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EXPLANATORY MEMORANDUM ~ - *

lntmductlon and Summany

L LY.

The need for a revnsmn of Dnect]ve 90/219/EEC

: Dlrectrve 90/219/EEC relatmg to the contamed use of genetxcally modified. micro-

" organisms. was proposed and adopted together with Directive 90/220/EEC on the

deliberate release into the environment of genetically modified organisms in a -

horizontal way on the pr1nc1ple that a precautionary. approach as regards safety to "

¢ human'health and the environment should be followed in order to ensure that the .
' expected beneﬁts of this technology can develop safely :

The basis for Dlrectlve 90/219/EEC was the screntlﬁc knowledge of the early'/ -
~1980s and most pamcularly the llmxted expenence of that trme w1th mdustnal o
- appllcattons . :

o

'“Whlle ensurmg that ‘the . techmques of genetlc modxﬁcatlon are used in a
responsible way, we must at the same time take into account the w1der screntlﬁc_
~ knowledge and expenence gained over the last ten years. ' :

-‘ h’i"Slnce the early. 1980s” the techmques of genetlc modlﬁcatxon have been .used -

extensively in many research laboratories and industrial facilities worldwide, as

“a result of which there is .now scientific evidence pointing to the safety of many

types of activities involving genetlcally modified micro-organisms, which can;,

_therefore, be carried out safely m contamed facnhtles by applymg normal good

,. laboratory practlces

The Commrssxon has mounted an extensrve and systemat1c review of the

- .provisions. of Directive_ 90/219/EEC by taking into account not -only. the
" abovementioned scientific knowledge but also the experience gained with the

implementation of this Directive: In carrying out this revrew the Commrss1on was
1nvolved in extenswe consultatlon w1th interested parties. .

The review 1dent1ﬁed the followmg maln weaknesses in Dlrectrve 90/219/EEC

(1) - 'The classnﬁcatlon system for GMMs is not in lme wnh 1ntemat10nal .

practlce Co R

(11) The admxmstratxve procedures and notrﬁcatlon requrrements are not lmked_ - |

" to the real nsk of actlvmes

(i) The admmlstratwe procedures for certain classes’ of activities mvolvmg '

genetlcally modlﬁed micro- orgamsms are. unnecessanly restrrctwe

(1) There 1s. msufﬁclent guxdance as to the containment and control measures

which - should be apphed n order to protect human health and the .

-env1ronment e S

(W) The ﬂexrblhty ‘of the Dlrectlve is llmlted as it does not provrde for easy -

‘ _adaptatlon to techmcal progress of one of 1ts Techmcal Annexes

o The Commlssmn consrders that it is now. possxble to propose amendments ‘which.. o
“will address the weaknesses of the Directive, while at the same time continuing
to prov1de the same level of protectlon for human health -and the environiment.



'Before making ‘this proposal the Commission has taken into consideration -
corresponding regulations in other parts of the world (eg USA, Canada) and
international gu1del1nes (NIH, OECD, WHO) :

1.2° .Main elements of the pmposal

" In essence the Commission is profpoSing the following:

(i) The administrative procedures and notification requirements will be linked
to the risk of the activities involving GMMs. Four classes of risk will be
foreseen as judged in the light of smentlﬁc knowledge and mtematlonal

-experlence

As a consequence, the current non- nsk based dlfferentlal treatment of
operatlons for administrative purposes will be abolished.

(i) The administrative procedures will be streamlmed where thlS does not
: compromlse safety :

(iii) The minimum containment and control measures to be applied for each risk
- -class will be further specified, thus ensuring harmonization and adequate
environmental protection.

(1v) The possibility for further ekemptions of safe genetically modiﬁed micro-
: organisms will be introduced, thus ensuring rapid adaptation to techmcal
progress and avoidance of unjustlﬁed administrative burdens on -users.,

(v) All Annexes will become amendable through a Regulatory Committee .
procedure, thus enhancing flexibility and permitting timely adaptation of
these highly technical parts of the Directive to rapldly advancmg scientific
and techmcal progress. . .

In addition to the abovementloned main modifications, the proposal contams '
amendments which were considered necessary in order for the text to be consistent
and clear. Furthermore, it was considered necessary, to up-date some technical
parts of the Directive on the basis of experience and scientific progress.

Pxesentatlon of changes i in the Amcles and the Annexes

Article 2

- Paragraph (a)

It has been considere_d necessary to provide some further technical clarification
concerning the definition of "micro-organism".

- Paragraphs (d) and {e) of Directive 90/219/EEC. have been deleted, since the
~ distinction between Type A and Type B operations was not based on .any
- identified risk.

- Paragragh (c) |

‘The definition of "contained use" has been modified as regards disposal, so that-
the disposal of genetically modified micro-organisms originating . from
contained-use activities can be covered -and evaluated under the same Dlrectlve
that covers the contained use of such. GMMS



; "Amcles e

. leen the . pace at whlch the ﬁeld is. advancmg, it- has been consrdered approprlate to -

. introduce : the’ possrbllrty for future exemption of types of GMMs other than' those
”spec1ﬁed already in Annex Il A once evidence of therr safety for human health. and the

"+ environment becomes avarlable C :

,Artrcle 4 L
'1.-' : 'Paragraph b -

.The use of genetlcally modlﬁed micro- orgamsms ‘which have been placed on. the.
..market following the procedures of Directive 90/220/EEC or of other Community:

~legislation which provides for a specific environmental risk-asséssment similar to -, . -

~that laid-down in that Directive, will be exempted from Directive .90/219/EEC

- provided' that .the contained “use.of such GMMs 15 in accordance with. the

" conditions, if' any, of the marketing consent or approval glven under the.
abovementioned Communrty leglslatron . .

""" This has been consrdered necessary in order 10 avoxd a 51tuat10n where notification -
--would have to be submitted and a risk assessment would have to be carried out
“in order t6 proceed im particular premises with uses of GMMSs which have already

‘been given consent/approval under Commumty legislation providing for a specific
. environmental risk assessment. Such a situation would bé unjustified since a full -
- assessment of the approvéd use(s) of such GMMs would have already been carried =
out under the abovementloned Commumty legrslanon :

Artlcle 5
- :Paragraph 3 .

Act1v1t1es mvolvmg genetrcally modlﬁed micro- orgamsms will be subject to a risk _
“"assessment which should result in the categorization of activities in-four classes -
“of risk. The. prmcrples on whlch ‘the nisk. assessment should be carrled out are .-
'~out11ned in Annex III _' L

vy ~Thrs has been consrdered necessary since all mtematlonally accepted guidelines
" and other Community legislation (Directive 90/679/EEC) foresee classification
in four ‘classes of risk. In' this 'way .low and high risk genetically modified.
micro-organisms will no longer be classified in the same group ‘and be subject to
: the same admrmstranve procedures’ as is currently the case. 4

- leen the emphasrs of Dlrectlve 90/219/EEC on the- protectron of human health

o ~and the environment, which presupposes the application of coritainment measures . -

commensurate to risk; each risk class will correspond to a particular level of

- containment. .In- this. way there. will be’ clear provisions- as’ to 'the minimum. -~

.. containment measures ‘which are. .appropriate. for "each- I'lSk class Wthh 15 not
' j_ currently the case for low to hrgh I'lSk GMMs : ~ :

' Amcle 6

- Paragraph

The user shall apply the contamment and control ‘measures Wthh correspond to

the risk class of the activity, so that a high level of safety is ensured and exposure -
- to any genetlcally modrﬁed mrcro-organrsms 1s kept to the lowest practrcable L
: level . T T : -



Annex IV presents four Tables outlining the normal minimum requirements and -
measures for each level of containment and for different types of activities.
According to international practice these measures correspond to a hlgh level of
safety.

- Paragraph 2 .

It has been specified that not only the containment and control measures, but also
the risk assessiment should be periodically reviewed in the light of new scientific
or technical knowledge and in the case of significant changes in the act1v1t1es

 Arficles 8,9 and 10 : o

These Articles specify the admmlstratlve procedures and notification requnrements which
- are considered appropriate for each risk class. More specifically:

Amcle 8

Class 1 activities will be able to commence immediately following the notification
referred to in Artlcle 7 which should mclude at least the information outlined in
Annex VA. .

This has been considered appropriate since Class 1 activities areactivities -of no or
negligible risk and there is no justification for a waiting period before commencement
of such activities.

The Commission believes that for Class 1 activities safety for human health and the
environment is adequately ensured through the corresponding containment and control
measures outlined in Annex IV. Furthermore, competent authorities have the right to
control at any time the correctness of the risk assessment and the adequacy of safety and
emergency response measures as well as the adequacy of waste management according
to the provisions of Article 11. For Class 1 activities, control by the competent
authorities will be facilitated by the obligation imposed on users to keep records of each .
assessment.

v _ Article 9

Class 2 activifies will be able to commence following submission of the ihformation
outlinéd in Annex VB.

~If no previous notification has been submitted for Class 2 or higher class actlvmes work
can only commence 45 days after submission of the notification, or earlier with the
agreement of the competent authority. Such a waiting period has been considered
necessary, in order for the competent authority to be able to verify if the users are able
to carry out the risk assessment and to apply the approprlate containment ‘and control

© measures.

If, however a previous notlﬁcatlon has been submitted for Class 2 or “higher class
~ activities and the associated consent requirements have been satisfied, the new Class 2
activity can commence immediately following a new notification containing the
information outlined in Annex VB. This has been considered appropriate since users will
have been able to demonstrate earlier their ability to carry out risk assessment and apply
. the appropnate control and containment measures.

" Article 10

Class 3 and Class 4 activities- will be able to commence followmg submission of the
information outlined i in Annex VC: . , :



“If no.previous notification has been submitted for the same or higher class-activities, the -
‘contained use may not proceed without a written cconsent of the competent ‘authority
which' should be given within 90 days after submission of the notification. If; however,
_a previous notification has been submitted forthe same or higher class of activities and.
-the'associated consent requirements have been satisfied, then the new activity: can in the’
absence of any indication to the contrary, commence 45 days after submission of a new
notification containing the information outlmed in Annex VC. This has been considered.
appropriate since users will ‘have been able to demonstrate earlier their ability to-carry |
“out nsk assessment and apply the appropnate control and contamment measures.

