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HHIN V.

HUMAN FERTILISATION AND EMBRYOLOGY
The Human Fertilisation and Embryology Act 1990
(Amendment) Regulations 2006
PART 1
INTRODUCTORY

Principal terms used

SECTION 1 Meaning of “embryo”, “‘gamete” and associated expressions

(1) In this Act, except where otherwise stated—
(a) embryo means a live human embryo where fertilisation is complete, and
(b) references to an embryo include an egg in the process of fertilisation,

and, for this purpose, fertilisation is not complete until the appearance of a two

cell zygote.

(2) This Act, so far as it governs bringing about the creation of an embryo, applies only

to bringing about the creation of an embryo outside the human body; and in this Act—

(a) references to embryos the creation of which was brought about in vitre (in
their application to those where fertilisation is complete) are to those where
fertilisation began outside the human body whether or not it was completed

there, and

(b) references to embryos taken from a woman do not include embryos whose

creation was brought about in vitro.

(3) This Act, so far as it governs the keeping or use of an embryo, applies only to keeping

or using an embryo outside the human body.
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(4) References in this Act to gametes, eggs or sperm, except where otherwise stated, are
to live human gametes, eggs or sperm but references below in this Act to gametes or eggs do not

include eggs in the process of fertilisation.

SECTION 2 Other terms

(1) In this Act—

e “the Authority” means the Human Fertilisation and Embryology Authority

established under section 5 of this Act,
e “directions” means directions under section 23 of this Act,

e “licence” means a licence under Schedule 2 to this Act and, in relation to a
licence, “the person responsible” has the meaning given by section 17 of

this Act, and

e “treatment services” means medical, surgical or obstetric services provided
to the public or a section of the public for the purpose of assisting women to

carry children.

(2) References in this Act to keeping, in relation to embryos or gametes, include keeping
while preserved, whether preserved by cryopreservation or in any other way; and embryos or
gametes so kept are referred to in this Act as “stored” (and “store” and “storage” are to be

interpreted accordingly).

(3) For the purposes of this Act, a woman is not to be treated as carrying a child until the

embryo has become implanted.

Activities governed by the Act

SECTION 3 Prohibitions in connection with embryos

(1) No person shall—
(a) bring about the creation of an embryo, or

(b) keep or use an embryo,
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except in pursuance of a licence.
(2) No person shall place in a woman—
(a) a live embryo other than a human embryo, or
(b) any live gametes other than human gametes.
(3) A licence cannot authorise—
(a) keeping or using an embryo after the appearance of the primitive streak,
(b) placing an embryo in any animal,

(c) keeping or using an embryo in any circumstances in which regulations

prohibit its keeping or use, or

(d) replacing a nucleus of a cell of an embryo with a nucleus taken from a cell of

any person, embryo or subsequent development of an embryo.

(4) For the purposes of subsection (3)(a) above, the primitive streak is to be taken to have
appeared in an embryo not later than the end of the period of 14 days beginning with the day

when the gametes are mixed, not counting any time during which the embryo is stored.

SECTION 4 Prohibitions in connection with gametes

(1) No person shall—
(a) store any gametes, or

(b) in the course of providing treatment services for any woman, use the sperm
of any man unless the services are being provided for the woman and the man together or

use the eggs of any other woman, or
(c) mix gametes with the live gametes of any animal,
except in pursuance of a licence.

(2) A licence cannot authorise storing or using gametes in any circumstances in which

regulations prohibit their storage or use.

(3) No person shall place sperm and eggs in a woman in any circumstances specified in

regulations except in pursuance of a licence.
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(4) Regulations made by virtue of subsection (3) above may provide that. in relation to
licences only to place sperm and eggs in a woman in such circumstances. sections 12 to 22 of this

Act shall have effect with such modifications as may be specified in the regulations.

(5) Activities regulated by this section or section 3 of this Act are referred to in this Act

as “activities governed by this Act”.

The Human Fertilisation and Embryology Authority, its functions and procedure

SECTION 5 The Human Fertilisation and Embryology Authority

(1) There shall be a body corporate called the Human Fertilisation and Embryology

Authority.
(2) The Authority shall consist of—
(a) a chairman and deputy chairman, and
(b) such number of other members as the Secretary of State appoints.

