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Legal protection of biotechnological inventions

OBJECTIVE: to harmonise national legislation on patents for biotechnological inventions in order to harmonise the issuing of patents by
different offices and lead to uniform legislation. This is necessary to guarantee the free movement of biotechnological products and the smooth
operation of the internal market. SUBSTANCE: the new text proposed by the Commission takes account of the European Parliament's ethical
concerns and demands for clarity which led it to reject on 1 March 1995 the joint draft that had been drawn up by the EP and the Council and
approved by the Conciliation Committee on 23 January 1995. With regard to the previous text, the new proposal for a directive: - makes a
clear distinction between discovery and invention, stipulating that a discovery may not patented and clarifying the conditions under which an
invention - defined as a technical solution to a technical problem - may be patented; - excludes elements of human origin from patentability,
deleting the expression "as such" (qualifying these elements), which had led to misunderstandings; - excludes the patentability of methods of
germ line gene treatment of human beings and processes for modifying the genetic identity of animals insofar as the suffering or physical
handicaps inflicted on the animals concerned are out of proportion to the objective pursued; - directly introduces the farmer's privilege
benefiting breeding stock under patent law. ?

Legal protection of biotechnological inventions

The Committee urges the Council and European Parliament to rapidly adopt the Directive on the legal protection of biotechnological
inventions. The Committee recognizes that pursuit of harmonization via a European Directive is justified and that the Directive will lead to the
greater approximation of EU Member States' laws and will strengthen the unity of the European single market. The Committee recognizes that
the Commission's new text, which is more comprehensible and better argued than the initial proposal of 1988, is an appropriate starting point
for the rapid adoption of a European Directive by the legislative authority. It nevertheless proposes clarifications on ethical questions, more
detailed explanations in connection with plant varieties and additional information regarding breeders' rights. Whilst making a clear distinction
between aspects of legal protection and the ethical debate, the Committee urges that the Directive should reaffirm the right of the public at
large to receive information at all stages of the preparation of new biotechnology products, from the drawing-board via the legal protection
phase to final marketing. In cooperation with national authorities, scientific committees, the European Agency for the Evaluation of Medicinal
Products, the group of councillors for ethics in biotechnology, the agro-business, pharmaceutical industries and European consumer and
environmental associations, the Commission should take an initiative to ensure that the right of citizens to information on biotechnological
innovations, their applications, the risks and existing safeguards, is fully enforced. The Economic and Social Committee calls upon the
legislative authority to take on board the amendments and clarifications proposed by the ESC. Under these circumstances it approves the
proposal for a Directive and calls upon the legislative authority to adopt it rapidly. ?