Amcle 11

: Competent Authontles appomted by Member States will have the respon51brl|ty not only

- of recéiving and acknowledgmg notifications, but also of examining the correctness of
the risk  assessment and the assignment.of class of the risk: The competent authority

. . may, among others, ask the user to amend-the class of risk assigned to the activity(ies)
. and may requ1re that the contamed use, if proposed does not begm or lf in progress 1s'
‘ halted : , _ .

'Amcle;14'. -

: .Pa’ragraph '
‘Given. the rrsk-based approach of thrs proposal it has been’ consrdered necessary to
- define on the basis of the class of risk the activities for which the ‘drawing up of
~ emergency response plans will be necessary. It has also-been considered necessary to
further clarify the circumstances under which the drawing-up of emergency response
plans will be necessary. It has, therefore, been specified that emergency plans should be
.~ drawn up for Class 3 and Class 4 activities where failure of the containment measures
- could lead to- serious danger 1mmed1ate or delayed to humans outsrde the premlses
-and/or to the envrronment .

’

Paragraph b o

, It has been consrdered necessary to clarrfy that mformanon on emergency plans should'.. E
be supplled to bodies and authormes llkely to be affected by an. accrdent I -

v.'Artrcle 15 R
Paragr—aph N ‘

Sy

Given the fact that it might not’ always be possrble to have exact mformatron on the -~

" identity and the quantities of GMMSs released in the event of an accident, it has been

. considered necessary to’ specify that in the event of an accident information should be

. given on the identity and quantities of the GMMs concemed (r e. mvolved n the' '
contamed use affected by the accrdent) . . : o

Article 16 - .

Parag' rap'h b

Given the fact that it’ mlght not be’ always pos51ble to have ‘exact mformatlon on the :, e )

identity and the quantltles of GMMs released in the event of an accident, it has been -
considered appropriate -to specify- that the Commission should be informed of the
- identity and the quantities of the GMMs concemed (1 e. involved in the. contamed use

affected by the accrdent) ) : )



i~

Article 18

" Paragraph 1 -

Given the new risk-based classrﬁcatron system outlined in Article 5, it is proposed that
the summary reports to be submitted to the Commrssron by Member States should cover
Class 3 and Class 4 activities. ‘

~ Article 19

" It has been considered necessary to-bring this paragraph in line with the modifications

introduced in the body of the Directive and the Annexes, while ensuring that the public

‘has access to information r’elated to safety

It s therefore proposed that in no case ‘may the followrng 1nformatron be kept

onﬁdentlal

- the characteristics of the GMMs;

- name and address of the notrﬁer

- - . location of use;

- level and measures of containment;

- ‘the evaluation of foreseeable effects in particular any harmful effects on human -

health and the envrronment
Article 20

Given the pace at which this ﬁeld is advancing it is necessary that the technical .
elements of the Directive (i.e. the Annexes) are easrly adaptable to technical progress '

The C,ommrssron cons1ders that the possrbrlrty for easy adaptation to technical progress .
should also be introduced for Annex 1, since this Annex presents the technical
interpretation. of the notron descnbed in Article 2(b) and as such it should reﬂect the
state of the art o

— ‘ It is, therefore, the Commission's proposal that: all Annexes be amendable through a -

Commrttee procedure

Annex | |

.This Annex presents a technical interpretation of the term genetlcally modified

micro-organism" as defined in Article 2(b).

P

Part 1 outlines the techmques which according to recent scientific knowledge fall wrthm‘

- the notion defined in Article 2(b) whrle

Part 2 Part 2 outlines the techmques which accordmg to recent scientific knowledge do not fall

within the abovementloned notion.

‘ Annex i

. Part A: A Thrs part of the Annex has been adapted to technlcal progress - and outlmes )

techniques of genetic modification which should be excluded from the scope of the

‘ Drrectlve in accordance with Artrcle 3:

" Part B: This part includes types of GMMs which are known to be safe for human hea.lth .

and the environment, and whtch are excluded from the D1rect1ve in accordance with -
Article 3.

E—_—



The Commission has at present been able to 1dentify GMMs. known to be safe, whrch E
are listed in Part A. Given the pace at which this field is advancmg it is to be expected
that types of GMMs known to be safe wrll be 1dentrfred in the future and will be
included in Part B .

Annex I]I

This Annex outlines the prmcrples accordmg to whrch the assessment referred to in
_Artrcle 5 should be carried out. :

Paragraph 1 outlines. the basic elements of the risk assessment, which' are: the
‘identification of potentially harmful effects, their severity and the-likelithood of them
being realized, while paragraph 2 outlmes the effects that "can be consrdered as

i~ potenti ally harmful.

Paragraphs 3, 4 and S present a harmonized approach to the categorization of activities
and selection of control measures based on already existing classification schemes, the
. new properties of the GMM, the characteristics. of the operation and-the charactensncs
. of the envrronment llkely to be exposed. - :

| Annex IV

In order to ensure. harmoniiatioh and adequate environmental protection it has been

considered necessary to further specify and elaborate upon the minimum containment
- and control measures for each risk class and for different types of activities following -

.a careful examination of natronal and 1ntematronal practlces as well as. the work of
CEN in this ﬁeld : ,

‘The result of thrs analys1s has been Annex IV, whrch presents four Tables outlmmg

minimum containment and control ‘measures for laboratory activities (Table - Ia,.

additional measures for glasshouses and growthrooms (Table I b and animal units:
(Table I ¢, as well as minimum containment and control measures for other. than
laboratory actrvrtles (Table II)

Annex V
_This Annex outllnes the mformatlon whrch should be submrtted for: -

- the first trme that activities mvolvmg GM]\/IS take place in- partrcular premrses,
(Part A),

- Class 2 activities in partrcular (Part B)

- Class 3 and Class 4 actrvrtles m particular (Part C)

", Impact on Small anid Medium Enterpnses (SMEs)

The Commrssron estimates that the proposed amendment wrll have a posrtrve 1mpact on .
small and medium enterprrses and their competrtrveness for the followmg reasons:

. The elimination of regulatory redundancres Le. admmrstratlve requirements not
 Justified by safety, will have a posrtrve impact. on the competrtweness of SMEs '

o " The admmrstratlve procedures have been linked to the actual rrsk of the activities
following a ‘classification system which is clear and compatible: with other .
Commumty legislation (i.e. Drrectrve 90/679/EEC) and international. gurdelmes

. The proposed classrﬁcatron in four classes of risk is expected to-eliminate current
" unnecessary costs for the management of low risk GMMs which currently fall. -
under Group I1. .



The abolition of the non-risk based and rather confusing differential treatment of
operations for administrative purposes which currently places additional unjustified
burdens on large scale and industrial operations without regard to actual risk leads
. to the direct linking of administrative burdens to the actual risk of activities and
consequently to ratlonahzatlon of admlmstranve costs.

The administrative procedures and requirements. have been lightened for the vast
majority (Class 1 and Class 2) of activities in which SMEs normally engage, and
have been brought closer to those currently applied by the main trading partners
of the EU. This is expected to lower threshold costs for SMEs developing
innovative biotechnology applications and could provide an incentive for joint-

venture R&D investment and for the locatlon of production activities in the EU. -
The provision of clear guidance as to the contamment and control measures that

should be applied depending on the risk of the activities and the clarification of

ambiguous technical térms is expected to contribute further to the reduction of the

costs of compliance. ‘



Proposal fora.. - - o 5

- COUNCIL DIRECTIVE . - .

S : amending Directive 90/219/EEC . P
. on the contamed use: of genetlcally modlﬁed mrcro-orgamsms

v,,;

THE COUNCIL OF THE EUROPEAN UNION

Havmg regard to the Treaty establlshmg the European Commumty and in partlcular
Article 130s thereof e _ - . , _

» Havmg regard to the proposal from the Commrssron '

Acting 1n accordance w1th the procedure lard down .n Artlcle 189c of the Treaty,
cooperatxon with the European Parliament,: T ~

‘Having regard to the opinion of 'the Economic and Social Comrnittee o

'Whereas under the Treaty, action by the Commumty relating to the environment should be
based on the principle that preventive action is to be taken and to seek to preserve, protect
and improve the environment and to protect human health;

Whereas activities involving genetlcally modified micro-organisms should be class1ﬁed in
relation to the risks they present; whereas such classification should be in line with -
international practice; whereas such classification should be based on an assessment of the
risk;

Whereas appropriate containment and control measures should be applied to ensure a high
“level of safety; whereas the contamment and control measures should be lmked to the risk of
. the actnnttes : :

Whereas' the followmg ‘main weaknesses  have been identified in- Council
Directive 90/219/EEC®, as amended by Commission Directive 94/S1/EC®: the classification
system is not in line with international practice, the administrative procedures and notification
requirements are not linked to the real risk of -activities; the administrative procedures for
certain classes of activities involving genetically modified micro- orgamsms are unnecessarily
restrictive; there is insufficient guidance. as to the containment and control, measures
which should be applied . in order to protect human. health and the environment,
Directive 90/219/EEC -does not permit rapid adaptation to technical progress; techmcal parts
of the Directive need to be adapted to technical progress

Whereas thefe is now considerable experlence and knowledge of the nsks assocrated mth the
contained use of genetlcally modified mlcro-orgamsms '

' Whereas Dlrecttve 90/219/EEC shouId therefore be amended accmdmgly, B

HAS ADOPTED THIS DIRECTIVE:
Article 1
Directive 90/219/EEC .is hereby amended as follows: _

™ OJNoL 117, 851990, p. 1:
OJ No L 297, 18.11.1994, p. 29.
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1. Article 2 i5 amended as follows:

()

- (®)

()

The following words are added at the end of paragraph (a): "including viruses,

- viroids and animal and plant cells in culture but excluding naked nuclelc acid

molecules.”

In paragraph (b), the references to "Annex I A" in subparagraphs (1) and (ii) are
replaced by "Annex I"; ,

Paragraph (c) is replaced by the following:

"(c) "contained use" shall mean: any operation in which MICro-organisms are

genetically modified or in which such genetically modified micro-organisms

are cultured, stored, used, transported or destroyed [deleted words], and for
which physncal barriers, or a combination of physical barriers together with

chemical and/or blologxcal barriers, are used to limit their contact with the

general population and the environment; or any activity in which genetically

modified micro-organisms are disposed of, for which physical or chemical

or biological barriers, or any combination of these types, are used to limit

their contact with the general population and the environment;"

(d) Paragraphs (d) and (e) are deleted,

(e)

The following paragraph (i) is added:

"(i) ‘“significant changes" in the context of Article 6a(2) shall mean changes
wh1ch could change the result of the risk assessment."