(3) Schedule 1 to this Act (which deals with the membership of the Authority, etc.) shall

have effect.

SECTION 12 General conditions

The following shall be conditions of every licence granted under this Act—

(a) that the activities authorised by the licence shall be carried on only on the
premises to which the licence relates and under the supervision of the person

responsible,

(b) that any member or employee of the Authority, on production, if so required,
of a document identifying the person as such, shall at all reasonable times be
permitted to enter those premises and inspect them (which includes inspecting

any equipment or records and observing any activity),
(c) that the provisions of Schedule 3 to this Act shall be complied with,

(d) that proper records shall be maintained in such form as the Authority may

specify in directions,
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(e) that no money or other benefit shall be given or received in respect of any

supply of gametes or embryos unless authorised by directions,

(f) that, where gametes or embryos are supplied to a person to whom another
licence applies, that person shall -also be provided with such information as the

Authority may specify in directions, and

(g) that the Authority shall be provided, in such form and at such intervals as it
may specify in directions, with such copies of or extracts from the records, or

such other information, as the directions may specify.

SECTION 13 Conditions of licences for treatment

(1) The following shall be conditions of every licence under paragraph 1 of Schedule 2 to

this Act.

(2) Such information shall be recorded as the Authority may specify in directions about

the following—
(a) the persons for whom services are provided in pursuance of the licence,
(b) the services provided for them,

(c) the persons whose gametes are kept or used for the purposes of services
provided in pursuance of the licence or whose gametes have been used in

bringing about the creation of embryos so kept or used,

(d) any child appearing to the person responsible to have been born as a result of

treatment in pursuance of the licence,

(e) any mixing of egg and sperm and any taking of an embryo from a woman or

other acquisition of an embryo, and
(f) such other matters as the Authority may specify in directions.

(3) The records maintained in pursuance of the licence shall include any information
recorded in pursuance of subsection (2) above and any consent of a person whose consent is

required under Schedule 3 to this Act.
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(4) No information shall be removed from any records maintained in pursuance of the
licence before the expiry of such period as may be specified in directions for records of the class

n question.

(5) A woman shall not be provided with treatment services unless account has been taken
of the welfare of any child who may be born as a result of the treatment (including the need of

that child for a father), and of any other child who may be affected by the birth.
(6) A woman shall not be provided with any treatment services involving—

(a) the use of any gametes of any person, if that person’s consent is required

under paragraph 5 of Schedule 3 to this Act for the use in question,
(b) the use of any embryo the creation of which was brought about in vitro, or

(c) the use of any embryo taken from a woman, if the consent of the woman
from whom it was taken is required under paragraph 7 of that Schedule for the
use in question, unless the woman being treated and, where she is being treated
together with a man, the man have been given a suitable opportunity to receive
proper counselling about the implications of taking the proposed steps, and have

been provided with such relevant information as is proper.
(7) Suitable procedures shall be maintained—

(a) for determining the persons providing gametes or from whom embryos are

taken for use in pursnance of the licence, and

(b) for the purpose of securing that consideration is given to the use of practices

not requiring the authority of a licence as well as those requiring such authority.
SECTION 14 Conditions of storage licences
(1) The following shall be conditions of every licence authorising the storage of gametes

or embryos—

(a) that gametes of a person or an embryo taken from a woman shall be placed in
storage only if received from that person or woman or acquired from a person to

whom a licence applies and that an embryo the creation of which has been
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brought about in vitro otherwise than in pursuance of that licence shall be placed

in storage only if acquired from a person to whom a licence applies,

(b) that gametes or embryos which are or have been stored shall not be supplied
to a person otherwise than in the course of providing treatment services unless

that person is a person to whom a licence applies,

(c) that no gametes or embryos shall be kept in storage for longer than the
statutory storage period and, if stored at the end of the period, shall be allowed to

perish, and

(d) that such information as the Authority may specify in directions as to the
persons whose consent is required under Schedule 3 to this Act, the terms of
their consent and the circumstances of the storage and as to such other matters as
the Authority may specify in directions shall be included in the records

maintained in pursuance of the licence.

(2) No information shall be removed from any records maintained in pursuance of such a
licence before the expiry of such period as may be specified in directions for records of the class

in question.

(3) The statutory storage period in respect of gametes is such period not exceeding ten

years as the licence may specify.