Legal protection of biotechnological inventions

The Committee adopted the report by Willi ROTHLEY (PES, D) on the legal protection of biotechnological inventions by 16 votes to 5, with 3
abstentions. According to Mr ROTHLEY, the outcome was a success. The Committee has backed most of his compromise amendments, He
hopes that Parliament's plenary does the same and that the Commission puts forward a modified proposal soon which takes most of the
demands into account. If all goes well, the Council will adopt a common position during the Luxembourg Presidency. Following Parliament's
rejection of a previous attempt to provide legal protection from new discoveries involving biotechnology, on ethical grounds, i.e. concerns that it
would have allowed the patenting of parts of the human body, the Commission's new proposal draws a clear distinction between inventions
and discoveries. The idea is that a discovery would not be patentable whereas an invention defined as a technical process with an industrial
application could be patented, on the understanding that this would not cover "an element of the human body in its natural environment".
However, the proposal then goes on to state that "an element isolated from the human body or otherwise produced by means of a technical
process shall be patentable even if the structure of that element is identical to that of a natural element". TELECOMMUNICATIONS - CALL
FOR NUMBER PORTABILITY BY THE YEAR 2000 18/6/97 - The Economic Affairs Committee (Chairman Karl von WOGAU, EPP, D)
adopted a report by Mr W.G. van VELZEN (EPP, NL) on the Commission Green Paper on a Numbering Policy for Europe, calling for a
two-step introduction of telephone number portability, ie. transferability of numbers when the service supplier changes. In the first step, number
portability should be introduced in all major population centres by 1 January 2000, and thereafter throughout the Union by the year 2003. The
Commission is also urged to come forward with proposals to ensure number portability for mobile phones. The report also calls for a
harmonisation of prefix codes for different operators, and for a better coordination of national numbering plans. The Committee did however
feel that the proposal to introduce a European '3' code as a worldwide access code for Europe is not realistic at this stage. Further information:
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Anders GANTÉN - Tel. 284.4898 or (352)4300.3482 SHIFT FROM ENVIRONMENT LAW TO SELF-REGULATION COULD TRIGGER
CRISIS OF CONFIDENCE Concern that the increasing shift of environmental protection from parliamentary legislation to self-regulation by
industry might trigger a crisis of confidence among the public was expressed yesterday in a report adopted by the Committee on the
Environment, Public Health and Consumer Protection. The own-initiative report drafted by Mrs Ilona GRAENITZ (PES, AU) analysed a
Commission communication on environmental agreements between industry and public authorities aimed at achieving specific environmental
objectives. In adopting the report, the committee, chaired by Mr Ken COLLINS (PES,UK), took the view that such agreements could be used to
supplement legislation but that binding legislation would continue to form the backbone of EU environmental policy. It noted that "the case-law
of the European Court of Justice in this area indicates that environmental agreements between industry and public authorities are basically of
extremely limited suitability as a tool for implementing directives nationally". Unlike legislation, such agreements did not guarantee any
effective protection of third parties (eg local residents). Legal protection under administrative law also disappeared as far as the parties to the
agreements were concerned. On the other hand, the committee also thought that environmental agreements offered a range of benefits,
including the promotion of a proactive environmental attitude by industry and the solution of sectoral, local or temporary environmental
problems. Environmental agreements have been used by Member States, particularly the Netherlands, for more than ten years but they are
very varied (eg declarations of intent, undertakings and formal agreements). Hence the committee wants a precise definition of what
constitutes an environmental agreement. It also wants such agreements to be legally binding on all parties in every case. The committee
expressed its surprise that the Commission had adopted a recommendation to Member States on the use of environmental agreements
without awaiting Parliament's reaction to the communication. Further information: Patrick REYNOLDS - Tel. 284 47 06 COMMITTEE CALLS
FOR MORE EFFECTIVE SOCIAL DIALOGUE Committee on Employment and Social Affairs (chairman: Winfried MENRAD, EPP, D) adopted
a report drafted by Mr. Helwin PETER (PES, D) on the development of Social Dialogue. Although the detailed results of the Intergovernmental
Conference were not available, the Committee decided to proceed with the report in order to influence the Commission while it prepares
proposals on the same topic. The Committee will draft a supplementary report later this year in order to take into account the new impacts of
the Treaty. Mr. PETER welcomed the incorporation of the Social Protocol to the Treaty and the extension of the codecision procedure to the
areas of social legislation which used to be dealt with in co-operation procedure. However, the new Treaty does not recognize Parliament's
codecision right within the legislative procedure in the area of social dialogue. According to the Committee, an improvement of the
representation of the organizations involved in the legislative procedure on the basis of Articles 3 and 4 of the Agreement on social policy is
necessary in order to avoid any legal uncertainties in the future. Further information: Virpi KÖYKKÄ - Tel. 284 4896 or +352 4300 3737
DISCRIMINATION AGAINST WOMEN IN ADVERTISING: A PUBLIC CONCERN Is the message brought forward by the mini-hearing on
discrimination against women in advertising, hosted on June 17 by the committee on women's rights (Chairwoman: Mrs N. Van DIJK) in the
context of the report by Mrs. Marlene LENZ (EPP, D) on the same subject. Dr. O. GRAY, Director-General of the European Advertising
Standards Alliance (EASA) said that the alliance coordinates the work of 23 self-regulatory bodies created by the advertising industry Its rules
are based on the 'code of advertising practice of the ICC' (International Chamber of Commerce) which states : "advertising should be legal,
decent, honest and truthful;...have a due sense of social responsibility ....and no advertisement should impair public confidence in advertising".
In 1995 the Alliance undertook a survey among its 14 EU member states to evaluate the portrayal of Women in Advertising and the Media .
The two major questions were: 1) is there any evidence of public concern about the portrayal of sexes in advertising? 2) If yes, to what extent
the European self-regulatory bodies addressed that concern? 1) The results indicated that between 1992 and 1995 the self regulatory bodies
had received complaints on the subject from 11 of the 14 EU Member States. Although in most cases such complaints accounted for less than
5% of the total number of complaints received, in 3 countries Austria, Germany and Spain complaints in this category accounted for between
25% and 50% of the total. 2) It is noteworthy that self-regulatory bodies in 7 out of the 14 EU Member States have specific rules relating to the
portrayal of the sexes in advertising , and all the others apply , as a minimum, the principles of the ICC Code, namely :" advertisements should
avoid endorsing discrimination based on race, religion or sex" and virtually all have rules relating to decency. Mr. H. d'ANETHAN,
representative of the World Federation of Advertisers (WFA), said that his federation represents 90% of all European Advertisers. All of them
see advertising as a part of a commercial process whose objective is to encourage consumers to buy goods or services. In a free market
economy advertisers know that the ultimate choice rests with the consumers. Since it is estimated that, today, 70% of all purchases are done
by women and more than 50% of total advertising is directed at them, it is quite clear that their purchasing influence on the market is rapidly
extending into various areas. For this reason advertising reflects the growing tendency to integrate professionally and socially: it therefore
depicts more and more often women in their professional life, or men in a domestic situation; women as active decision- makers both at work
and at home , women in control of their lives. "Responsible advertisers have no wish, nor indeed interest, to offend at least one half of their
potential customers by portraying women in a way that they would find negative or unacceptable". Mr ARKE, representative of the European
Association of Advertising Agencies, said that "responsible advertising should be relevant to the recipient and to the product. The portrayal of a
naked woman in an industrial context, for example, is distasteful and out of context ; the naked woman in the shower who advertises a soap or
a shampoo is completely relevant to the product and therefore accepted" As for the proportion of women working in advertising agencies, the
average is today 50%. Of this fewer women than man are represented in administration but the percentage of women in top management is
constantly growing. In conclusion all the experts underlined that the notion of what is offending varies widely throughout Europe due to
differences in consumers traditions, perceptions and attitudes. This is therefore better dealt with at national level through flexible
self-regulatory rules with easily enforceable sanctions. These rules are regularly reviewed by the advertising industry to ensure that they reflect
changes in society at large. The self- regulatory bodies act as watchdogs constantly reminding the advertising profession of its responsibilities,
via guidance notes, newsletters, seminars etc.. Further information: Maria Grazia CAVENAGHI - Tel: 284 22 39 PUBLIC HEARING
COMBATTING DRUG RELATED CRIMES The Civil Liberties and Internal Affairs held a public hearing on "Combatting Organized Crime and
Drug Related Urban Crime". During the hearing three experts gave their evidence as to how the fight against drug addiction and organized
crime was working. Mr Frerichs, deputy Chief of Police in Frankfurt spoke on the issue of drug dispensing in order to stabilize the problem. He
went on to describe the reality of this problem, the daily exchange of needles with the result that HIV is on the rise. To counteract this problem
the city of Frankfurt took note from the Swiss out patient programme, the "Methadone programme". This programme has been designed to
dispense drugs to addicts at "clean fixing centres", and is considered to have caused a decrease in cases of addiction. At these clean fixing
centres, outpatients can receive hard drugs such as heroin and cocaine or soft drugs as hash or marijuana. The amounts of drugs dispensed
were 10% of hard drugs and 90% of soft drugs. Mr Frerichs said that they are not in anyway advocating legalisation but rather, experimenting
with preventative measures. In 1991 to 1992, a major city wide campaign was launched to combat this problem by expanding police activities
and the distribution of literature. The figures have indicated a great reduction in drug addiction, from 800-1000, to 150-200. Mr Jürgen Roters,
Chief of Police, Cologne spoke on the social aspects concerning this problem. Drug addiction and crime are related to areas where there is a
high rate of unemployment and broken families having to live and depend on social security benefits. Mr Roters said that drug addicts were not
criminals but rather psychologically ill and in vital need of medical care. In Cologne the number of drug addicts are between 1200 to 1500.
However towards the end of the 1980's, help centres were constructed to stop the spread of drugs. Mr Roters indicated that deaths due to
drug overdoses had continuously dropped. However the crime rate cases still remains high and give cause for concern. His assessment has
been that the Methadone programme could not help the psychologically ill but was able to stabilize the drug problem from rapid growth. Mr
Lars Nylen, Head of the International Criminal Investigation Department, Stockholm, spoke on the drug and crime problem. Sweden is trying to