2 Artlcle 3is replaced by the followmg

"Artlcle 3

This Directive shall not apply where genetlc modiﬁcatio'n is obtained through the use
of the techniques or methods listed in Annex II, 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 listed in Annex II, Part B"; ‘

3. Article 4 is deleted.

4. "'Ar'ti‘cle 5 is amended as follows:

(a)

®)

In the first sentence the words "Artlcles 7 to 12" are replaced by the words
"Articles 6a and Articles 8 to 11";

The second sentence is replaced by the following:

A

. "This Directive shall not apply to the storage, culture, transport, destruction,

disposal or use of genetically modified micro-organisms which have been placed

. on the market in accordance with Directive 90/220/EEC or under any other

Community legislation, which provides for a specific environmental-risk
assessment similar to that laid down in Directive 90/220/EEC, provided always
that the contained use is in accordance with the condmons if any, of the
marketing approval or consent."

11



7

Article 6 is amended as follows:

"2.-

)

The followmg Artrcle 6a rs mserted

~ (a) . Paragraphs 2 and 3 are replaced by the followmg texts

To thrs end, the user shall carry out an assessment of the contained uses as

- regards the risks to human health and the environment that they may mcur

taking due account of the- pnncrples set out in- Annex 1IIL:

The assessment should result in the categonzatron of the contamed -use
actrvmes in the- followrng four classes of risk: S

: Class_,l:i_ Actrvrttes of no, or neglrgrble rtsk that is'to sdy, activities for. .

which level 1 containment is appropnate fo protect human health
-as well as the environment that could be exposed to ‘the.
genetically modlﬁed m1cro-organrsms ' .

. Class 2: ‘Actrvltles of low risk, that is activitiés for which level 2

containment is appropriate to protect human health-as well as the
environment that could be exposed to the genetically modrﬁed
‘micro- organrsms in 'the absence of contamment 4 :

Class 3: Actlvmes of moderate risk, that is activities for which level 3
B containment is appropriate to protect human health as well as the
environment that could be exposed to the genencally modified

' mrcro organisms in the absencé of contamment

Class. 4. . Actrvrtles of high risk, that is activities for whlch level 4
o containment is appropriate to protect human health as'well as the
~-. environment that could be exposed to the genetrcally modified

B mlcro-orgamsms in the absence of. contamment " °

In paragraph 4 the words "Artrcles 8,9 and 10" 18 replaced by the words
' ,“Artlcles 8 and 10". o ‘ -

"Artrcle 6a |

- 1. The user shall apply the contamment and control measures from the appropnate

‘Table(s) in Annex IV corresponding to the risk class of the -activity, so as to

' keep workplace and environmental exposure to any genetically. modified

. micro-organisms to the:- lowest reasonably practicable level, and so that a hrgh e
level of, safety is ensured " . - :

‘2. The risk. assessment and the contamment and control measures applled shall be :

- perrodlcally reviewed forthwrth 1f

@

(b)

there has- been a srgmﬁcant change in- the actrvxty(res) to whrch the
assessment relates or : , :

J

‘there is reason to suspect that the assessment is no longer adequate as -
, Judged in the lrght of new scientific or technical knowledge

Artrcle 7 is deleted. - ' o .

12



8f;mwAmcles 8, 9J and 10 are replaced by the followmg

S
. :

e [ A"Artlcle8

When premiees are to be used for the first time for activities involving the contained use
of genetically modified micro-organisms, the user shall be required to submit to the
competent authorities a notification contamning at least the information listed in -

" Annex V Part A.

- 10.

Article 9

For Cliss 1 activities to be carried out, no further notification shall be needed. Suclt
activittes shall be able to commence immediately following the notification referred to
an Article 8. Users of genetically modified micro-organisms in Class 1 activities shall

: be required to keep the record of each assessment referred to in Article 6(4), which shall

be made available to the competent authority on request.
Article 10

1'." For the first and subsequent Class 2 activities to be carried out in ptemises
notified in accordance with Article 8, a notification containing the information
.llsted in Annex V, Part B shall be submltted

-2 :If no previous notlﬁcatmn has been submitted for Class 2 or a higher class of

. activities, the contained use may, in absence of any indication to the contrary from

the competent authority, proceed 45 days after submission of the notification
referred to above, or earlier with the agreement of the competent-authority.

3. If a previous notification has been submitted for Class 2 activities or higher and
the associated consent requirements have been satisfied, the contamed use may '
‘ 'proceed immediately - followmg the -new:notification.” . ... L

_ The followmg Artlcle lOa IS, mserted

"Artlcle 10a
1. For first and subsequent Class 3 or Class 4 activities to be carried out in premises

notified in accordance with Article 8, a notification containing the information
llsted in Annex Vv, Part C shall be submltted

2. If no previous notification ‘has been submltted for Class 3 or a higher class of
activities, the contained use may not proceed without the consent of the competent
: authonty ‘The competent authority shall communicate its decision in wntmg at the
latest 90 days after submlsswn of the notification.

3. Ifa previous notlﬁcatlon has been submitted for Class 3 or a higher class of
activities and the associated consent requirements have been satisfied, the -
contained use may in absence of any indication to the contrary from the competent
authority proceed 45 days after submission of the new notification, or earher with

* the agreement of the competent authority."

Article 11 is amended as follows;

(a) " The words "Article 8, Article 9(2) and Article 10" in paragraph 1 are replaced by

N i 'the words "Articles 8 10 and lOa"

‘(b)* " 'In paragraph 2; the word cl‘assnﬁ‘catlon"'is replaced by-the words "risk assessment
and the class of risk"; A '



1.

12

13:

14

15,

(c) In point (a) of paragraph 3 the second sentence is replaced: by the: followmg

"In this case the competent authority - may require that the; contained ‘use, if

proposed, does not begin or, if in progress, is halted, until the competent authonty
has given its approval on the basis of the further mformatron obtamed or of the
o modrﬁed conditions of the contamed use." o

Yegrocoo

(d) -'Paragraphs 4 and 5 are deleted

(e) 'In paragraph 6, the words paragraphs 4 and 5" are replaced by the words '
" . "Articles 10 and 102"

‘.Paragraph 1 of Artlcle 12 1s replaced by the followmg

"1If the user becomes aware of relevant new mformatton or modlﬁes the contamed

use in a way which could have significant consequences for the risks.posed’ by it;
the competent authority shall be mforrned_as soon as possrble and the nonﬁcatlon
under Articles 8, 10 and 10a modrﬁed " :

Amcle 13 is replaced by the followmg
"Artlcle 13

Where a Member State consrders it approprrate it may provrde that groups or the public B
shall be consulted on aspects of the proposed contained use, m accordance wrth
Artlcle 19.", ‘

.,

Arncle 14 is replaced by the followmg
"Artlcle 14 "

The competent authontres shall ensure that where necessary, before an act1v1ty ;
commences: ] .
(a) An emergency plan is drawn up for Class 3 and Class 4 actrvrtles where fallure
~ of the containment measures could lead to serious danger, 1mmed1ate or delayed,
~ to humans outside’ the premrses and/or to’ the enwronment : '
(b) - Informatlon on emergency plans is supplled in an approprlate manner and w1thout _
their having to Tequest it, to bodies and authorities liable to be affected by the -
accident. The mforrnatlon shall be updated at appropnate intervals.. It shall also
be made publrcly available. . . : :

E The Member States concerned shall at the same nme make avarlable to other

Member States concerned, as a basis for all necessary consultation within the framework
of their bilateral relations, the same mformatron as that which is drssemmated to their
nationals." - : : : '

Paragraph 1 of Amcle 15 is amended as follows: . .

(a) In the second mdent the word released" is replaced by the word 'concerned";

(b) In the fourth mdent the- word "emergency" 1s deleted

'In point (b) of paragraph 1 of Artlcle 16 the phrase "the 1dent1ty and rquantmes of the
. genetically modified micro-organisms released the emergency response measures
~ employed and their effectiveness" is replaced by "the identity and quantities of the.

e genetically modified mrcro-orgamsms concerned the response measures employed and

their effectrveness

14
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18.

19,

In Article 18, paragraph 1 is repleced by the following:

"1. Member States shall send to the Commission, at the end of each year, a summary

report on the Class 3 and Class 4 contained uses notified under Article 10a,
. including the description, purpose and risks of the activity or activities.”

In Article 19, paragraph 4 is replaced by the following:

"4. In no case may the following information, when submitted according to Amcles 8,

9 or 10, be kept confidential:

--  the characteristics of the genetlcally modified micro- orgamsms name and.
address of the notifier, and location of use; ' :

- the level and measures of containment; -

-- the evaluation of foreseeable effects, in particular any harmful effects on
- human health and the environment."

In Article 20, the words "Annexes II to V" are replaced by the words "Annexes I to V". -

The Annexes are amended as sh-own‘in the Annex hereto.
Article 2

Member States shall bring into force the laws, regulations and administrative provisions

_ necessary to comply with this Directive by 1 January 1999. They shall forthwith inform

the Commission thereof.

When Member States adopt these provisions, these shall contain a reference to this |
Directive or shall be accompanied by such reference at the. time of their official -

‘publication. The procedure for such reference shall be adopted by Member States

Member States shall communicate to the Commlssxon the text of the' main provxslons
of national law which they adopt in the field covered by this Dlrectlve

Artlcle 3

This Directive shall enter into force on the twentieth day followmg that of its publlcatlon in
the Official Journal of the European Communities.

Article 4

This Directive is addressed to the Member States.

‘Done at Brussels,' A _ For the Council -

The President

15



‘1.

o

Former Annex I A becomes Annex I and is amended as follows '

(a)

/

ANNEX |

1

The Annexes to Dxrectrve 90/219/EEC are amended as follows

In Part 1, point (i) 1s replaced by the followmg:

“(i) recombinant-nucleic acid techniques involving the formation of new
combinations of genetic material by the insertion of I'luClClC acid molecules
produced by whatever means outside an organism, into any virus, bacterial
plasmid or other vector system and their incorporation into a host organism -
‘in which they do not naturally occur but in which they .are capable of

- contmued propaganop ' : : .