(4) The statutory storage period in respect of embryos is such period not exceeding five

years as the licence may specify.

(5) Regulations may provide that subsection (3) or (4) above shall have effect as if for ten

years or, as the case may be, five years there were substituted—
(a) such shorter period, or

(b) in such circumstances as may be specified in the regulations, such longer

period, as may be specified in the regulations.

SECTION 15 Conditions of research licences

(1) The following shall be conditions of every licence under paragraph 3 of Schedule 2 to

this Act.
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(2) The records maintained in pursuance of the licence shall include such information as

the Authority may specify in directions about such matters as the Authority may so specify.

(3) No information shall be removed from any records maintained in pursuance of the
licence before the expiry of such period as may be specified in directions for records of the class

in question.

(4) No embryo appropriated for the purposes of any project of research shall be kept or

used otherwise than for the purposes of such a project.

SECTION 17 The person responsible

(1) It shall be the duty of the individual under whose supervision the activities authorised

by a licence are carried on (referred to in this Act as the “person responsible”) to secure—

(a) that the other persons to whom the licence applies are of such character, and
are so qualified by training and experience, as to be suitable persons to

participate in the activities authorised by the licence,
(b) that proper equipment is used.

(c) that proper arrangements are made for the keeping of gametes and embryos

and for the disposal of gametes or embryos that have been allowed to perish,
(d) that suitable practices are used in the course of the activities, and
(e) that the conditions of the licence are complied with.
(2) References in this Act to the persons to whom a licence applies are to—
(a) the person responsible,

(b) any person designated in the licence, or in a notice given to the Authority by
the person who holds the licence or the person responsible, as a person to whom

the licence applies, and

(c) any person acting under the direction of the person responsible or of any

person so designated.

(3) References below in this Act to the nominal licensee are to a person who holds a

licence under which a different person is the person responsible.
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SECTION 27 Meaning of “mother”

(1) The woman who is carrying or has carried a child as a result of the placing in her of

an embryo or of sperm and eggs. and no other woman, is to be treated as the mother of the child.

(2) Subsection (1) above does not apply to any child to the extent that the child is treated

by virtue of adoption as not being the child of any person other than the adopter or adopters.

(3) Subsection (1) above applies whether the woman was in the United Kingdom or

elsewhere at the time of the placing in her of the embryo or the sperm and eggs.

SECTION 28 Meaning of “father”

(1) This section applies in the case of a child who is being or has been carried by a

woman as the result of the placing in her of an embryo or of sperm and eggs or her artificial

insemination.

(2) f—

(a) at the time of the placing in her of the embryo or the sperm and eggs or of her

msemination, the woman was a party to a marriage, and

(b) the creation of the embryo carried by her was not brought about with the
sperm of the other party to the marriage, Then, subject to subsection (5) below,
the other party to the marriage shall be treated as the father of the child unless it
is shown that he did not consent to the placing in her of the embryo or the sperm

and eggs or to her insemination (as the case may be).

(3) If no man is treated, by virtue of subsection (2) above, as the father of the child but—

(a) the embryo or the sperm and eggs were placed in the woman, or she was
artificially inseminated, in the course of treatment services provided for her and

a man together by a person to whom a licence applies, and

(b) the creation of the embryo carried by her was not brought about with the
sperm of that man, then, subject to subsection (5) below, that man shall be

treated as the father of the child.
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(4) Where a person is treated as the father of the child by virtue of subsection (2) or (3)

above, no other person is to be treated as the father of the child.
(5) Subsections (2) and (3) above do not apply—

(a) in relation to England and Wales and Northern Ireland, to any child who, by
virtue of the rules of common law, is treated as the legitimate child of the parties

to a marriage,

(b) in relation to Scotland, 1o any child who. by virtue of any enactment or other

rule of law, is treated as the child of the parties to a marriage, or

(c) to any child to the extent that the child is treated by virtue of adoption as not

being the child of any person other than the adopter or adopters.
(6) Where—

(a) the sperm of a man who had given such consent as is required by paragraph 5
of Schedule 3 to this Act was used for a purpose for which such consent was

required, or

(b) the sperm of a man, or any embryo the creation of which was brought about
with his sperm, was used after his death, he is not to be treated as the father of

the child.