develop a plan to standardize laws against drugs. Another programme was developed to better understand and detect drug use. It was
conducted by the Swedish police and 10.456 samples of urine and blood were checked and examined. Mr Nylen explained that the synthetic
drugs found at Rave parties have become dangerously popular and are quickly attracting teenagers. The Nordic countries are in cooperating
to tackle the spread of drugs, especially to teenagers and to stop the spread of organized drug syndicates. For more information: Dee
SANDHU - Tel: 284 42 98 & A. SOBRINHO - Tel: 284 35 35 FALSE BRITISH PASSPORT PROBE The Petitions Committee, chaired by Mr
Sandro FONTANA (I, EPP) is constantly confronted with questions on the restriction of free movement within the Member States. One case
involved a British citizen who was denied entry into Belgium with the claim that her passport was false. The British authorities have declared
that this passport is perfectly authentic. Given this dilemma, the European Commission claimed that it was not competent to deal with the
case. The Petitions Committee believes that this situation is intolerable and that discretionary powers given to people in national
administrations should be curbed. The European Commission is also asked to include this case in the discussions they are to hold with
Member States on the question of free movement. The Petitions Committee will ask the Permanent Representatives for Belgium and the
United Kingdom to present it with their comments on the matter. Another case examined by the Petitions Committee and relating to free
movement of people concerned an Italian petitioner who cannot return with his earnings' related pension to his country of origin after having
worked in Belgium. In fact the person concerned retired several years ago but Belgian early retirement payments cannot be transferred to Italy.
While regretting that this problem is not yet within the competence of the European Union, the Petitions Committee will invite the European
Parliament to ask the Council of Ministers to discuss the serious problems encountered (including that of this petitioner) when seeking the right
to free movement. Further information: Jean-Louis COUGNON - Tel: (00352) 4300 3940, ?