Part 2is amended as follows

(@) . .In the introductory phrase, the word “DNA" is - replaced by the words'

"nucleic acid", and the following words are added:- "made by téchniques or,
methods other than those excluded by Annex o - :

(1) 'Pomt 2 1s replaced by the followmg

, (2) natural processes such as: conjugatlon transductlon transformatron

Annex I B i is deleted

Annex H is replaced by the followlng

o »_" - "AnnexII

Techniques or methods of genetic modification yielding micro-organisms to be’
excluded from the Directive on the condition that they do not involve the use of. |
recombinant-nucleicacid molecules or genetically modified micro-organisms other -
than those produced by one or more of the techniques/methods listed below:

1.  Mutagenesis;

2. Cell fusion (including protoplast fusion) of prokaryonc spec1es that exchange

genetic material by known physiological processes, where the resulting
“micro- orgamsm is unlikely to cause disease to humans animals or plants

3. Cell fusron (mcludmg protoplast fuswn) of cells of any eukaryotxc species,

including productton of hybridomas and plant cell fusions, where-the -
" resulting micro-organism is unllkely to cause dlsease to humans, animals or
plants o L v

4, Self-clonmg consrstmg in the removal of nucleic acid sequences from a cell

of an organism which may or may not be followed by reinsertion of all or

part of that nucleic acid (or a synthetic equivalent) with or without prior
enzymic or mechanical steps, into cells of the same species or into cells of

" phytogenetically closely related species which can exchange genetic material
by natural physiological processes, where the resulting micro- orgamsm ts
unllkely to cause dlsease to humans, ammals or, plants

16



Self-clorting may include the use of recombinant vectors; with:an extended
history of safe use in the particular micro-organisms. The following are non-
- exhaustlve examples of safe host/vector systems: e
- - E coli K 12 strams/pBR 322
- Eukaryotic cells/defectlve Stmlan vxrus 40 (SV 40)
B.. - Types of genetically modified micro-organisms which have been shown to be safe

for human health and the envn’onment and which are, therefore excluded from the
Directive:"

- Annex 111 is replaced by the following;
. "Annex Il

i 'PRINCIPLES TO BE FOLLOWED FOR THE ASSESSMENT REFERRED TO IN.
ARTICLE 6

Elements of assessment
1. The following should be considered as po'tentiall)'( harmful effects:
- disease to humans, animais' or plantS'

- - adverse effects resulting from the mab1[1ty to treat disease or offer effectlve
' prophylaxis; - :

- adverse effects resulting from establishment or dlssemmatlon in the
env1ronment : :

- adverse effects resulting from transfer of genes to-other oi'gartism:s... |
2. a.  The assessment feferred to in Article 6 should be based on the following:
.(i) - the recip'ierit microQorganism; | |
(i) the inserted (donated) getletic material;
(iii) the vector; | '

(iv) the donor mtcro-orgamsm (1f the donor micro-organism is used during
' the operation); ;

(v): the resulting. geneticélly modiﬁed micro-organisms.
b.  The severity of the potentially harmiful effects.
c.  The likelihood of the potentially harmful effects being realized.
Procedure R ' o
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 Community
legislation, international or national schemes (e.g. WHO, NIH etc.).

17
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T 1;.:.u;;-.‘_"::l;,: e 5'3"" ' Annex IV g3l g Qj T

| Annex IV is replaced by the followmg

Contamment and Control Measures

Preface

_The trtles of the Tables are 1ndrcat1ve

These’ classification schemes concern natural micro-organisms and are usually
‘based-on the ability of micro-organisms to cause disease.to humans or animals,
and on the severity and transmissibility of the disease flikely to be caused. The
user may also take into consideration classification schemes referring to- plant
.pathogens (which are usually established on a national basis). The abovementioned
classification schemies give only a provisional indication of the risk- class of the
. activity and the ’c’orrespondin‘gs set of:contain'ment and control measures required.

-+ 4. - The final classrﬁcatton and selectton of control measures must be made in the

,‘lrghtof SRR S

'(i) ' any harmful propertres (see above) which the vector or inserted material
might confer on the recrprent or any alteratron of the recrprents existing
propertles . .

- (i) the characteristics of the operation (eg its. nature, scale)"
' (ur) the characteristics of the environment hkely to be exposed to the genetically .

. . - modified micro-organisms.(e.g. whether in the ‘environment likely“to be
exposed to the genetically modified micro-organisms there are known:biota

which can be adversely affected by the mrcro orgamsms used n the o

contamed—use actrvrty) : o A . o

5. The analysrs carried out as described. under: paragraph 4 -above may lead to a -

categorization of the risk of the activity higher or lower than the provisional one.
The check foreseen in paragraph 4 should be repeated unttl the final classification
is stable." _ .

-

NP AU BT A T adENT OUROSTY CArUpiuEe g e o o

These tables present the normal mrmmum requtrements and measures necessary for each -

level of contamment

Contamment is achieved through the use of good workpracttces contamment equipment

and specral mstallatlon design.

.
=

Table Ia presents mrmmum requrrements for laboratory act1v1t1es

Table Ib 'presents addrtrons to and - modtﬁcatrons .of Table Ia for
glasshouse/growthroom actrvrtles mvolvmg genetrcally modrﬁed mlcro-orgamsms

- (GMMS)

-Table Ic presents additions to and modifications of Table I a for actrvrtres with amma.ls

1nvo]vmg genetrcally modified mrcro organisms (GMMs).

Table II presents mlmmum requlrements for other activities than laboratones actrvmes '

R L

In some partrcular cases, it mrght be necessary to apply a combmatron of measures from
Table 1 aand Table I of the ‘same: level- el

8



. In some exceptional cases (e.g. for plant pathogens), it also might be appropriate,
following consultation with the Competent Authority not to apply a specification under -
a particular containment level or to combine specifications from two different levels.

In these Tables: -

*  no: : means not required.
o 6ptiorial:  means that the user should decide on a casé-by-case basis, subject’ o
o - to the risk assessment, to what extent these measures are to be
applied. '
*  yes: . means required.

19,
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Table I a

-

Contalnment and Control Measures for Laboratory Act1v1t1es T

e

&)

20

Specifications _Containment levels '
o 1 2 3 4.
BUILDING .
1 Laboratory suite: 'isolation(" . no: . 1o yes ‘yes
2 Laboratory sealable for no -no- . yes yes
fumigation ’
EQUiPMENT ‘
3 Surfaces resistant to acids, yes (bench) _ yes (bench)} - yeé (berréh, " yes“(;bench,
alkalis, solvents, disinfectants ' : floor) * floor, ceiling, .
' : - walls)
4 Entry to lab via airlock® no " no . optional yes
5 Negative pressure relative to the no no’ yes yes -
' - pressure of the lmmedrate ’ except for“)
surroundings )
6 | Extract and input air from the no no - -yes (HEPA)® |- yes (HEPA)
' laboratory :.hould be HEPA~ - Extract air - Input and
filtered except for? . extract air
7 - Microbiological safety no v " optional yesr yes
" | cabinet/enclosure C o
8 Autoclave on site in the building in suite in lab = double
ended
SYSTEM OF WORK
9 Restricted access no yes yes yes
10 | Biohazard signs on the door "no yes yes : yes
11 | Control of aerosol formation no . ‘'ves yes yes
' : ' minimize . " prevent prevent "
12 | Washing and decontamination yes yes _yes yes
provisions for personnel ’ )
-0 Isolation = the laboratory is separated from other areas.in the same burldmg orisina separated bunldmg .
@ " Airlock = Entry must be through an airlock which is a chamber isolated from the laboratory. The clean side of the arrlock
must be separated from the restricted side by changing or showcnng facllmcs and preferably by mtcrlockmg doors.
. HEPA = High Efficiency Pamcu!ate Air. | :
w " Activities where transmission does not occur via airborne route.




~ Containment and Control Measures for Laboratory Activities

21

PR S‘ﬁ'e‘ci'ﬁ_ca't:ion's}' , Containment levels
1 2 - 3 4 ‘
SYSTEM OF lWOR‘K -\
13 .} Shower . no no optional yes -
14. | Protective clothing ’ labéoat .1abeoat suitable .completc
; : " protective change of
clothing + foot | clothing + foot | .
B wear - wear before || .
- entry and exit |«
15 | Gloves no optional - yes yes. .
16_ Test adequately and maintain _ yes yes yes “yes
contro]l measures and equipment ' .
17 | Record keeping yes yes yes yes g
18 Efficient vector corilrol (e.g. for optional yes _ yes yes

rodents and insects) :
-, -WASTE. , SRR SR :a
: ! v e :
19- | Inactivation of GMMs-in- ~ RO T ReT T optional = " |~ yes™ T "l;
effluent from handwashing sinks | ' - e i i
"“or drains and showers if any i
20 Inactivation of GMMs in ~ optional yes : ) yes yes
* 7 | contaminated material and waste ' : - K



Annex v
Table Ib

Containme'nt and Cont’rol Measures. for ‘Glasshouses and‘ Growthro'oms

The terms glasshouse and growthroom refer to a structure w1th walls a roof and a floor desrgned
and used. prmcrpally for growing plants in-a controlled and: protected environment.

‘All provrsrons of Table I a shall apply with the follong‘ addltlons/modlﬁcatrons: L
! A ) . . ) ' ' . ’ ’ . . . .
: - Specifications , ‘ - . Containment levels _
— - T T - : -
BUILDING
;’Al" 'Greenliouse : permanent - ' no - S yes yes " yes :
structure® o S o o
2 .Surroundings'wimoul- U ‘mo optional .| .yes - yes' °
: susceptible plant species ) R o
3 Entry S}ia a separated room optional' “. | optional . yes b yes
o with' two interlocking doors Com o R
4 Control of contammated run‘off 1 ‘o_pt.‘i'onal’; | minimize® rn- | prevent run- off - preyent:rnm-oft‘.
e ‘water L . I K , . T
I 0 H ) T " s -t R B SR ’
b SYSTEM OF WORK S L SR MR ;
5 ‘Re_stncted access : . ] ves(visitors | . yes <., yes . Coryes T
L e o B __accepted)” L I Y TR A SR
6 Measures to control undesired L yes o e - yes —_ yes, RS R “yes
‘ specres as insects, rodents SRS S BT T
arthropods
7 | Procedures for transfer of living minimize.” " | . minimize prevent - prevent
material between the - | dissemination .| dissemination dissemination dissemination .
glasshouse/growth room, 1 , : ' Y
protective structure and ’
laboratory shall prevent . .
dissemination of genetically
modified microorganisms
@ The glasshouse shall consist of a permanent structure with a continuous waterproofed covering, located on a site graded to
'6) prevent entry of surface runoff having self-closing Iockable doors.
( 1

‘Where transmlssron can occur through the ground

22 e,



Annex IV
Table I ¢.