(7) The references in subsection (2) above to the parties to a marriage at the time there

referred to—

(a) are to the parties to a marriage subsisting at that time, unless a judicial

separation was then in force, but

(b) include the parties to a void marriage if either or both of them reasonably
believed at that time that the marriage was valid; and for the purposes of this
subsection it shall be presumed, unless the contrary is shown, that one of them

reasonably believed at that time that the marriage was valid.

(8) This section applies whether the woman was in the United Kingdom or elsewhere at

the time of the placing in her of the embryo or the sperm and eggé or her artificial insemination.
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(9) In subsection (7)(a) above, “judicial separation” includes a legal separation obtained in a

country outside the British Islands and recognised in the United Kingdom.

SECTION 29 Effect of sections 27 and 28

(1) Where by virtue of section 27 or 28 of this Act a person is to be treated as the mother
or father of a child, that person is to be treated in law as the mother or, as the case may be, father

of the child for all purposes.

(2) Where by virtue of section 27 or 28 of this Act a person is not to be treated as the
mother or father of a child. that person is to be treated in law as not being the mother or, as the

case may be, father of the child for any purpose.

(3) Where subsection (1) or (2) above has effect, references to any relationship between
two people in any enactment, deed or other instrument or document (whenever passed or made)

are to be read accordingly.

(4) In relation to England and Wales and Northern Ireland, nothing in the provisions of

section 27(1) or 28(2) to (4), read with this section, affects—

(a) the succession to any dignity or title of honour or renders any person capable

of succeeding to or transmitting a right to succeed to any such dignity or title, or

(b) the devolution of any property limited (expressly or not) to devolve (as

nearly as the law permits) along with any dignity or title of honour.
(5) In relation to Scotland—

(a) those provisions do not apply to any title, coat of arms, honour or dignity
transmissible on the death of the holder thereof or affect the succession thereto

or the devolution thereof, and

(b) where the terms of any deed provide that any property or interest in property
shall devolve along with a title, coat of arms. honour or dignity, nothing in those

provisions shall prevent that property or interest from so devolving.
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SECTION 39 Powers of members and employees of Authority

(1) Any member or employee of the Authority entering and inspecting premises to which

a licence relates may—

(a) take possession of anything which he has reasonable grounds to believe may

be required—

(i) for the purpose of the functions of the Authority relating to the grant,

variation, suspension and revocation of licences, or

(11) for the purpose of being used in evidence in any proceedings for an
offence under this Act, and retain it for so long as it may be required for

the purpose in question, and

(b) for the purpose in question, take such steps as appear to be necessary
for preserving any such thing or preventing interference with it,
including requiring any person having the power to do so to give such

assistance as may reasonably be required.
(2) In subsection (1) above—
(a) the references to things include information recorded in any form, and

(b) the reference to taking possession of anything includes, in the case of
information recorded otherwise than in legible form, requiring any person
having the power to do so to produce a copy of the information in legible form

and taking possession of the copy.

(3) Nothing in this Act makes it unlawful for a member or employee of the Authority to

keep any embryo or gametes in pursuance of that person’s functions as such.

Offences

SECTION 41 Offences

(1) A person who—

(a) contravenes section 3(2) or 4(1)(c) of this Act, or
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(b) does anything which, by virtue of section 3(3) of this Act, cannot be
authorised by a licence. is guilty of an offence and liable on conviction on

indictment to imprisonment for a term not exceeding ten years or a fine or both.
(2) A person who—

(a) contravenes section 3(1) of this Act, otherwise than by doing something

which. by virtue of section 3(3) of this Act. cannot be authorised by a licence,

(b) keeps or uses any gametes in contravention of section 4(1)(a) or (b) of this

Act.
(c) contravenes section 4(3) of this Act. or

(d) fails to comply with any directions given by virtue of section 24(7)(a) of this

Act, is guilty of an offence.
(3) If a person—

(a) provides any information for the purposes of the grant of a licence, being

information which is false or misleading in a material particular, and

(b) either he knows the information to be false or misleading in a material

particular or he provides the information recklessly, he is guilty of an offence.
(4) A person guilty of an offence under subsection (2) or (3) above is liable—

(a) on conviction on indictment, to imprisonment for a term not exceeding two

years or a fine or both, and

(b) on summary conviction, to imprisonment for a term not exceeding six

months or a fine not exceeding the statutory maximum or both.