Legal protection of biotechnological inventions

The rapporteur urged Parliament to accept the directive in question. He said, among other things, that his support for this went beyond the
issue of patents to the defence of the right to life and work and also the essential need for Europe to make progress in the area of
biotechnologies. As for the effective protection of patents, this went hand in hand with research. Without the legal certainty provided by
patents, he added that research would be conducted behind closed doors and it would no longer be possible to follow and discuss its
achievements. In addition, rejection of the directive would destroy the small and medium-sized businesses that survived on the sale of patents.
Finally, Mr Rothley acknowledged that patent law could never resolve the ethical questions as it was solely intended to prohibit the
unauthorised use of someone else?s invention and was actually part of the law governing competition. Commissioner Monti stated that the
new proposal for a directive was intended to respond to the concerns of the European Parliament, particularly with regard to the difference
between discovery and invention and the ethical aspect of biotechnological inventions, particularly those concerning isolated elements of the
human body. In this respect, the Commissioner stressed that even the Amsterdam European Council had included respect for the integrity of
human beings in its conclusions. He then accepted all the rapporteur?s amendments as well as Nos 67, 69, 77, 79 and 99 among the other
amendments tabled. Finally, he said he was counting on the rapid adoption of the directive by the Council, by November at the latest, as this
was one of the four initiatives under the action plan for the single market which the Member States had committed to adopt before
1 January 1999.