Containment and Control Measures for Activities in Aﬁim_al Units

All provisions of Table I 4 shall apply with the following additions/modifications:

Specifications Containment levels
‘ 1 : 2 3 4
FACILITIES ’ ' ' ' . .
Isolation of animal urlit(';’ optional yes ' yés : yes
Animal facilities® separated by © yes );es yes - yes

lockable doors

Animal facilities design for " optional optional yes yes
decontamination (waterproof ’ ' ' '
and easily washable material
(cages, etc.)) '

“Floor and/or walls easily . yes (floor) yes (floor) yes (floor and yes (floor and
washable - walls) walls)
Animal containment in yes . yes yes yes
appropriate cages, pens or ’ '

tanks

Filters on isolators® no no optional yes

m

@®)

®

Animal unit: a building, or separate area within a bunldmg containing facilities and other areas such as changmg rooms, showers
autoclaves, food storage areas etc.

Animal facility: a facility normally used to house stock, breedmg or expenimental animals or one which is used for the performance of .
minor surgical procedures.

" isolators: transparent boxes where the animal is contained within or outside a cage.
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AnnexIV -
Table II

Contamment and Control Measures for other Actwmes

- . Containment levels

\ Specifications - ‘
1. 2 3 4
N '. GENERAL A .
1 'Vrable mxcro-orgamsms should be contamed in a system : no yes - yes'. a yes
* -] ‘which physically separates the process. from the environment o ' ’
(closed system)
I 2 | Control of exhaust gases from the closed system - T no ~yes, - yes, " yes,
‘ R - ST -+ | minimize- | - prevent prevent -
- . release ~ release release |
3 - Conl.rol of aerosols dunng samplmg colleclron, addmon of o g yes, ' " yes, " yes, .
- | material to-a, closed system or transfer of matenal to another ‘ ‘minimize | . prevent. - prevent
| closed system : : : release - : release .| release
‘4 ‘Insctivation of bulk culture flmds before removal from the no yes, by ¢ yes, by . ’ yes, by .
: . closed system L  validated ‘| .validated . | validated
. - . . means.’ ~means ‘means
5 | Seals should be desrgned 50 as s to' minimize or prevent : " no o ,ininir'ni.zei’ : .'pr'event e prevent’
release ., specific .| release release -- | . release -
.requirement ' e
6 The controlled area should be desxgned to contam splllage of optional :_ optio'nali yes . ‘ yes
_the ent1re contean of the closed system B : CoT o
7 | -The controlled area’ should be sealable to permtl furmgahon » no o | optional ’ yes =
' EQUIPMENT A
'8 vEntry v1a arrlock | mo o | o | _optional Yes
9 Surlaces resistant o acrds alkahs solvents drsmtectants "optional " 'option‘al . ye.s ' ' yes' -
B : : ' . (bench if: | (bench,
any, Aﬂoor) | « floor,
- ceiling,
walls) -
A 10 The controlled area should bé adequately ventrlated to ' 1-. option_al‘ : optional. | optional ‘ ye,s"
| minimize air contamination. ' B T :
11 The controlled area should be mamtamed at an. air pressure no no‘ N :'optional . yes
i negative to the munedrate surroundmgs 2 - ' )
12 | Extract and mput air from the controlled area should be no “no - yes ' |.yes (input’
HEPA filtered . : ’ (extract: |~ and,
e - air, - extract -
- o optional air) |
N for input '
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Containment and Control Measurés for other Activities

! Specifications Containment levels
1 2 3 ‘4
SYSTEM OF WORK
13 | Closed sysiems should be located within a controlled area no optional yes yes
14 | Access should be restricted to nominated personnel only no yes yes yes
.15 | Biohazard signs should be posted . no yes ©yes yes
16 | Washing and decontamination provisions for personnel yes. yes yes . yes
17 | Personnel should shower before leaving the controlled area - no ‘no optional .yes
18 | Personnel should wear protectii{e clothing : yés .(wofk yes (work yes complete
clothing) clothing) ’ change -
! : ' before
exit and .
entry
19 | Test adequately And maintain control measures and _yes . v yes yes - yes
equipment ' : -
20 | Record keeping o yes yes yes - yes
21 | Appropriate training and supervision for personnel yes yes’ yes. yes
WASTE
"22 | Inactivation of GMMs in efﬂuérit_ from hand(vashing sinks no no optional yes
and showers if any ‘
23 | Inactivation of GMMs iﬁ contaminated material and waste optional yes yes - yes
24 | Inactivation of GMMs in process effluent before final optic'm.aAl - yes, by yes,by | yes by
" | discharge ' - validated validated - | validated -
means means means
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PARTA

PART B

PART C

(b

(c) .

; ‘ Annex V 1S replaced by the followmg

: "Annex V.-

.Informatron requlred for the notrﬁcatlon referred to in Artlcle 8:

" name of user(s) mcludmg those respons1ble for superwsron and safety mformatron .
“on their training and qualrﬁcatrons A B
-details of any biological committees or subcommrttees
. address of installation; -

general description of the premises;

a description of the nature of the worl( whrch w111 be. undertaken

the class of risk -of the activities;

'a summary of the. risk assessment referred to in Artrcle 6(2) and (3) (only for
: _Class 1 actrvmes) : :

Informatron requrred for the notrﬁcatron referred to in Artlcle 10

the date of submrssron of the notrﬁcatlon referred to in Artrcle 8;

the fecipient, donor-and/or parental micro- orgamsm(s) used and, where appllcable '
the host-vector system(s) used; " -

the source(s) and the intended functron(s) of the: genetrc materlal(s) 1nvolved n the"
manipulation(s);” o
identity and charactenstrcs of the genetrcally modified mlcro-organrsm(s)
the purpose of the contained use mcludmg the expected results
approximate culture volumes to be used;-

- description of the containment and control measures to be applled including B

information about the wastes to be generated their treatment ultimate form and
destination; = - '

_-a summary of the. nsk assessment referred to in Artrcle 6(2) and (3)

. Information requrred for the notrﬁcatron referred to'in Artlcle 10a

r Lthe date of submrssron of the notrﬁcatlon referred to in Artlcle 8
- name of the responsrble person; "

the recrprent or parental micro-organism(s) to be used

_-the host-vector system(s)-to be used (where applicable); . : o
_ ‘the’'source(s) and mtended functron(s) of the genetic materlal(s) rnvolved in
" _:the manipulation(s);

identity and’ characteristics of the genetrcally modlfled mlcro orgamsm

the culture volumes to be used

description of the contalnment and control measures to be applred including ~
information about the type -and form of wastes to be generated their
treatment; " ultimate form and destination;

" the purpose of the contained use mcludmg the expected results

descrrptlon of the sectrons of the 1nstallat10n - o ' P
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(d) information about accid‘eﬁtt'pre\;/ention and emergency response plans, if any:

- the sources of hazards and .conditions under which accidents might occur;

- any specific hazards arising from the location of the installation;

- . the preventive measures applied such as safety equrpment alarm systems

and containment methods;

- . procedures and plans for verrfymg the contmumg effecnveness of the N

‘ ‘containment measures; -

- a description of information provided to workers; "

-'  the information necessary for the Competent Authorrty to evaluate any
- emergency response plans prepared in accordance w1th Article 14;

(e) a copy of the risk asses_sment_ referred to rn,Artrcle 6(2) and (3). -
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CONASOLI\DATED"‘TEXTWITH AMENDMENTS_UNDERLINED -
CARTICLE 1

This Drrecnve lays down common measures for the contamed use of genetrcally modlﬁed micro- .
~organisms with a v1ew to protectmg human health and the envrronment

\

. , RV ’ : )
ARTICLE 2
For the purposes of this Directive: -

(a) ‘micro-organism' shall mean any microbiological entity, cellular or non-cellular, capable

- of repllcatlon or-of transferring genetic material; ncludmg viruses, viroids. animal and
- “plant cells in culture; but excludmg naked nucleic acrd molecules '

(b)“- genetrcally modlﬁed mrcro-orgamsm (GMM) shall mean a mrcro-orgamsm in whlch the
: ~ genetic.material has been altered in a way that does not occur naturally by ma’nng and/or :
natural recombmatlon

Within the terms of this definition:

- (1) . genetrc modrﬁcanon occurs at least through the use of the techmques llsted n
; ~ Annex [, Part 1; R : : :
(ii) - the techniques’ lrsted in Annex I, Part 2 are not consrdered to result n genetrc -
modlﬁcatlon : : : ~ : :
(c) ‘contained‘u"se_' shall mean any activity in which micro-organisms are genetically

modified or in which such genetically modified micro-organisms. are cultured, stored,
used, transported, destroyed and. for which physical barriers, or a combination of physical -
barriers together with chemical and/or biological barriers, are used to limit their contact
5 with the general population and the environment; or any activity in which GMMs are’
disposed of and for which physical or chemical or biological barriers or any combination
- of these types are used to llmrt their contact wrth the general ‘population and the
. envrronment SR : :

| (d) . accrdent shall mean any mcrdent mvolvmg a srgmﬁcant and umntended release of -
genetrcally modified micro- organisms in the course of their contained use which could
present an immediate or delayed hazard to human health or the envrronment ‘

' (e) ‘user’ shall mean any natural or legal person responsxble for.the: contamed use of
' genetrcally modlﬁed mrcro-organlsms o . ) :
() notrﬁcatlon shall mean the presentatlon of the requ1s1te mformatmn to the competent

authormes of a Member State

Vo . . o

(8) .

‘st mﬁcant chan es in the context of Article 6 (2) shall mean chan es whxch could
change the result of the nsk assessment :

e



ARTICLE 3

. This Directive shall not apply ‘where genetic modification is. obtained. through the use of the
- techniques/methods listed in- Annex II, or for contained use activities involving other: types of

GMMs known to be safe for human health and the environment. Such types: of GMMS and their

3.

A

.characteristics- shall be histed in Annex II. part B.