(5) A person who discloses any information in contravention of section 33 of this Act is

guilty of an offence and liable—

(a) on conviction on indictment, to imprisonment for a term not exceeding two

years or a fine or both, and

(b) on summary conviction, to imprisonment for a term not exceeding six

months or a fine not exceeding the statutory maximum or both.

(6) A person who—
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(a) fails to comply with a requirement made by virtue of section 39(1)(b) or

(2)(b) or 40(2)(b)(ii) or (5)(b) of this Act. or

(b) intentionally obstructs the exercise of any rights conferred by a warrant

1issued under section 40 of this Act, is guilty of an offence.

(7) A person who without reasonable excuse fails to comply with a requirement imposed

by regulations made by virtue of section 10(2)(a) of this Act is guilty of an offence.

(8) Where a person to whom a licence applies or the nominal licensee gives or receives
any money or other benefit, not authorised by directions. in respect of any supply of gametes or

embryos, he is guilty of an offence.

(9) A person guilty of an offence under subsection (6), (7) or (8) above is liable on
summary conviction to imprisonment for a term not exceeding six months or a fine not exceeding

level five on the standard scale or both.

(10) It is a defence for a person (“the defendant”) charged with an offence of doing
anything which, under section 3(1) or 4(1) of this Act, cannot be done except in pursuance of a

licence to prove—
(a) that the defendant was acting under the direction of another, and
(b) that the defendant believed on reasonable grounds—

(i) that the other person was at the material time the person responsible
under a licence, a person designated by virtue of section 17(2)(b) of this
Act as a person to whom a licence applied, or a person to whom

directions had been given by virtue of section 24(9) of this Act, and

(i) that the defendant was authorised by virtue of the licence or

directions to do the thing in question.
(11) It is a defence for a person charged with an offence under this Act to prove—

(a) that at the material time he was a person to whom a licence applied or to

whom directions had been given, and

(b) that he took all such steps as were reasonable and exercised all due diligence

to avoid committing the offence.
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SECTION 43 Keeping and examining gametes and embryos in connection with crime, etc

(1) Regulations may provide—

(a) for the keeping and examination of gametes or embryos, in such manner and
on such conditions (if any) as may be specified in regulations, in connection with

the investigation of, or proceedings for, an offence (wherever committed), or

(b) for the storage of gametes, in such manner and on such conditions (if any) as
may be specified in regulations, where they are to be used only for such

purposes, other than treatment services, as may be specified in regulations.

(2) Nothing in this Act makes unlawful the keeping or examination of any gametes or

embryos in pursuance of regulations made by virtue of this section.

(3) In this section “examination” includes use for the purposes of any test.

SCHEDULE 2 ACTIVITIES FOR WHICH LICENCES MAY BE GRANTED
Licences for treatment
1 (1) A licence under this paragraph may authorise any of the following in the course of providing
treatment services—
(a) bringing about the creation of embryos in vitro,
(b) keeping embryos,
(c) using gametes,

(d) practices designed to secure that embryos are in a suitable condition to be placed in a

woman or to determine whether embryos are suitable for that purpose,
(e) placing any embryo in a woman,

(f) mixing sperm with the egg of a hamster, or other animal specified in directions, for
the purpose of testing the fertility or normality of the sperm, but only where anything
which forms is destroyed when the test is complete and, in any event, not later than the

two cell stage, and
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(g) such other practices as may be specified in, or determined in accordance with,

regulations.

(2) Subject to the provisions of this Act, a licence under this paragraph may be granted subject
to such conditions as may be specified in the licence and may authorise the performance of any of

the activities referred to in sub-paragraph (1) above in such manner as may be so specified.

(3) A licence under this paragraph cannot authorise any activity unless it appears to the

Authority to be necessary or desirable for the purpose of providing treatment services.

(4) A licence under this paragraph cannot authorise altering the genetic structure of any cell

while it forms part of an embryo.

(5) A licence under this paragraph shall be granted for such period not exceeding five years as

may be specified in the licence.

Licences for storage

2 (1) A licence under this paragraph or paragraph 1 or 3 of this Schedule may authorise the
storage of gametes or embryos or both.

(2) Subject to the provisions of this Act, a licence authorising such storage may be granted
subject to such conditions as may be specified in the licence and may authorise storage in such

manner as may be so specified.