Legal protection of biotechnological inventions

In adopting, by 370 votes to 113 with 19 abstentions, the rapport by Mr Willi ROTHLEY (PSE, D), the European Parliament affirmed
unambiguously that the human body was inalienable and could not be patented. It also secured acceptance of its views on the 'farmer's
privilege'. 1) The following cannot be patented: - the human body, at any stage in its formation or development, or the mere discovery of one of
its elements, including the sequence or partial sequence of a gene; - plant and animal varieties and essentially biological processes for
obtaining plants or animals; - inventions whose publication or exploitation would be contrary to public policy or morality; however, however,
exploitation is not to be deemed to be so contrary merely because it is prohibited by law or regulation; - cloning of human beings; - processes
for modifying the genetic identity of the germ line of human beings; - processes for modifying the genetic identity of animals which are likely to
cause them suffering or physical handicaps without any substantial medical benefit to man or animal, and also animals resulting from such
processes; - methods in which human embryos are used and methods for the artificial production of human embryos containing the same
genetic information as another human being or a dead person (human cloning). 2) Novel inventions capable of industrial application may be
patented even if they concern a product consisting of or containing biological material or a procedure by means of which biological material is
produced, processed or used. This category comprises: - inventions which concern plants or animals, if the practicability of the invention is not
technically confined to a particular plant or animal variety; - elements isolated from the human body or otherwise produced by means of a
technical process, including the structure of a gene or part thereof, even where the structure of the element is identical to that of a natural
element. The industrial application of a sequence or a partial sequence of a human gene must be disclosed in the patent application; - subject
to certain very strict conditions, an invention consisting of biological material of human, plant or animal origin. By means of other amendments,
Parliament sought an extension of the farmer's privilege (use of the product of his harvest for reproduction or propagation without being
required to make any further payment to the patent-holder) to resale for agricultural use, excluding sale within the framework or for the purpose
of a commercial breeding activity. Parliament also called for the setting-up of an ethics committee to assess all ethical aspects of
biotechnology and its utilization, in particular with regard to patents. The Commission would be required to submit proposals on its composition
and terms of reference before the entry into force of the Directive. Parliament called for the deadline for transposition of the Directive to be
brought forward from 1 January 2000 to 1 January 1999 and for the Commission to publish a report every five years on the problems
encountered by the Member States with regard to the relationship between the Directive and international agreements on the protection of
human rights to which the Member States had acceded or on which they had cooperated. ?

Legal protection of biotechnological inventions

The amended proposal from the European Commission takes account of almost all of the amendments adopted by the European Parliament
in first reading. These amendments express the concern surrounding the clear distinction between discoveries and inventions in respect of the
patentability of elements of human origin and the need to introduce, in an appropriate manner, the ethical dimension into the draft directive.
One particular amendment has not been adopted by the Commission. This proposed the introduction of a new article requiring that: - the
patent application should indicate, insofar as the object of an invention consists of biological material of plant or animal origin, the geographic



origin of this biological material and the proof that it has been used in accordance with the legislation on legal access and export which applies
at the place of origin; - if the biological material is of human origin, the patent application should make public the name and address of the
originator or of his legal representative and provide proof that the material has been used, and the patent applied, with the consent of the
originator or of his legal representative. ?

Legal protection of biotechnological inventions

The common position endorses the approach adopted in the amended proposal of the Commission, incorporating the amendments adopted by
the European Parliament at first reading. The Council thus recognized that the two topics which Parliament had considered the most essential
- namely, the patentability of elements isolated from the human body and the ethical dimension of biotechnological inventions - should be dealt
with directly by patent law. The Council introduced new provisions, for example with the aim of: - taking account of the technique of embryo
splitting, where the definition of human cloning processes is concerned; - clarifying the scope of the prohibition of patenting of uses for human
embryos: this prohibition does not apply to inventions with a therapeutic or diagnostic purpose applicable to, or useful to, the embryo; -
deleting the reference to the Council of Europe Convention on the Protection of Human Rights and the Dignity of the Human Person with
respect to Applications of Biology and Medicine, which had not yet entered into force; - replacing the Group of Advisers on the Ethical
Implications of Biotechnology with a European Group on Ethics in Science and New Technologies; - supplementing the indications for use in
assessing substantial medical benefit so as to include research and prevention as well as diagnosis and therapy; - setting a deadline for
transposition of the Directive based on its date of publication; - stipulating that the Commission's annual report on the development of patent
law in the field of biotechnology and genetic engineering should also consider its implications. ?

Legal protection of biotechnological inventions

The Commission accepts the changes arising from the proceedings of the Council. It endorses the common position, which incorporates and
supplements appropriately the amendments adopted at first reading. ?