'ARTICLE 4

4

Articles 6 to 11 shall not apply to the transport of genetically modified mzcro-organlsms by |

road, rail, inland waterway, sea or air. This Directive shall not apply to the storage, culture,
transport, destruction, disposal or use ‘of genetically modified micro-organisms which have
been placed on the market in accordance - with Directive 90/220/EEC or - under other
Community legislation, which provides for a specific environmental risk assessment similar

to that laid down in Directive 90/220/EEC, provided that the contained use 1s in accordance

with the conditions, if any, of the marketmg aggroval/consent

- ARTICLE 5

Member States shall ensure that all approprlate measures are taken to av01d ‘adverse effects
on human health and the environment which mlght arise from the contamed use of
genetlcally modified micro-organisms. - E o T #14% SO

" »To.this end the user shall carry out an_assessment of the contamed uses a$ regards the nsks

to human health and the environment that- they may mcur takmg due account of the’

" principles set out in Annex IIL

tae

Such an assessnient should result in the categorlsatlon of the contamed use actlvmes in 4
classes of risk: : . . . _

Class 1:

Actmtaes of no or. negligible risk, that is “activities for whlch level 1

"Class 2:

containiment is appropriate to protect human health as well as the environment

.that could be exposed to the GMMs in the absence of containment.

Activities of low risk, that is activities for which level 2 containment is

Class 3:

appropriate to_protect human health as well as the env:ronment that could be
exposed to the GMM:s in the absence of containment. -
Activities of moderate risk, that is activities for which level 3 containment is

' C'las_s 4:

appropriate to protect human heaith as well as the env1ronment that could be

exposed to the GMMs in the absence of conta.mment .
Acnvmes of high risk, that is actlvmes for whlch Ievel 4 contamment is

- appropriate to protect human health as well as the environment that could be

exposed to the GMMs in the absence of containment.

A record of this assessment shall-be kept by the user and made avmlable in an approprlate
form to the competent authority as part of the notlﬁcatlon under Artlcles 7 and 9-or upon

request
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ARTICLE 6 S

"5 . The. user shall apply the containment and control measires from the a

- . Annex_IV correspondmg to_the risk class. of the actrvrtv so as to keep workplace and -

“environmental - ex osure .to: an enetically - modified. micro-organisms to the lowest ,
reasonablv oractrcable level, and S0 that a hrgh level of safety is ensured '

6. - The risk assessment and the contamment and control measures aDDlred shall be Derlodrcallv
‘revrewed forthw1th 1f : S .

ies) to which the assessment relates

a. . there has been a si niﬁcant chan e in the activi
- or L co
b. . . thereis. reason to suspect that the assessment 1s no longer adequate as Judged in. the
Lght of new screnttﬁc or techmcal knowledge
o B o '
ARTICLE 7 R

When premises are to_be used’ for _the first time for activities involving the contained use of
genetically modified micro-organisms. the user shall be required to submiit to the comnetent
authontres a notification contammg at least the mformatlon hsted in Annex VA ' '

ot

' For ‘class 1. act1v1t1es to be camed out no further notrﬁcatlon shall be needed Such agtivities shall
be::able to_commence immediately ‘following_the notification referred to in Article 7. Usets of
genetically modified micro-organisms in class 1 activities shall be required to keep the record of

~each assessment referred to in Artrcle 5 (4). whrch shall be made available. to the comnetent

. authority .on request R T ‘ :

"ARTICLE 9 . o
I ;For first and subsequent class 2 activities to be carried out in premises notlﬁed in accordance v
‘ with Article 7; a notlﬁcatlon contammg the information listed in- Annex VB shall be .
.submrtted _ o o K
2. " Ifno nrevious'notiﬁ‘cation has been_submiitted for that or higher class of activities, the

contained._use may, ‘in: absence of any mdrcatton to the contrary from the competent
authority; Droceed 45 davs after submlssron of the notlﬁcatton referred to above or earlier
, wrth the agreement of the competent authority. : : :

- ,
. 1

3. If a previous notrﬁcatlon has been submrtted for class 2 activities or hrgher and the

'assoc1ated consent requrrements have been' satisfied, the contalned use may proceed
1mmed1atelv followmg the new" notrﬁcatron A
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ART[CLE 10

i
I

l. For first and subsequent class 3 or class 4 activities to be.carried out in_premises notified

- in_accordance with Artrcle 7. a notification contammg the mformatron listed in Annex VC ;
shall be submitted. S . _

. . N - [ . . N o .

2. - If no previous notification has been submitted for that or higher class of activities, the
" contained use may not proceed without the consent of the competent authority. The
competent authority shall communicate its decrsron in wntmg at the latest 90 days after
submrssron of the notification. co

3. 1 a previous notification_has been submitted for the same or higher class of activities and
the associated consent requirements have been satisfied, the contained use may in absence
of any indication to_the contrary from the competent authority proceed 45 days . after -

. submission of the new notification, or earlier with the agreement of the competent authority.

| ARTICLE 11.

1. Member States shall designate the authority or authorities competent.to implement the
measures which they adopt in application of this Directive and to receive and acknowledge
the notlﬂcatlons referred to in Artlcle 7, Artrcle 9 and Article 10.

2. . The competent authorities sha]l examme the conformlty of the notifications. wrth the

) requirements of this Directive, the accuracy and completeness of the mformatlon glven the

v correctness of the risk assessment and the class of risk and where approprlate the adequacy
of the waste management safety, and emergercy’ response measures.

3. ¢ If necessary, the competent -au_thonty may:

a. ask the user to provide further information or to modify the conditions of the

" proposed contained use or to amend the class of risk assigned to the activity(ies). In -

this case the competent authority may require that the contained use, if proposed does

not begin, or if in_progress is halted until the competent authority has given its

approval on the basis of the further information obtained or. of the modrﬂed
condmons of the containéed use;

o~
'

b limit the time for which the contained use shouid be permltted or subject it to certam
specific condrtrons '

4. - For the purpose of calculatmg the perrods referred 1o in Artlcle 9 and Artrcle 10, any perlods
" of time during which the competent authority: A '

- is awaiting any further 1nformat10n which rt may have requested from the notlﬁer in
accordance with paragraph 3 (a)or

-~ is carrying out a public inquiry or ‘consultation in a'c’c‘ordance with Article 13

shall not be taken into account. - . . L
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A&T_Ic_u_s_l_z | o
Lo \If the ‘user becomes aware. of relevant new: mformatron or modlﬁes the contained use ina’
- way which could have significant consequences: for the risks posed by ‘it, the competent' '

- authority shall be mformed as soon as possible and the notification under Artlcle 7. Article
-9 and Artlcle 10 modrﬁed P : .

2. . 'If information becomesj available_subs‘equehtlyfto' the competent authority which could have . -

significant consequences for the risks posed by the contained use, the competent authority .
‘may require the user to modify the conditions of, suspend or terminate the contained use.

ARTICLE 13 E
Where a Member State considers 1t appropnate it may provide that the public shall be consulted
on aspect s of the proposed contamed use in accordance wrth Artrcle 19 - '

4

CARTICLE 14~ oo o o

"The competent authorities shall énsnre’that, where necessary, before an activig commences:

(3 “An emergencv Dlan is drawn up for class 3 and class 4 activities where failure of the
Rt contamment measures could lead to senous danger 1mmed1ate or delaved to humans outside
- the: nremrses and/or to the envrronment - :

e 3 R . . f T
b A . C :

G Informatton on emergency glans is supplled in_an aDDroorlate manner, and without their
having to request it. to bodies and authorities liable to be affected by the ‘accident. The
,mformatlon shall be updated at approprrate_ mtervals It shall also be made publicly avallable. .

.The ‘Member States concemed shall at the same trme make avallable to other Member States

concemed as-a basis for all' necessary consultatron within the framework of their bilateral relatlons L

the same information as. that whrch is dlssemmated to their natronals S

ARTICLE 1S L

1., Member States shall take the necessary ‘measures to ensure that, in the event of an accident,
- the user shall be required immediately to inform the competent authorrty specrﬁed in Article
. 11 and provrde the following mformatlon

- the circumstances of the accrdent . -
-+ the 1dentrty and quantities of the genetlcally modified micro- orgamsms concermned
- --- . any information necessary to assess the effects of the accident on the health of the
N general population and the environment, '
- . the measures taken

I. 2. ;»Where information is. given under paragraph 1, the Member States shall be requ_ired‘ to:

=



- ensure -that any medium and long-term measures  necessary are taken, iand
" immediately alert any Member State which could be affected by the accident;
- collect, where possible, the information necessary for a full analysis of the accident
and, where appropriate, make recommendations to avoid similar accrdents in the
future and to llmlt the effects thereof.

ARTICLE 16

1. Member States shall be required to:

(a) ‘consult with other Member States likely to be affected in the event of an accrdent in
the implementation of emergency plans;
(b)  inform the Commission as soon as possible of any accident within the scope of this
~ Directive, giving details of the circumstances of the accident,- the identity and
quantitiés of the genetically modified micro-organisms concerned, the measures taken
and their effectiveness, and an analysis of the.accident including recommendations
to limit its effects and avoid similar accidents in the future. ‘

2. . The Commlsswn in consultation with the Member States shall establish a procedure for the
exchange of information under paragraph 1. It shall also set up and keep at the disposal of
the Member States a register of accidents within the scope of this Directive, including an
analysis of the causes of the accidents, expenence gained and measures taken to avoid
similar accidents in the future. ) e e

' ART]CLE 17

'Member States shall ensure that the competent authority orgamzes mspections and other control .
measures to ensure user compliance with this Directive.

ARTICLE 18

I. * Member States shall send to the Commission, at the end of each year, aisurr‘lmary report on '
class 3 and class 4 contained uses notified under Article 10 including the descnption
purpose and risks of the activity(ies).

2. Every three years, Member States shall send the Commission a summary report on their
experience with this Directive the first time being Oh.........

