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Introduction 
 
1. No one can deny that biotechnology is among the most promising areas of science and 

technology. The use of micro-organisms is not a totally novel technology for humankind. 
Fermentation, for example, has been commonly observed in the tradition of every society. 
What makes biotechnology so prominent today is the fast and continuing advance of 
research and the great expansion of the industrial application of technology, both of which 
have been taking place for the last several decades. Such development in biotechnology has 
been bringing great benefits to the fields of medicine/pharmacy, agriculture, food 
processing, chemical industry and environmental protection.   

 
2. Biotechnology itself, like other technologies, is of neutral nature, but if it falls into hands of 

evil, the outcomes can be disastrous. It is all the more true nowadays as technology acquires 
more power and sophisticated technology becomes more accessible. The Aum Shinrikyo, a 
cult group well known for the Tokyo sarin incident in 1995, was found, in the litigation 
process, to have studied anthrax and Botulinum toxins and conducted experiments in an 
attempt to produce biological weapons. The anthrax mailings in the United States, two years 
ago, amply demonstrated the devastating impact that the criminal use of dangerous 
pathogens, when coupled with simple but effective delivery measures, may cause to a well-
organized society.  

 
3. Isolated national efforts by an individual state are not enough to tackle the increasing danger 

posed by biological weapons. Terrorist/criminal use of biological agents can take place 
anywhere in the world. Hence, there is the need for international co-ordination and 
harmonization. It is against this background that member states of the BWC agreed to 
continue their efforts to strengthen the Convention and adopted the three-year work program 
at the Review Conference in November last year.  

 
4. The two items for this year’s discussion are both in relation to the domestic measures of 

member states for the prohibition of biological weapons and regulations on micro-
organisms. Member states are expected to promote common understanding and effective 
action through discussing national measures for prohibitions, including penal legislation and 
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national mechanisms for security and oversight of pathogenic micro-organisms and toxins. 
In this paper, Japan would like to outline its national measures in terms of these two items of 
discussion. 

 
(i) National measures to implement the BWC 
 

Legal, Regulatory and Administrative 
 
5. Article IV of the BWC requires the States Parties to undertake national measures for the 

prohibitions set forth in the Convention, while Article I and III provide for the definition of 
biological weapons and the fundamental obligations of the States Parties, namely, 
prohibitions of development, production, stockpiling, transfer and so on. When Japan 
ratified the BWC in 1982, the Japanese Diet enacted “the Law on Implementing the 
Convention on the Prohibition of the Development, Production and Stockpiling of 
Bacteriological (Biological) and Toxin Weapons and on Their Destruction” ( the BWC 
Implementing Law). The purpose of the Law was, as articulated in its Article 1, to 
criminalize and penalize such acts as prohibited by the BWC and thereby to fulfill the 
requirements of the Convention. 

 
Prohibitions against Biological and Toxin Weapons  

 
The following is an outline of the BWC Implementing Law. 
 

6.  Criminalization: 
 
The Law prohibits any person from producing, retaining, transferring and acquiring 
biological and toxin weapons, and those who violate these prohibitions shall be either 
fined or imprisoned according to the Law. The scope of persons in the Law includes both 
natural and legal ones, as well as foreign nationals under Japanese jurisdiction. The term 
“producing” also includes research and development. With the enactment of the Law, 
Japan has been fully undertaking national measures required by the BWC. 
Due to the fact that the prohibition of use of biological weapons is stipulated in the 1925 
Geneva Protocol and not in the BWC, up until two years ago, the use of these weapons 
was not penalized by the Law, but was considered to be treated as a crime stipulated in 
the general penal code. For example, murder or insurrection in the Penal Code would be 
applied to the use of biological weapons according to the situation. The Japanese Diet 
amended the BWC Implementing Law in 2001 when it ratified the International 
Convention for the Suppression of Terrorist Bombings, and added to the Law an article 
regarding the prohibition and penalty against use of the weapons and discharge of 
biological agents and toxins. 
 