Legal protection of biotechnological inventions

The Committee approved the Council's common position on the legal protection of biotechnological inventions. The vote was 15 in favour, 7
against and 2 abstentions. No amendments were adopted, in line with the wishes of the rapporteur, Willi ROTHLEY (PES, D). Mr ROTHLEY
justified his position as follows: the Commission had endorsed all the amendments adopted by Parliament at 1st reading, while the Council, in
its common position, had accepted, if not the letter, at least the substance of Parliament's changes. The most important point was to adopt the
directive swiftly. The main improvements made to the text following Parliament's amendments relate to the following points: References are
now included to international conventions (e.g. the TRIPS agreement and the Rio Convention on biodiversity) and definitions have been
tightened up. On the question of the human body, the wording of Article 5(1) of the common position incorporates Parliament's amendment
word-for-word ("The human body, at the various stages of its formation and development, and the simple discovery of one of its elements,
including the sequence or partial sequence of a gene, cannot constitute patentable inventions"). This is a clear improvement on the
Commission's initial text of 8th October 1996, which simply said that the human body and its elements in their natural state could not be
considered patentable. However, Article 5(2) states "An element isolated from the human body or otherwise produced by means of a technical
process, including the sequence or partial sequence of a gene, may constitute a patentable invention, even if the structure of that element is
identical to that of a natural element". Here, Parliament has added a further safeguard: "The industrial application of a sequence or a partial
sequence of a gene must be disclosed in the patent application". The new text expressly stipulates that the cloning of human beings, the use
of human embryos for industrial or commercial purposes and processes for modifying the genetic identity of animals which are likely to cause
them suffering without any substantial medical benefit to man or animal shall not be considered patentable. The Council text incorporates into
its recitals a Parliament amendment stating that, where a patent application is filed concerning biological material of human origin, the person
concerned must give "free and informed consent" in advance. Another recital mentions the need to indicate the geographical origin of
biological material of plant or animal origin. The Council did not accept the need to set up an ad hoc ethics committee on patent issues. The
committee responsible will be the existing European Group on Ethics in Science and New Technologies. The "derogation for farmers" was also
taken on board, with a wider definition, as a result of Parliament's amendments. A clarification was introduced to ensure that all farm animals
are covered and the phrase "other animal reproductive material" was added. The farmer will be entitled to use the product of his harvest for
propagation or multiplication on his own farm without paying any fees and will also be allowed to "make the animal or other animal
reproductive material available" but he may not sell it as part of or for the purposes of a commercial reproduction activity. The Commissioner
responsible for the single market, Mr Mario MONTI, said that Parliament's contribution had been crucial to making the text clearer. The new
text guaranteed a balance between the specific concerns of patent law and ethical concerns. There was a clear qualitative improvement over
the 1995 text. Mr Monti was referring to an initial proposal for a directive which - in the only case of its kind since the codecision procedure was
introduced - had had to be dropped after Parliament rejected the joint text of the conciliation committee. At the time, MEPs took the view that
the text did not provide adequate guarantees on the ethical issues. In legal terms, the situation is now the same as that of the Cabrol report on
tobacco advertising, which will also be debated at the May part-session in Strasbourg. If Parliament accepts the recommendations of its
committees (314 votes would be required to adopt any amendments), the Council will have to adopt the directives as they stand in the
versions contained in the common positions.?

Legal protection of biotechnological inventions

Commissioner Monti clarified the following four points: - the new Group on Ethics, Science and New Technologies would be independent and
could be questioned by Parliament when the latter wished; - embryos, on which the EP?s position had been taken over by the Council as it
had excluded any manipulation to exploit the embryo; - biological diversity which the Community had heavily committed to defend: for



example, in the case of Basmati rice, which was covered by a patent in the United States of America, the directive in question would forbid
such a patent because this was not an invention but a vegetable variety which was specifically excluded; - welfare of animals whose protection
was ensured by safeguards in the proposed directive so that any suffering or mutilation of animals would be totally prohibited.

Legal protection of biotechnological inventions

After rejecting (78 votes for, 432 against and 24 abstentions) a proposal for rejection of the common position (tabled by Mrs Aelvoet and Mrs
Roth on behalf of the Green Group and Mrs Sierra González and Mr Manisco) Parliament, in adopting the recommendation for second reading
by Mr Willy ROTHLEY (PSE, D), did not propose any amendment to the Council's common position. ?