3. Every three years, the Commission shall! publish a summary based on the reports referred to
in paragraph 2, the first time being in........ : -

4.~ The Commission may publish general statistical information on the implementation of this

Directive and related matters, as long as it contains no- mformation hke]y to cause harm to
the competitive position of a user.
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ARTICLE]9 A

1. The Commlssron and’ the competent authormes shall not divulge to thrrd parties any =

I conﬁdentral mformatron notified or otherwrse provided under thls Drrectrve and shall protect
mtellectual property rights relatmg to the data received. . 7o

2. . The notlﬁer may mdlcate the mformatlon in the notifications submitted under thrs Directive,

- the dlsclosure of whrch might harm his competitive position, that should’ be treated as

‘ conﬁdenttal Venﬁable Justrﬁcatron must be given in such cases:

3. The' competent authonty shall decrde after consultation with the notrﬁer whrch mformatton‘ :
~ will'be kept\conﬁdentral and shall mform the notrﬁer of its decrsron ' :

B %

4. In no case may the followmg mformatron when submrtted accordmg to Artlcles 7,8, or 9
;be kept conﬁdentral = -
- . the: characterlstrcs of the genetrcally modrﬁed mrcro organrsms name and address of'
", the’ notifier,. and locatron of use;
- “level and measures of containment; : :
- the evaluatlon of foreseeable - -effects in- partrcular any harmful effects on human
' health and the envrronment '

5. . VIf for whatever reasons th Vnotlﬁer wrthdraws the notification, the competent authorrty must
‘ respect the conﬁdentrahty of the mformatlon supplied. |

_A.lm_c_L_E_2_0 e SR T

Amendments necessary 10 adapt Annexes I to V to. techmcal progress shall be decrded in accordance
with the procedure deﬁned in Artrcle 21, o '

| ARTICLE 21 AN R,

1. .- The Commlssron shall be assrsted by a commrttee composed of the representatlves of the

- -Member States and charred by the representatlve of the Commrssron

2. vThe representatlve of the Commrssron shall submrt to the commrttee a draft of the measures

~ to be taken. The commrttee shall deliver its opinion on the draft wrthm a time: limit which

the chairman®may:lay' down according to the- urgency. of the matter. The opinion: shall be

“delivered by the majorrty laid down in Article 148 (2) of the Treaty in the case of decisions
‘which the Councrl is required to. adopt on a proposal from the Commission. The votes of the.

, representatrves of the Member States within the commrttee shall be werghted in the manner .

- -set out in that Artrcle The chamnan shall not vote.
3. (a)/_j.'_ The Commrssron shall adopt the measures envrsaged if they are in accordance wrth'
' ~ . the oprmon of the committee. =~
(by - If the measures envrsaged are not'in. accordance with the opinion of the committee,
‘ or 1f no opmron is delrvered the Commrssron shall w1thout delay, submit.to the
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Council a proposal relatmg to the measures to be taken The Councﬂ shall act by a
quahﬁed majonty . : .

If, on the expiry of a period of three months from the date of referral to the Council,
the Council has not acted, the proposed measures shall be adopted by the

Commission, save where the. Councnl has decided against the said measures by a
' smple majority.

" ARTICLE 22
Member States shall b'ring into force the laws, regulations and administrative provisions

necessary to comply with this Dlrecttve not later than ......... They- shall forthwith inform the
"~ Commission thereof. : .

ARTICLE 23

This Directive is addressed to the Member_f States.
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ANNEX [

PART 1 e .

P
'»Techhiq-ues of gerietic modification referred to in Article 2 (b) (i') are, interalia:

(1) recombinant nucleic acid techniques involving the formation of new combinations of genetic
material by the insertion of nucleic acid.molecules produced by whatever means outside an
organism, into any virus, bacterial glasmld or other vector system and their incorporation into

a host organism in_which-they do not naturallv occur but in Wthh thev are capable of

ontmued propaganon

_(ii)  techniques involving the direct introduction into a micro-organism of heritable material
' prepared outside the micro- organism including micro-inj ection, macro-injection and micro--
“encapsulation; :

(i)  cell fusmn or hybridization techmques where live cells w1th new combmatlons of hentable
‘ genetic material are formed through the fusxon of two or more cells by means. of methods
that do not occur naturally :

)

PART 2,

Techniques referred toin Article 2 (b) (ii) which are not considered to result in genetic modification,
‘on condition that they do not involve the use of recombinant-nucleic acid molecules or genetlcally
modlﬁed mxcro organisms: made by techmques/methods other than those excluded by Annex IT:’

(1) - in_vitro fertlhzatlon
2) natural processes such as: conjugatlon transductxon tra.nsformatlon
3)’ polyplmdy induction. :
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ANNEX IT

A

‘Techmques/methods of genetic modlﬁcatlon yleldmg mlcro orgamsms to be. excluded from

the Directive on the condition that they do not involve the use of recombmant-nuclelc acid
molecules or GMMs other than those produced by one or more of the techmques/me‘thods_i
listed below: '

Mutagenesis.

Cell fusion (including protoplast fusion) of prokaryotic species that exchange genetic material
by known physiological processes, where the resulting mlcro-orgamsm 1S unllkely to_cause

disease to humans, animals or plants,

Cell fusion. (including protoplast fusion) of cells of any eukaryotic species, including
production of hybridomas and plant cell fusions, where the resultmg micro-organism is
unlikely to cause disease to humans, animals or plants.

‘Self-cloning consisting in the removal of nucleic acid seq‘uences from a cell of an organism

which may or may not be followed by reinsertion of.all or part of that nucleic acid (or a
synthetic equivalent) with or without prior enzymic or mechanical steps - into cells of the
same species or into cells of phytogenetically closely related species which can exchange
genetic material by natural physiological processes, where the resultmg micro-organism is
unlikely to cause dlsease to humans, animals or Dlants

i

Selffcloning may include the use of recombinant vectors with an extended history of safe use

in the particular micro-organisms. The following are non-exhaustive examples of safe
host/vector systems:

- E-coli K 12 strains/pBR 322
- Eukarvyotic cells/defective Simian virus 40 (SV 40)

Types of Gl\/[l\/Is which have been shown to be safe for human health and the environment
and which are excluded from the Directive:

’
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(Compledy. new text)
ANNEX III

: PRINCIPLES TO BE FOLLOWED FOR THE ‘ASSESSMENT REFERRED TO IN_ARTICLE §

i -."‘,‘f N

’

rElements of '_assessmentl R L o :
1. ' The following sheuld be considered as potentially harmfnlveffects:,'

- drsease to humans, anrmals or plants
T e adverse effects resultrng from the inability to treat drsease or offer effectlve
‘ , prophylaxrs : - \ -
- adverse effects resultmg from estabhshment or drssemrnatlon in the :
environment;
ST 'adverse effects resultmg from transfer of genes to other orga.msms

2. The assessment referred to in Artrcle 5 should be based on the followmg
a) The 1dent1ﬁcatron of dny. potentrally harmful effects of the operatron n partrcular
o any potentrally harmful effects assocrated w1th ] TR
1) the recrprent ‘micro-organism -
Tl the inserted: (donated) genetrc matenal
1i1) lthe vector by B U
‘ 1v) the donor micro- organrsm (rf the donor mrcro-orgamsm 18 used durmg the
,';-’.f.s‘é:i‘., PR (-foperatlon) o e v LT ¢
ST w)e o the resultrng GMM ' | -

b) The severlty of the potentlally harmful effects

c)' The likelihood of the p'ot_entially harmful effects being realised. o

Procedure - R T AR

3. In order to arrive at the categorrsatlon of a partlcular activity; as referred to in Article 5,

: l_the user may 'take into consrderatlon the risk class of the recipient, the vector and; if
applicable, donor micro-organism as given in other Commumty legrslatron mternatronal
or national schemes (e. g. WHO; NIH efc.). .
These classrﬁcatron schemes concern natural micro- orgamsms and are usually based on
the ability of micro-organisms to cause disease to humans or animals, and on the severity
and transmissibility of the disease likely to be caused. The user may also take into -
consideration classification schemes referring to plant pathogens (which are usually
established on a national basis). The above mentioned classification schemes give only a
provisional indication of the risk class of the activity and the correspondrng set of
containment, and control measures requlred

- 4. The ﬁnal classiﬁcation' and selection of control measures must be made in the light of:
. ' , - k . ‘ T . R .
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i) . any harmful properties (see above) which the vector or inserted material

might confer on the recipient, or any alteration of the recnplents existing
_ properties; -
i) the characteristics of the operatlon (e. g. its nature, scale); A
1) the characteristics of the environment likely to be exposed to the GMMs
‘ "~ (e. g. whether in the environment likely to be exposed to the GMMs there

are known biota which can be adversely affected by the mlcro-orgamsms
used in the contained use act1v1ty)

5. The analysis carried out as described under para. 4 above may lead to a categorisation of

_the risk of the activity higher or lower than the prov1s:onal one. The check foreseen in
para. 4 should be repeated, until the final classxﬁcatlon 1s stable
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(New text and Tables)

ANNEX IV © - +0 0 st e

Containment and Control Measures: '« .. =~ = .= ..»

T ave) B P S

meaee .

~ ‘These tables present the normal minimum requlrements and measures necessary for each level of
containment. e , :

" Containment is achieved through the use of good workpractices contamment equipment and special
mstallahon desxgn ‘

The titles of the Tables are mdicatlve :

Table Ia presents minimum requirements for laboratory activities.
“Table Ib presents additions to and: modiﬁcations of Table Ia for glasshouse/growthroom activities mvolvmg '
genetically modified micro-organisms (GMMs). - -

_ Table Ic presents additions to and modifications of Table Ia for actnvrties with ammals mvolvmg genetically ,
modlﬁed micro-organisms (GMMs) , o , R ,

.

_ Table I presents minimum requirements for other activities than laboratories activities.
In some particular cases, it might be necessary to apply a combmation of measures from table Ia and table
~II of the same level :

“In some exceptlonal cases (e g. for plant' pathogens) it also might be appropnate following consultation with
the Competent Authority not to apply a.specification under a particular contamment level .or to combme :
' speclﬁcations from two dlfferent levels.

-

In these Tables:

N

*« . no: . means not required

‘. ptlonal means that the user should declde on a case by case basis, subject to the
: risk assessment, to what extent these measures are to be applied

. yes: means required
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A.nnex v
Table I a

- Containment and Control Measures for Laboratory Activities

Specifications Containment levels
1 2 4 3 4
BumpiNg i

1 | Laboratory suite: isolation‘” no no - yes yes

2 Laboratory: sealable for no no. . yes yes
fumigation

EQUIPMENT )
3 Surfaces resistant to acids, yes (bench) yes (bench) yes (bench, yes (bench,
) alkalis, solvents, disinfectants . floor) floor, ceiling, -
S walls)

4 En@ to lab via airlock® no no ' opiior{al yes

S Negative pressure relative to the no no . yes yes
pressure of the immediate ) _except for®
surroundings ’

6 Extract and input air from’the - no ‘no yes (HEPAY® yes (HEPA)
laboratory should be HEPA- . -;.Ext_rac_t air -+ <. Input, and
filtered -except for® - ,-extract air

7 | Microbiological safety no optional ‘ yes yes

- cabinel/enclosure. :
8 - | Autoclave on site in the building ; .in suite in lab =A>~iqlouble I
' : ended
SYSTEM OF WORK

9 Restricted access no yes - yeSe=m-— - yes

10 | Biohazard signs on the door no yes yes v yes

11 Control of aerosol formation no yes yes ‘yes

‘ minimize prevent prevent -

12 Washing and deconlamination yes yes yes yes

' provisions for personnel

)
(@]

3)

(4

Isolation = the laboratory is separated from other areas in the same building or is in a separated building,

Airlock = Entry must be through an airlock which is a chamber isolated from the laboratory. The clean side of the. airlock
must be separated from the restricted side by changing or showering facilities and preferably by interlocking doors.

