAﬂLL_L@ﬁ
ths:_mni__lmhlc__xs_mmm by me word -
Hikely™.

: - Article 20 :
. In Artwle 20, the words “Annexes Ilto V” In Article 20, the words ‘Annexes II to V”’
. .are replaced hy the words “Annexes I to are replaced by the word; Annexes

- ':V” ' _A_ “ pg[! !‘ g;! annexes u! toV”

. Article 20a (new) - . ‘
e nclu jon of certa

e of‘e licajl mgdufs___mmm_”
] I, Part B, shall be - -

- 13081 of the EC Treaty.
Adticle 21

. L . .

S o m@m&mgh_sm_appme_;d a_t.e_lL
f : Lh_ngmmmn_tgjhignnJLinthh_
. ! that event the Commission may defer-

icatio the meas ires which it bas

: dgcided for a perjiod of not more than one -
mont ‘ e date - uc
co jcati
; _ The il, - actin _b}'__ﬁ_Mﬁgd '
S o majority, may - tgke a_Jdifferent g;_s_! n
mmm the tlme-hmn g,ferred to_in_the

vio! uopara

‘ o R ~'Annex II part B
B:  Types of genetically vhodified B. Criteria establishing the safety of -
micro-organisms which have been shown  genetically modified micro-organisms to
~ to be safe for wman healthandthe - . human health and the environment.
" environment :ind which are, therefore, ' R : S
excluded fron the Directive:"

Annc:n 1 part C (ncw)
- Lﬂm&m&dﬂmﬂdmﬂm&&
mganmms_wm_hmgi_‘ ie.criteria listed

Annex IH par. 2

laid_down m____accordm_a_mLh_Am;le o



2

-',concern ‘natural micro- -organisms and are_
usually based on the ab111ty of micro-
‘organisms to- cause discase’to humans. or -~
-+ ’animals, and on’ the’ chLrlly and
jtransmxsmblhty of the disease likely to be
caused. The. usermay also taI\e into
‘iconsldemtlon c_lassmealmn schemes
" referring to plant pathogens (which are

- -+ usually established on a national basis). -

g

2. a. The assessment referred to in
Article - 6 should be based on the

followmg
(). the fecipient micro-orgahism; .

T (i) the inserted (donated) . genetic-
.. -1 'material; . - S

(i) the vector;

(iv) the - donor mlero-orgamsm (1f the

- ;. donor micro-organism is used during the
L -operatlon)

"(v)'-‘._ the resultm;, g,ent,tlcally modified
- micro-organisms. : _

b, The. ‘severity of "the'__"b(')‘tentially_-'
g harmﬁ.ll effects :

e The hkehhood of the potentlally :
- .. harmful effects bemg reahzed

Eﬂxﬁﬁgel-

3. In order to arrive at the categoriiation

. of a particular -activity, as referred to in
. Article 6, the user- may take ' into
-+ consideration ‘the -risk . class of the
.; * recipient, the vector: and it -applicable,
. donor micro-organism as given in_other
= Community legislation, international or .
S natxonal schemes (e.g. WHO, NIH etc.).

These classification sehemes

OJ NO L 374 31 12 1990 p 1

2. - The assessment referred to in Article:

6 should be based on the followmg

~.Th1en1<_:i entially
harmful - effects of the ”gp ration _in
articular_any potentiall 1. s
~caused by:

(i) the recipient micro-organism;

(i) the inserted . (donated) genetic

material;

(iii) the vector;

‘(iv~) the donor - micro-organism ('if the
~ donor micro-organism. is used durmz, the
, ‘operatlon) :

() - the resultlng genetlcally modlﬁed

micro- orgamsms

b, The severlty of the potentlally

Jharmful effects.

C. The hkehhood of the potentlally

harmful effects be1ng reahzed

L
"

* Annex ‘III par. '3 :
_Prggedure .

3. In order to arrive at the categorization - - -
of a particular activity, as referred to in
Article 6, the ‘'user. may- take into’
consideration the risk class of - the.

recipient, the vector and, if’ applicable,

donor micro-organism_as given in other -

Commumty leglslatlon in__particular

Directives 90/679/EEC' on the protection

of workers from risks related to exposure

- to biological agents at work as amended
.-by Directive 93/88/EEC*_and: adapted t?

da
technical progress by Directive 95/30
International  or national schemes . (e.g.