7.  Penalties:  
 
Penalties inflicted against the violation of prohibitions in the BWC are described as 
follows. Either imprisonment with labor of one to fifteen years or a fine of up to five 
million yen (approximately 42,000 USD) shall be inflicted for those who produce or 
develop biological and toxin weapons. Either imprisonment with labor of a maximum of 
ten years or a fine of up to three million yen (approximately 25,000 USD) for those who 
retain, transfer, or acquire these weapons. Either imprisonment with labor of an indefinite 
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period, that of more than two years, or a fine of up to ten million yen (approximately 
84,000 USD) for those who use these weapons. In addition to these penalties, other 
charges and punishments will also be imposed in accordance with the Criminal Law and 
other relevant laws and regulations. 
 

8.  Biological agents and toxins for legitimate purposes and procedures: 
 
Biological agents have great potential for the betterment of life. In Japan, biotechnology 
has been widely applied in the areas of medicine, food processing, agriculture, 
environmental protection, academic research and so forth. Legitimate activities using 
biological agents must be protected without imposing too many burdens. The BWC 
Implementing Law provides a definition of biological agents and toxins, and then 
stipulates to the effect that use of these agents shall be limited to certain purposes. First, 
the Law defines “biological agents” as micro-organisms which are capable of causing 
diseases or bringing death to animals or plants when reproducing in these bodies, or 
which are capable of producing toxins. For the definition of legitimate purposes for which 
developing, producing, retaining, and acquiring the agents and toxins are allowed, the 
Law uses almost the same phrase as in Article I of the BWC, namely, “for prophylactic, 
protective or other peaceful purposes”. The Law further empowers relevant Ministers in 
the government to order persons to make compulsory reports regarding their activities to 
these Ministers to the extent necessary for preventing the developing, producing, 
retaining, and acquiring of biological agents and toxins for purposes other than peaceful 
ones. The Ministers authorized to make such orders include the Minister for Education 
and Science, Minister for Health, Labor and Welfare, Minister for Agriculture, Forestry 
and Fisheries, and the Minister for Economy, Trade and Industry. In cases where persons 
ordered to make reports fail to do so or make false reports, they shall be charged with 
either imprisonment with labor of one month to one year or a fine of up to half a million 
yen (approximately 4,200 USD). 

 
(ii) Security of pathogenic microorganisms and toxins  
 

Legal, Regulatory & Administrative 
 
9. As biotechnology has become widely applied to various peaceful purposes, there is a 

growing concern over the potential risk of pathogenic micro-organisms when they are 
misused, hence the need for control and oversight. There are two categories of control and 
oversight in terms of purpose, although these two are closely inter-related. One is called 
“biosafety”, measures and procedures for preventing the accidental release of hazardous 
pathogens from facilities, laboratories etc., and the other, “biosecurity”, for preventing theft 
or any type of deliberate illegal acquisition of the pathogens. “Biosafety” is not a new 
concept for those who handle hazardous pathogens, while more serious attention has been 
recently given to biosecurity. Such preventive measures require governments' regulative 
intervention in private activities, and, if not carefully designed, this has the potential to 
hamper the sound development of science and industry. 

 
10. The approach to this question by the relevant Ministries of the Japanese Government used to 

be to provide various private sectors, including research institutes, universities, 
manufacturers and companies, and business or academic associations, with guidelines for 
desirable measures and procedures for biosafety and security, ask and encourage those 
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sectors to take voluntary measures, and collectively or individually supervise their activities 
as necessary, imposing a minimal required level of legally regulative measures on the 
private sectors. 

 
11. Since the emergence of Anthrax cases in the United States in 2001, Japan has been further 

promoting crisis management and response plans against biological terrorism. The 
Government of Japan held a ministerial meeting on countermeasures against NBC terrorism, 
headed by the Prime-Minister with the participation of all concerned ministers. In this 
meeting, the Government's Basic Policy on Responding to Biological and Chemical 
Terrorism was developed, consisting of 5 items, including reinforcement of the healthcare 
system (anti-infectious disease measures and vaccine stockpiling), closer cooperation with 
healthcare and other related institutions as well as appropriate response to actual incidents, 
and enhanced management of biological and chemical materials on the alert for terrorism. 
Based on this policy, efforts have been made for creating manuals for first responders, 
improving diagnostic capability in testing laboratories, establishing special units in local 
police forces, training unit members, enhancing the capability of the Self-Defense Forces as 
a whole in addressing bio-terrorist attacks, preparing medicines and other equipment and so 
forth.  