HEPA = High Efficiency Particulate Air.

Activitics where transmission does not occur via airbome route.




Pt

_ Containment and Control Measures for Labbljatofy Activities

- Specifications

Containment levels *

.
1 2 3 4
.S\'si"mt' oF WORK )
13 .| Shower - . mo no optional yes
14 Protectwe clothmg . labcoat labcoat suitable "'|" ' complete
o : 3 g ~ protective " change of
) . ‘ clothing + foot | clothing + foot
- ‘wear " wear before
entry and exit.
15 -Gloves R oL no “,Aoptional yes Cyes
16 Test adequately and mamtam ) _'yes : yes yes " yes
control measures and equipment L
17 Record keepmg » ‘ yes yeé ' yes yes’
|18 - :Efﬁcxenl vector control (e 8. for optional yes “yes - S yes
‘ rodems and msecls) , : ‘
‘ WASTE : .
19" | Iddctivation of GMMs'in * " " fio no optional yes'
" | effluent from ‘handwashing sinks ' ‘
or drams and showers if any |
20 Inactwatlon of GMMs in o .optional yeé; yes yes
o contammated material and waste: | ' B
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Annex IV
Table I b : :
Containment and Control Measures for Glasshouses and Gmwlhmoms :

The terms glasshqusé and growthroom refer to a structure with walls, a roof and a floor designed
and used principally for growing plants in a controlled and protected environment.

All provisions of Table I a shall apply with the following additions/modifications:

Specifications Containment levels
1 2 3 4
BUILDING
Greenhouse : permanent no ‘yes yes " yes
structure®
EQUIPMENT
Surroundings without no optional yes _yes
susceptible plant species
Entry via a separated room optional optional yes yes
with two interlocking doors ’
Control] of contaminated run-off optional minimize® run- | prevent run- off | prevent run-off
waler ' off ) .
SYSTEM OF WORK
. Restnicted access yes (visitors yes yes yes
- accepled)
Measures to control undesired yes yes yes yes
species as msects, rodents, '
arthropods
Procedures for transfer of living . minimize minimize * prevent prevent
material between the dissemination dissemination dissemination dissemination
glasshouse/growth room, )
protective structure and -
laboratory shall prevent
dissemination of genetically
modificd microorganisms

“ The glasshouse shall consist of a permanent structure with a continuous waterproofed cavering, located on a site graded to

prevent entry of surface runoff having self-closing lockable doors.
Where transmission can occur through the ground.
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Annex IV
R : o ‘Table’ Table I ¢ _ :
Conlmnmenband Control Measures for Actlvmes in Ammal Umts .

-

’ Allipro.visi»nns..of Table T a -'sAha_‘l_l'fapply w1th the.fnllowing additions/mddrﬁcationsz -

‘Specifications Containment levels. O
o 1 L2 3 4
" FACLLITIES

Isolation of animal unit™ ' optional “yes . yes yes
- Animal facilities® separated by - yes yes Tyes o yes
lockable doors ' ' : : :
Animél f:ncilitiés.desién for | of;tionnl ’ i optidnal . yes ' yes
decontamination (waterproof ' S : :
and easily washable matenal _
(cages etc)) : _ » - i
Floor and/or walls easﬂy yeé (ﬁoor) yes (floor). - yes (ﬂoor and yes (floor and
“ washable : : o : “walls) © walls)
Animal contamment in R s yes - yes yes - | A yes
approprlate cages, pens or - 7 ‘ - ’
tanks B .
_Fllters on 1solators(” _ .'nd_ . " no . .optiona_l o yes

(]

S ®

o

Ammal uhit: a buxldmg or separate area thhm a buddmg contammg Tacilities and other areas such as changmg rooms, showers autoclaves

food storage areas etc.,

minor surglcal procedures.

. 'lsolators transparent boxes where the ammal 15 contamed wnhm or outsnde a cage
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Table I

Annek' lV

Containment and Control Measures for other Activitie"s'

Containment levels

Specifications
1 2 3 4
GENERAL i
1 Viable micro-orgahjsms should be contained in a system no yes - yes yes
which physically separates the process from the environment )
(closed system) ’
2 Control of exhaust gases from the closed system no yes, yes, yes,
: : minimize prevent prevent
; release release " release
3 Control of aerosols during sampling collection, addition of no yes, yesl yes,
material to a closed system or transfer of material to another minimize prevent prevent
closed system : release release release
4 Inactivation of bulk culture fluids befqre removal from the no ves, by yes, by yes, by
' closed system validated validated validated
means means means
5 Seals should be designed so as to minimize or prevent no MImnmize prevent _ prevent
release- ’ specific release release release
» requirement :
6 The controlled arca should be designed to contain spillage of optional "optional - yes yes
the entire contents of the closed system. - '
7 The controlled area should be sealable to permit fumigation no no ‘optional yes
EQUIPMENT
8 | Entry via airlock ‘1o no optional yes
9 Surfaces resistant to acids, alkalis, solvents, disinfectants ' . optional optional . yes i yes
’ ’ ’ . (bench if (bench,”
any, floor) floor,
ceiling,
~walls)
10 | The controlled area should be adequately ventilated to optional optional optional ves
minimize air contamination. ’ -
11 | The controlled area should be maintained at an air pressure no no - optional yes
negative to the immediate surroundings :
12 { EXtract and input air from he controlled area should be no no yes yes (input
" {-HEPA filtered ‘ (exlract and
- air, extract
optional air)
for input
air)
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’

. Cor{tainment and"C"ont‘mI’ Measures for other AcﬁViﬁes.'

~Specifications : fﬂCor_ltainment levels :
.1 2 3 -4
SYSTEM OF WORK.
13 '| Closed systems should be located within a controlled area no optionai» yes | yes
14 | Acceéss should: be restncted to, nommated personnel only 1o yes S ..y'es : - yes
15 Bnohazard ugns should be postcd no yes _ y::s yes,
16. | Washing and decontamination pfovisions for personnel yes yes “yes. yes
'17 | ‘Personnel should shower before leaving the -contrélled areé} - 1o no, ‘optional ) yes
18 | Personnel should wear p.rétecti;/e. 'clof.hing yes (work - yes '(work‘ “yes - cbomplete ‘
: D B : .clothing). |- clothing) “change.
- ' before
Cexitand
entry.’
19 Test adequately and mamtam cont.rol measures and . . yes " yes . yes Xes'
j! equipment . ’
20 : ‘Record }_ceeping o yésj yes 'yes yes
21 | Appropriate training and supervision for personnel yes yes “yes _ yes‘A
- WASTE"
22 .Inactwauon of GMMb in efﬂuent from handwashmg smks no. no " optional yeé
and showers ifany ' g '
23 "Inactlvanon of GMMs in contammated material and waste optional. -|.- . yes _yes yes '~
24 | Inactlvatlon of GMMS m process efﬂuent before final optional yes, by yeé, by yes,. by -
) dlscharge ‘ ’ . validated validaled | -validated -
. means means means




- ANNEX V

PART A -

PART B

* (Partially Redrafted)

. Information required for the notification referred to in. Article 7:

name of user(s) including those responSIble for supenusron safety and
information.on their training and qualifications; -

details of any biological committees or subcommittees;

address of installation; :

general description of the premlses

a description of the nature of the work which will be undertaken

‘the class of risk of the actwmes

a summary of the nsk assessment referred to in Article 5 (3) (only for class 1

activities)’

- . ' L /
Information-required for the notification referred to in. Article 9:

PARTC

the date of submxssxon of the notlﬁcatlon referred to in Artlcle 7:

- the recipient. donor and/or parental micro-organism(s) used and, where

applicable, the host-vector system(s) used;
the source(s) and the intended function(s) of the genetic matenal(s) mvolved
in the manipulation(s); . :

identity and-charactenstics of the genetically modified mlcro-orgamsm(s)
the purpose of the contained use meludmg the expected results;

approximate culture volumes to be used;

description of the containment and control measures S to b e applied, including
information about the wastes to be generated, their treatment, ultimate form
and destination; : )

a summary of the nsk assessment referred to in Artrcle 5 (3).

Informatlon requlred for the notlﬁcatlon referred to in Article lO

. a)

the date of submlssmn of the notification referred to in Artlcle 7

" . name of the responsible person;

‘the recxplent or parental mlcro-organlsm(s) to be’ used;

the host-vector system(s) to be used (where applicable);

the source(s) and intended function(s) of the: genetic matenal(s) mvolved in the
manipulation(s); ..
identity and charactenstlcs of the genetically mochﬁed micro-organism,
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d)

' the culture volumes to be used; "

~ B - . ~ . oA

: descnptlon of the contamment and control measures to be apnlled mcludmg '
-information about the type and form of wastes to be generated their treatment. .

ultlmate form and destmatton

- the purpose of the. contamed use mcludmg the expected results
.descrlptmn of the sectrons of the mstallatlon ' L

mformatlon about accrdent preventlon and emergency Tesponse. plans if any

“the sources of hazards and conditions under which ‘accidents mlght occur;,
any: specific hazards ansmg from the location of” the mstallanon N : )
the preventwe measures applled such as safety equlpmcnt alarm systems and
. containment methods; : '
procedures and Dlans “for venfvmg the contmumg effectlveness of the
containment measures; ' o S

a description of information provided to workers

the information necessary for the Competent Authonty 10 evaluate any emergency‘ :

'_ response plans prepared in accordance with: Artlcle 14

2" . ) N

- acopy -of the risk assessment referred to in Article 5 (3V)T

-
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