Legal protection of biotechnological inventions

OBJECTIVE: to establish improved, harmonised and clear standards for the protection of biotechnological inventions in order to foster the
innovative potential and competitiveness of science and industry in the Community. COMMUNITY MEASURE: Directive 98/44/EC of the
European Parliament and of the Council on the legal protection of biotechnological inventions. SUBSTANCE: The provisions of the directive
systematically adapt the rules of the law of patents to the sphere of biotechnology to provide biotechnological inventions with an equal level of
protection by patent in all the Member States. It contains a number of definitions and rules on interpretation aiming to specify what is and is not
patentable and to resolve demarcation problems which arise with the patenting of new plant varieties. The directive also contains provisions
intended to harmonise the issuing of patents by different offices and to lead to uniform legislation, particularly with regard to inventions where
their commercial exploitation would be contrary to public order or morality. It also defines the scope of the protection provided by a patent on a
biotechnological invention. The directive's main provisions are as follows: (1) the following are patentable: - new inventions, involving an
inventive step and which may have an industrial application, even if they concern a product consisting of or containing biological material or a
process by means of which biological material is produced, processed or used; - inventions which concern plants or animals if the technical
feasibility of the invention is not confined to a particular plant or animal variety; - an element isolated from the human body or otherwise
produced by means of a technical process, including the sequence or partial sequence of a gene, even if the structure of that element is
identical to that of a natural element; the industrial application of the sequence or partial sequence of a gene must be disclosed in the patent
application. (2) the following are not patentable: - plant and animal varieties and essentially biological processes for the production of plants or
animals; - the human body, at the various stages of its formation and development, and the simple discovery of one of its elements, including
the sequence or partial sequence of a gene; - inventions whose commercial exploitation would be contrary to public order or morality, but
exploitation cannot be considered to be so contrary merely because it is prohibited by law or regulation; - processes for cloning human beings;
- processes for modifying the germ line genetic identity of human beings; - uses of human embryos for industrial or commercial purposes; -
processes for modifying the genetic identity of animals which are likely to cause them suffering without any substantial medical benefit to man
or animal, and also animals resulting from such processes. (3) The protection conferred by patent on a biological material possessing specific
characteristics as a result of the invention extends to any biological material derived from that biological material through propagation or
multiplication in an identical or divergent form and possessing those same characteristics. Similarly, the protection conferred by a patent on a
product containing or consisting of genetic information extends to all material in which the product is incorporated and in which the genetic
information is contained and performs its function. There are two derogations to this protection: (a) the first concerns the sale of plant
propagating material to farmers, who are authorised to use the product of their harvest for propagation or multiplication by them on their own
farm; (b) the second concerns the sale of patented breeding stock to farmers, who are authorised to use the protected livestock for
reproductive purposes on their own farms to renew their stock; such authorisation includes resale for an agricultural purpose, but not sale
within the framework or for the purpose of a commercial reproduction activity. The Commission's European group on ethics in science and
new technologies will be responsible for evaluating all the ethical aspects of biotechnology and its use, particularly with regard to patents.
ENTRY INTO FORCE: 30/07/1998 DEADLINE FOR TRANSPOSITION: 30/07/2000 ?

Legal protection of biotechnological inventions

This report is requested in accordance with Article 16b of Directive 98/44/EC on the legal protection of biotechnological inventions, which
requires the Commission to produce within two years of entry into force of this Directive, a report assessing the implications for basic genetic
engineering research of failure to publish, or late publication of, papers on subjects which could be patentable. In the conclusions of the
assessment, it is highlighted that : - Providing patent protection for results of genetic engineering research usually facilitates publication and
avoids secrecy strategies. - The public research sector has become a major user of the patent system. - A survey among EU researchers and
research organisations from both industry and academia has shown that publication delays do occur, but less so with more experienced users
of the patent system. With experienced users significant delays occur in less than 20% of all cases (20% for academic institutions and 8% in
industry). - Almost half of the surveyed researchers from academia that have no previous experience with the patent system but intend to use
it in the future are of the opinion that considerable delays will occur. There is a need for awareness actions and support activities to counteract
these (inaccurate) perceptions and to help researchers to become more familiar with the patent system itself. This should be done on all levels
- regional, national and European. - The survey showed a clear preference of the academic sector for a grace period in order to avoid and/or
minimise any delays of publication of research results that may be the subject of a patent application. In contrast, large industry is strongly
against a grace period and favours rather the introduction of a provisional patent application (PPA) into European legislation. - Experience has
shown that the level of detail required in a patent application, i.e., to demonstrate the 'proof of concept' is less than that required for a
successful scientific publication. Thus scientists with experience of both processes should learn to make the patent application at an earlier
stage than the submission of the scientific paper for publication and thus avoid any delay in publication of the scientific paper. In view of the
increasing internationalisation of research, in particular in the genetic engineering sector (both public and private sector funded research), and
also given the fact that the public research sector has become a more experienced and major user of the patent system, efforts to define and
harmonise the concept of the 'grace period' should be considered. However, this concept will only work at a global level and will only be
effective if it provides 'legal certainty', which is the major concern of industry. This should be taken into account during the current discussions
by the Standing Committee on Patent Law (SCP) of WIPO on the possible introduction of a grace period. The legal framework conditions
should be further optimised to ease the use of the patent system by academics and small and medium sized enterprises. These should
include, among others: - the introduction of a provisional patent application in all member states in line with Article 5 of the Patent Law Treaty,