~ WHO, NIH etc.) and their revnsxgns dgg tg

»pew scientific _knowledge

progress may also be ggnslde_l;ed, .

These classification schemes
concern, nalural micro-organisms and are
usually based on the ability of micro-
organisms to cause disease to humans or

'0J No L 268 29.10.1993 p. 0071 .~ -
OJ No L'155 06.07.1995 p. 0041
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The above mentioned classification
schemes give only a provisional indication
~of the risk class of the activity and the

_ - corresponding set of containment and

* control measures required.

animals, and on the severity and
transmissibility of the disease likely to be
caused. Directive 90/679/EEC classifies
micro-organisms, as biological agents, into

" effectsona healthy human adult. These

classes of risk can be used as guidance to
the categorization of the contained use
activities in the four Classes of risk -
.referred to in Article 6(3). The user may

also take into consideration classification
schemes referring to plant pathogens
(which are usually establishedona
national basis). The above mentioned
classification schemes give onlya
provisional indication of the risk class of
the activity and the corresponding set of
containment and control measures
required.

Annex 111 par.5b (new)

3

- " Annex IV Pre

5b. Risk assessments. for human health
and the environment may give rise to
different classifications of the contaiped
use. Where this occurs, the final = -

classifications with its accompanying .
containment and control measures.

face (new paragraphs) '
As inimum,_in 0 ific
safety measures, the following principles

of good microbiological practice at work

shall invariably apply to genetically

modified micro-organisms;

a when neces

carried out to ascertain the presence of
viable used organisms outside the phys‘ ical
boundaries _within _which they are
primarily contained; :

(b - .
and regular turther training of personnel;

'

) biological safety committees or

subcommitices shall be set up according to

requirements;

.internal practi

four classes of risk on t_hg basis of potential

provision_shall be made for basic -

-



shall be drawn up and enforced to:ensure
the safety of personggl, : : ,
The applicatiori of " ]
v B ractice' shall be reviewe , er
' ' - periodically. * The persons employed in . -
‘'this_area shall fake part in the review, .

T o c - without muudlgc fo- Article 11 - of

of measures to encourage 1mprgmm§nt§ in -
the safety and health of workers at work?.
5 2 <

Table la (lme 3). ,
3 Surfaces resistant to acids, alkahs "3 - Surfaces resistant to water, acids,
" . solvents, disinfectants = - ' alkalis, solvents, disinfectants, - )
Containment levels . . - ..~ decontamination agen which .. =
1. yes (bench) - ' o ~ are easy to clean . '
2 yes (bench) o ' Containment levels A
'3 'yes (bench, floor) ' "1 yes(bench)” - - -

4 yes (bench ﬂoor cellmg, walls) 2 yes(bench)-
- 3 yes (bench, floor)
4

'yes (bench, ﬂoor,_ccil‘ing;, walls)

Table [ a (line 12)

12 Washing and decontamination 12 Handwashing and decontamination
provisions for personnel " provisions for personnel ,
Containment levels = - - Containment levels = - | o 3
1 yes ' ' o 1-yes” : '
2 yes S - 2" yes
"3 yes o '3 yes ' : _ ~

4 yes . ) . 4 yes -

Table Il (line 9) .

/‘) -\ Surfaces rcslslam to-acids, alkalis, ~() Sutlaccs lcslslanl lo W. .lclds :
L solvcnls disinfectants- T . ~alkalis. solvents, disinfectants, ;
Comammenl levels . < _ ) decontamination aggnts and which are .~
l ,-"1 k ’_‘-'optlonal IR __— dsy clean : -
- 2. .. optional . - . ~. Containment levels .
.. +.3 .. yes(bench ifany, ﬂoor) . 1 . yes(benchifany)
ﬁ.".‘ yes (bench, floor, cellmg, _ . 2 yes(benchif any) o
e walls) Lo e e 3 yes (bench if any, ﬂoor) o -
B o . .4 yes (bench if any, floor,
“v % 0JiNo. L183, 29.6.1989, p.1. .




|  ceiling, walls)
Table II (line 16)

16 Washing and decontamination 16 . Handwashing and decontamination
. - provisions for personnel - provisions for personnel ' -
Containment levels : - Containment levels : o {
1 yes . A 1 yes -
2 - yes 2 yes .
3 yes : o .3 yes
4 yes - o 4 yes
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