
GE.03-63812 

MEETING OF THE STATES PARTIES TO THE 
CONVENTION ON THE PROHIBITION OF 
THE DEVELOPMENT, PRODUCTION AND 
STOCKPILING OF BACTERIOLOGICAL 
(BIOLOGICAL) AND TOXIN WEAPONS AND 
ON THEIR DESTRUCTION 
 

 BWC/MSP.2003/MX/WP.15 
5 August 2003 
 
 
 
ENGLISH ONLY 

 
First Meeting 
Geneva, 10 – 14 November 2003 
 
Meeting of Experts 
Geneva, 18 – 29 August 2003 
Items 5 and 6 of the provisional agenda 
 

POSSIBLE MEASURES FOR ENSURING SECURITY AND OVERSIGHT OF WORK 
WITH MICROORGANISMS 

 
Prepared by Sweden 

 
 

1.  The following working paper describes the system of national control mechanisms governing 
the handling of biological agents including genetically modified microorganisms (GMMs) in 
Sweden. It also gives an example of regional collaboration around these measures – a 
collaboration that aims towards improving the upholding of standards with regards to contained 
use of biological agents including GMMs in the European region. Another aim of this regional 
collaboration is confidence building. In the larger context, if applied more widely, these 
measures and the collaboration around them may help to strengthen the BTWC, perhaps through 
the expansion of the CBMs.  
 
2.  Swedish national legislation and authorities to control work with microorganisms 
States Parties have different national control mechanisms for the handling of biological agents, 
including GMMs. The Swedish Work Environment Authority is the competent authority charged 
with supervising work with biological agents, including contained use of  GMMs, in Sweden. 
The Authority’s main task is to be the supervisory authority for the work environment, but also 
for human health and the environment in general with regards to the contained use of GMMs.  
 
3.  The recommendations and guidelines issued by the World Health Organisation (WHO) have 
provided the basis for a large part of the legislation that is in place in Sweden but also in the 
European Union (EU) today. WHO has also laid the groundwork for the international biosafety 
standards with, among other things, the Biosafety Laboratory Manual containing 
recommendations for safety measures at the 4 biosafety levels and criteria for classification of 
biological agents.  
 
4.  Under existing legislation, based on Directives 90/219/EEC, as amended by Directive 
98/81/EC, and 2000/54/EC, work with microorganisms must be subjected to a risk assessment 
and, with a few exceptions, notified to or permitted by the Swedish Work Environment 
Authority. The risk assessment forms the basis for the protective measures that have to be 
applied to prevent or counteract harm to human health (or to the environment). 
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5.  The Directives 90/219/EEC and 2000/54/EC envisage that national legislation requires 
system for self-check. This is often solved by requiring that a biosafety officer is placed in 
charge of the organisation's biosafety management.  
 
6.  National rules are issued by the Swedish Work Environment Authority, previously called the 
National Board of Occupational Safety and Health. These rules are divided into Provisions, 
which are mandatory, and General Recommendations (Guidelines), which do not have the same 
legal status as Provisions. Provisions of the National Board of Occupational Safety and Health 
on Contained Use of Genetically Modified Organisms (AFS 2000:5) and on Biological Agents 
(AFS 1997:12) are the most relevant Provisions, but there are also a number of complementary 
Provisions that should be followed. 
 
7.  Specific containment and other protective measures have to be applied in order to limit 
contact between the organisms and the workers, the general public, or the environment.  
 

• The employer, or equivalent in environmental legislation, is ultimately responsible 
within a facility (e.g. a company or a university).  

• All work with microorganisms must be subjected to a risk assessment.  
• Protective measures are chosen and applied in accordance with the outcome of the risk 

assessment. 
• All contained use of GMMs, regardless of containment level, and work with 

microorganisms/biological agents at safety level 2 and higher must be notified to or 
permitted by the Swedish Work Environment Authority. 

• The work is classified by containment/biosafety level (1-4) and administrative category 
(F: negligible risk, L: low risk, and R: hazardous).  

• Verification of these matters rests with the Swedish Work Environment Authority. 
• National inspections, with inspectors authorised by the Swedish Work Environment 

Authority, are carried out on a routine basis to control compliance. 
 
8.  The national rules on biological agents and contained use of GMMs are based on EC 
Directives. The EC Directives, governing the legislation of the Member States on biological 
agents and contained work of GMMs, are minimum Directives, which means that stricter rules 
can be applied nationally. Implementation of Directives can vary between legal systems, 
depending on the legal traditions of the Member States. These rules concern biosafety, which 
covers most, but not all, aspects of biosecurity. 
 