adopted in Geneva on June 2, 2000. - support and advice for academic bodies and SMEs in the proper use of the patent system and the
strategic use of intellectual property rights as well as teaching and training on these issues. - a simple and cost-effective patent system, as will
be provided through the proposed Community Patent.

Legal protection of biotechnological inventions

This report, the second of its kind, is provided for by Article 16(c) of Directive 98/44/EC on the legal protection of biotechnological inventions,
which lays down that the Commission must transmit each year to the European Parliament and the Council a report on the development and
implications of patent law in the field of biotechnology and genetic engineering. The information given in this Report allows one to conclude
that the European legislator wished to lay down provisions which took account of the diverging interests of society in this field of technology. It
should be noted that some of them leave the Member States with some room for manoeuvre in transposal. The Directive appears to comply
with the international agreements in force relating to biotechnological inventions. The Commission will follow with the greatest interest the
treaties currently being negotiated which might have a bearing on this field (SPLT) and those to come. As regards the actual provisions of the
Directive, the European legislator has succeeded in creating a functional system which respects the major ethical principles recognised within
the European Community. In this context, the European Group on Ethics is an important element in the ethical debate on these questions at
Community level. A clear distinction is drawn between animals and plants, on the one hand, which are patentable, and plant and animal
varieties on the other, which are not. Similarly, while essentially biological processes cannot be covered by a patent, that is not the case with
processes devised by genetic engineering which make it possible to obtain transgenic animals and plants. In the highly sensitive field of the
patentability of elements isolated from the human body, the Directive reiterates the distinction to be made between what is patentable and
what is not. The principles of the dignity, integrity and non-ownership of the human body must be adhered to scrupulously, and the Directive
reiterates this unambiguously. On the other hand, elements isolated from the human body or otherwise obtained by genetic engineering must
be eligible for patent protection if the conditions for patentability are met. The Directive lays down a general principle of exclusion for inventions
whose commercial exploitation would be contrary to ordre public or morality. The illustrative list of what is to be understood by this concept
indicates unambiguously certain processes judged ethically unacceptable (cloning, modification of the germ line genetic identity of human
beings, use of human embryos for industrial or commercial purposes). These exclusions allow society to protect itself against inventions which
might have negative repercussions. Certain provisions of the Directive appear to give the Member States some leeway in its transposal into
national law. In the light of the developments set out in this Report, it appears that the scope to be conferred on sequences or partial
sequences of genes remains a topical subject which may give rise to differing interpretations. Similarly, the recent and irresistible advances in
the culture of stem cells of human origin has raised some questions as to the possibilities for obtaining patents on the inventions developed
around them. It is undoubtedly for the Commission to monitor and assess thescientific and legal developments visible in this field of technology
and to report on them to the interested parties within the European Community. In this respect, the Commission will stimulate an exchange
between scientists, lawyers and patent administrators to analyse and discuss the interplay between scientific advances and legal
developments, in particular by setting up a group of experts. These assessments comply fully with the line set out by the Commission in its
Communication of 23 January 2002 entitled "Life sciences and biotechnology", which stresses that the interpretation of key concepts in the
field of patents must not be left exclusively to courts and national patent offices. In view of the above, the Commission will therefore have to
investigate the following: - the scope to be conferred to patents on sequences or partial sequences of genes isolated from the human body. -
the patentability of human stem cells and of cell lines obtained from them. The results of these deliberations will be communicated to the public
in the next reports.?