 
Facility & Equipment 

 
12. While Japan does not have a law that defines safety standards and physical protection 

requirements for facilities possessing pathogens and toxins in general, certain standards and 
requirements have been set forth in individual laws and regulations in particular fields. For 
example, the Pharmaceutical Affairs Law stipulates that pharmaceutical production facilities 
using pathogens should meet plant and equipment standards to prevent the leakage of 
pathogens.   

 
13. As for the laboratory containment standards, the WHO Biosafety Level (BSL) designation 

has been widely applied in Japan. Thus biological agents are handled according to the risk 
assessment of each agent in laboratories with appropriate containment measures that meet 
the WHO requirements for BSL 1 to 3. The Guidelines for Recombinant DNA Experiments, 
which will be described later, classify genetically modified organisms (GMO) into 
containment level groups and set, for each group,  detailed requirements for laboratory 
design and safe handling procedures of GMO. There are other guidelines on appropriate 
equipment and facilities for the safe use of DNA recombinants in industry, agriculture, 
forestry and fishery. 

 
Personnel & Handling 

 
14. The National Institute of Infectious Diseases has been leading the way in the field of 

biosafety in Japan. The Institute established the Laboratory Safety Regulation for Biological 
Agents in 1981, which was the first regulation of its kind in the country and has been revised 
several times, taking into account the WHO Laboratory Biosafety Manual and biosafety 
systems in other countries. Although an internal regulation of the said Institute, it has been 
referred to widely by other research institutes, business enterprises and universities in Japan 
as a model for biosafety management guidelines. The Regulation includes a list of pathogens 
to be controlled and, following broad classification depending on a suitable host (human or 
animal), the list divides pathogens into 4 biohazard levels. The Regulation also prescribes 
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such matters as safety standards for equipment and management of laboratories, measures to 
be taken in emergency situations, health care and safety management training of personnel 
handling biological agents. According to the Regulation, transfer and acceptance of 
pathogens outside of the Institute is subject to a report to or approval by the Director of the 
Institute, and the packing of the pathogens should be done in accordance with relevant 
regulations of the Universal Postal Convention. 

 
15. With the rapid advance in biotechnology in recent years, recombinant DNA experiments 

using the genes of pathogens have become widespread. Such experiments are useful for 
finding cures for diseases and methods of detoxification through researching disease-causing 
factors of pathogens, the structure and functions of toxins. These experiments are conducted 
in accordance with the Guidelines for Recombinant DNA Experiments (established in 1979 
and revised in 2002). The Guidelines contain detailed requirements for various matters, 
including containment methods and equipment, handling of GMO including shipment and 
disposal after experiments, health care and training of personnel who conduct experiments. 
The Guidelines require notice or prior approval by the institutional biosafety committee. 
Certain types of experiments require confirmation by the Minister of Education, Culture, 
Sports, Science and Technology. 

 
16. In addition, there are separate guidelines for the safe use of DNA recombinants in the 

industry and in the field of agriculture, forestry and fishery. Both guidelines prescribe 
detailed requirements for safety handling procedure of DAN recombinants in the facility. 
Screening for the actual use of such recombinants can be individually performed by the 
Minister of Economy, Trade and Industry or the Minister of agriculture, forestry and 
fisheries when requested. 

 
Transport 

 
17. In order to prevent dangerous pathogens and toxins from being exported from Japan and 

used for biological weapons, Japan implements export control regimes. The export of certain 
anti-human, anti-animal and anti-plant pathogens to all countries and areas is subject to 
permission of the Minister of Economy, Trade and Industry.  

 
18. In Japan, many restrictions are in place, mainly to prevent the spread of epidemic diseases in 

the country rather than to prohibit biological weapons. These restrictions have the effect of 
preventing dangerous pathogens from falling into the hands of terrorists. For instance, some 
anti-plant and anti-animal pathogens are prohibited from being imported into the territory of 
Japan or restricted in domestic transfer for public safety in agriculture and the livestock 
industry. 

 
________ 