(3) A licence under this paragraph shall be granted for such period not exceeding five years as

may be specified in the licence.

Licences for research

3 (1) A licence under this paragraph may authorise any of the following—
(a) bringing about the creation of embryos in vitro, and
(b) keeping or using embryos,
for the purposes of a project of research specified in the licence.

(2) A licence under this paragraph cannot authorise any activity unless it appears to the

Authority to be necessary or desirable for the purpose of—

(a) promoting advances in the treatment of infertility,
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(b) increasing knowledge about the causes of congenital disease.
(c) increasing knowledge about the causes of miscarriages.
(d) developing more effective techniques of contraception, or

(e) developing methods for detecting the presence of gene or chromosome abnormalities
in embryos before implantation, or for such other purposes as may be specified in

regulations.

(3) Purposes may only be so specified with a view to the authorisation of projects of research
which increase knowledge about the creation and development of embryos. or about disease, or

enable such knowledge to be applied.

(4) A licence under this paragraph cannot authorise altering the genetic structure of any cell
while it forms part of an embryo, except in such circumstances (if any) as may be specified in or

determined in pursuance of regulations.

(5) A licence under this paragraph may authorise mixing sperm with the egg of a hamster, or
other animal specified in directions, for the purpose of developing more effective techniques for
determining the fertility or normality of sperm, but only where anything which forms is destroyed

when the research is complete and, in any event, not later than the two cell stage.

(6) No licence under this paragraph shall be granted unless the Authority is satisfied that any

proposed use of embryos is necessary for the purposes of the research.

(7) Subject to the provisions of this Act, a licence under this paragraph may be granted subject

to such conditions as may be specified in the licence.

(8) A licence under this paragraph may authorise the performance of any of the activities

referred to in sub-paragraph (1) or (5) above in such manner as may be so specified.

(9) A licence under this paragraph shall be granted for such period not exceeding three years as

may be specified in the licence.

General

4 (1) A licence under this Schedule can only authorise activities to be carried on on premises
specified in the licence and under the supervision of an individual designated in the licence.

(2) A licence cannot—
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(a) authorise activities falling within both paragraph 1 and paragraph 3 above,
(b) apply to more than one project of research.

(c) authorise activities to be carried on under the supervision of more than one individual.

or
(d) apply to premises in different places

SCHEDULE 3 CONSENTS TO USE OF GAMETES OR EMBRYOS

Consent

1 A consent under this Schedule must be given in writing and, in this Schedule, “‘effective
consent” means a consent under this Schedule which has not been withdrawn.

2 (1) A consent to the use of any embryo must specify one or more of the following purposes—

(a) use in providing treatment services to the person giving consent, or that person and

another specified person together,

(b) use in providing treatment services to persons not including the person giving

consent, or
(c) use for the purposes of any project of research,
and may specify conditions subject to which the embryo may be so used.
(2) A consent to the storage of any gametes or any embryo must—
(a) specify the maximum period of storage (if less than the statutory storage period), and

(b) state what is to be done with the gametes or embryo if the person who gave the
consent dies or is unable because of incapacity to vary the terms of the consent or to
revoke it, and may specify conditions subject to which the gametes or embryo may

remain in storage.

(3) A consent under this Schedule must provide for such other matters as the Authority may

specify in directions.
(4) A consent under this Schedule may apply—

(a) to the use or storage of a particular embryo, or
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(b) in the case of a person providing gametes. to the use or storage of any embryo whose

creation may be brought about using those gametes,

and in the paragraph (b) case the terms of the consent may be varied, or the consent may
be withdrawn, in accordance with this Schedule either generally or in relation to a

particular embryo or particular embryos.

Procedure for giving consent

3 (1) Before a person gives consent under this Schedule—

(a) he must be given a suitable opportunity to receive proper counselling about the

implications of taking the proposed steps, and
(b) he must be provided with such relevant information as is proper.

(2) Before a person gives consent under this Schedule he must be informed of the effect of

paragraph 4 below.
Variation and withdrawal of consent
4 (1) The terms of any consent under this Schedule may from time to time be varied, and the

consent may be withdrawn, by notice given by the person who gave the consent to the person

keeping the gametes or embryo to which the consent is relevant.