9.  The Chemicals Inspectorate regulates biotechnological products consisting of or containing 
microorganisms.  
 
10.  International co-operation within the European Union 
Since the legal structure and the organisation of the national enforcement authorities differ from 
country to country, increased co-operation among States Parties would be beneficial with regards 
to controlling work with microorganisms.  
 
11.  Since 1998, co-operation in the area of GMMs within the European Union has taken place 
through an informal network of national inspectors. The inspectors have met once or twice a year 
to compare experiences. Between meetings, issues have been discussed by e-mail or on the 
Internet on web-sites shared by the inspectors within the European Enforcement project for 
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contained use (EEP-CU), and the European Enforcement Group for deliberate release of GMOs 
(EEG-DR). A few joint inspections have been carried out each year. During these inspections, 
the enforcement agency from one country has acted as host whereas inspectors from other 
countries have attended as guests. Afterwards, the team has discussed and evaluated the 
experiences made during the inspection. 
 
12.  This co-operation between inspectors and enforcement authorities from different countries 
has been constructive and helpful, especially with regards to comparing experiences concerning 
enforcement measures and discussing methods for risk assessment etc. No inspected facility has 
so far had objections to the presence of inspectors from another country. 
 
13.  With regards to issues concerning effects of microorganisms on the work environment, 
authorities co-operate in a more established way, through the European Agency for Safety and 
Health at Work, set up by the European Commission.  
 
14.  The Swedish Work Environment Authority has assisted candidate countries to the European 
Union in adjusting their legislation and enforcement practices in the field of biological agents 
and GMMs to the EU requirements.  
 
15.  Announcements of ongoing or new activities 
Guidelines for reporting and inspecting work with microorganisms and GMMs could improve, 
simplify and increase co-operation among State Parties.  
 
16.  The Swedish Work Environment Authority has compiled forms to facilitate the structuring 
of information for risk assessment, protective measures, notification, and permit applications. 
Before notifying or requesting a permit for contained work, persons responsible within the 
organisation in which the activity is planned have to be contacted. 
 
17.  Based on the Swedish format a report of ongoing or new activities could contain the 
following: 

• particulars on the notifying organisation; 
• a risk assessment of the work ; 
• what protective measures have been chosen and applied based on the results of the risk 

assessment; 
• identification of the facility, its standard and containment level necessary for the work; 
• waste treatment; 
• biosafety (biosecurity) management. 

 
18.  The risk assessment is the result of an investigation and an assessment of what harm an 
organism is capable of causing to human health and/or to the environment. The risk assessment 
forms the basis for determining what protective measures are needed for the work. The level of 
containment is decided by comparing the protective measures needed for the work with those 
required at the different containment levels. Once the containment level and the scale of the 
work have been determined, the activity can be put in the correct administrative category, 
stipulating what notification procedures are required.  
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19.  The need for a certain competence to perform an adequate risk assessment is obvious. States 
Parties with limited access to such expertise could, by request, be assisted by other States Parties 
with the competence needed to perform the risk assessment. 
 
20.  Inspections 
It is important to have a national function/authority for controlling work with microorganisms 
once a facility has received the approval of the national authorities. The control system should be 
based on the national legislation of a States Party, but international co-operation should be 
encouraged, not the least since this, in the future, may result in a common practice for all States 
Parties. A practice would result in a minimum level of training for the national inspectors, 
guidelines for national inspections, and checkpoints during an inspection. An example of a 
checklist for inspections (contained work – laboratory activities) could be read as follows: 
 

I. General Information 
II. Good microbiological practice 
III. Physical Control Measures 

a) Facility design 
b) Containment equipment 

IV. Safety (Security) Management 
a) Work procedures 
b) Organisational matters and documentation relating to the safe handling of GMMs 

V. Risk Assessment 
VI. Emergency Response 
VII. Outlook 

a) information on commercialisation of biotechnological products (present and future 
prospects) 
b) information on planned field releases of GMMs 

 
21.  Recommendation 

• Guidelines that identify a minimum level on how to notify the national authorities about 
the work with and handling of microorganisms could be a valuable tool to improve the 
security and oversight of work with microorganisms. If national expertise for performing 
the risk assessment is missing, assistance from other States Parties could be requested. 
The implementation of the guidelines among States Parties could result in internationally 
accepted standards for the control of security and oversight of work with 
microorganisms. In addition, the possibilities of finding the expertise needed for 
assistance would increase through these arrangements. 

• The control of the work with and handling of microorganisms should be performed in a 
standardised way by national inspectors that are trained according to a standardised 
program. The inspectors educated accordingly should be designated as authorised 
inspectors and be made available to assist other States Parties during inspections. 

• States Parties should be encouraged to arrange national inspections of facilities to which 
authorised inspectors from other States Parties are invited to participate. 

 
_______ 


