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170 1077 Official Gazette U.S. Pat. & Trademark Off. 24 O April 21, 19870 "A claim directed to or including within its scope a human being
will not be considered to be patentable subject matter under 35 U.S. C. 101"
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200 EPC Article 530 Exceptions to patentability
European patents shall not be granted in respect of:

0 a0 inventions the publication or exploitation of which would be contrary to "ordre public" or morality, provided that the exploitation shall
not be deemed to be so contrary merely because it is prohibited by law or regulation in some or all of the Contracting States.

210 EPOO O O O CO 3.3.1Matter contrary to "ordre public" or morality(] Any invention the publication or exploitation of which would be
contrary to "ordre public" or morality is specifically excluded from patentability. The purpose of this is to exclude from protection
inventions likely to induce riot or public disorder, or to lead to criminal or other generally offensive behavior [ see also_l1, 7.2(1 . Obvious
examples of subject-matter which should be excluded under this provision are letter-bombs and anti-personnel mines. In general, this provision
is likely to be invoked only in rare and extreme cases. A fair test to apply is to consider whether it is probable that the public in general would
regard the invention as so abhorrent that the grant of patent rights would be inconceivable. If it is clear that this is the case, objection should
be raised under Art. 5301 alJ ; otherwise not. If difficult legal questions arise in this context, then refer to VI, 7.8

2200 EPC Rule 23e[dJ The human body and its elements

010 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.

20EU0 00000001600

Whereas patent law must be applied so as to respect the fundamental principles safeguarding the dignity and integrity of the person; whereas it
is important to assert the principle that the human body, at any stage in its formation or development, including germ cells, and the simple discovery
of one of its elements or one of its products, including the sequence or partial sequence of a human gene, cannot be patented; whereas these
principles are in line with the criteria of patentability proper to patent law, whereby a mere discovery cannot be patented.

240 EPC Rule 23cl Patentable biotechnological inventions

Biotechnological inventions shall also be patentable if they concern:
0 a0 biological material which is isolated from its natural environment or produced by means of a technical process even if it

previously occurred in nature.
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250 EPC Rule 23d0 Exceptions to patentability
Under Article 531 al] ,European patents shall not be granted in respect of biotechnological inventions which, in particular, concern the following:
[ alJ processes for cloning human beings;
O b0 processes for modifying the germ line genetic identity of human beings;
0 cO uses of human embryos for industrial or commercial purposes;
0 dO 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.

60EUD0 00000003800
Whereas the operative part of this Directive should also include an illustrative list of the inventions excluded from patentability so as to
provide national courts and patent offices with a general guide to interpreting the reference to ordre public and morality; whereas this list
obviously cannot presume to be exhaustive; whereas processes, the use of which offend against human dignity, such as processes to produce
chimeras from germ cells or totipotent cells of humans and animals, are obviously also excluded from patentability.

270 EPOU O 0O O CO 3.3.3b0 Biotechnological inventions
In the area of biotechnological inventions, the following list of exceptions to patentability under Art. 530 all is laid down in Rule 23d.The list is
illustrative and non-exhaustive and is to be seen as giving concrete form to the concept of “ordre public" and “morality” in this technical field.
Under Art. 5300 all , European patents are not to be granted in respect of biotechnological inventions which concern:
O i0d processes for cloning human beings;
For the purpose of this exclusion a process for the cloning of human beings may be defined as any process, including techniques of embryo
splitting, designed to create a human being with the same nuclear genetic information as another living or deceased human beingd EU
Dir. 98/44/EC, rec. 4101 .
O iid processes for modifying the germ line genetic identity of human beings;
[ ii0 uses of human embryos for industrial or commercial purposes;
The exclusion of the uses of human embryos for industrial or commercial purposes does not affect inventions for therapeutic or
diagnostic purposes which are applied to the human embryo and are useful to it0 EU Dir. 98/44/EC, rec. 420 .
O ivO 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.
The substantial medical benefit referred to above includes any benefit in terms of research, prevention, diagnosis or therapy EU Dir.
98/44/EC, rec. 450 .
In addition, 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 inventionsC see, however, 1V, 2a.2[1 . Such stages in the
formation or development of the human body include germ cellsd EU Dir. 98/44/EC, rec. 160 .
Also excluded from patentability are processes to produce chimeras from germ cells or totipotent cells of humans and animalsC) EU Dir.
98/44/EC, rec. 380 .
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360 O O O 10.A purified preparation of pluripotent human embryonic stem cells which i0 will proliferate in an in vitro culture for over one
year,[J i maintains a karyotype in which the chromosomes are euploid and not altered through prolonged culture, iii(d maintains the
potential to differentiate to derivatives of endoderm, mesoderm, and ectoderm tissues throughout the culture, andO ivis inhibited from
differentiation when cultured on a fibroblast feeder layer.
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0 0 O 090 A method of isolating a pluripotent human embryonic stem cell line, comprising the steps of:

0 alisolating a human blastocyst;

[ bOsolating cells from the inner cell mass of the blastocyte of al§

[ cOplating the inner cell mass cells on embryonic fibroblasts, wherein inner cell mass-derived cell masses are formed,;

0 ddissociating the mass into dissociated cells;

O elreplating the dissociated cells on embryonic feeder cells;

O fO selecting colonies with compact morphologies and cells with high nucleus to cytoplasm ratios and prominent nucleoli; and

0 gCrulturing the cells of the selected colonies to thereby obtain an isolated pluripotent human embryonic stem cell line.
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