(2) The terms of any consent to the use of any embryo cannot be varied, and such consent

cannot be withdrawn, once the embryo has been used—
(a) in providing treatment services, or
(b) for the purposes of any project of research.
Use of gametes for treatment of others
5 (1) A person’s gametes must not be used for the purposes of treatment services unless there is

an effective consent by that person to their being so used and they are used in accordance with the

terms of the consent.

(2) A person’s gametes must not be received for use for those purposes unless there is an

effective consent by that person to their being so used.
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(3) This paragraph does not apply to the use of a person’s gametes for the purpose of that

person. or that person and another together. receiving treatment services.

In vitro fertilisation and subsequent use of embryo

6 (1) A person’s gametes must not be used to bring about the creation of any embryo in vitro
unless there is an effective consent by that person to any embryo the creation of which may be
brought about with the use of those gametes being used for one or more of the purposes

mentioned in paragraph 2(1) above.

(2) An embryo the creation of which was brought about in vitro must not be received by any
person unless there is an effective consent by each person whose gametes were used to bring
about the creation of the embryo 1o the use for one or more of the purposes mentioned in

paragraph 2(1) above of the embryo.

(3) An embryo the creation of which was brought about in vitro must not be used for any
purpose unless there is an effective consent by each person whose gametes were used to bring
about the creation of the embryo to the use for that purpose of the embryo and the embryo is used

in accordance with those consents.

(4) Any consent required by this paragraph is in addition to any consent that may be required by

paragraph 5 above.
Embryos obtained by lavage, ete.
7 (1) An embryo taken from a woman must not be used for any purpose unless there is an

effective consent by her to the use of the embryo for that purpose and it is used in accordance

with the consent.

(2) An embryo taken from a woman must not be received by any person for use for any purpose

unless there is an effective consent by her to the use of the embryo for that purpose.

(3) This paragraph does not apply to the use, for the purpose of providing a woman with

treatment services, of an embryo taken from her.

Storage of gametes and embryos

8 (1) A person’s gametes must not be kept in storage unless there is an effective consent by that

person to their storage and they are stored in accordance with the consent.
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(2) An embryo the creation of which was brought about in vitro must not be kept in storage
unless there is an effective consent, by each person whose gametes were used to bring about the
creation of the embryo, to the storage of the embryo and the embryo is stored in accordance with

those consents.

(3) An embryo taken from a woman must not be kept in storage unless there is an effective

consent by her to its storage and it is stored in accordance with the consent.
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HUIN .

H.R.534- Human Cloning Prohibition Act of 2003

Human Cloning Ban and Stem Cell Research Protection Act of 2003 (Introduced in Senate)
S3031S
108th CONGRESS
1st Session
S. 303
To prohibit human cloning and protect stem cell research.
IN THE SENATE OF THE UNITED STATES
February 5, 2003

Mr. HATCH (for himself, Mrs. Feinstein, Mr. Specter, Mr. Kennedy. Mr. Harkin, and Mr. Miller)
introduced the following bill; which was read twice and referred to the Committee on the

Judiciary

A BILL
To prohibit human cloning and protect stem cell research.
Be it enacted by the Senate and House of Representatives of the United States of America in

Congress assembled,

SECTION 1. SHORT TITLE.

This Act may be cited as the "'Human Cloning Ban and Stem Cell Research Protection Act of
2003'.

SEC. 2. PURPOSES.

It is the purpose of this Act to prohibit human cloning and to protect important areas of medical

research, including stem cell research.

CHAPTER 16—-PROHIBITION ON HUMAN CLONING

SEC. 101. PROHIBITION ON HUMAN CLONING.
(a) IN GENERAL- Title 18, United States Code, is amended by inserting after chapter

15, the following:
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SEC. 301. Prohibition on human cloning.
(a) DEFINITIONS- In this section:

(1) HUMAN CLONING- The term "human cloning’ means implanting or attempting to
implant the product of nuclear transplantation into a uterus or the functional equivalent of a
uterus.

(2) HUMAN SOMATIC CELL- The term "human somatic cell’ means any human cell
other than a haploid germ cell.

(3) NUCLEAR TRANSPLANTATION- The term ‘nuclear transplantation’ means
transferring the nucleus of a human somatic cell into an oocyte from which the nucleus or all
chromosomes have been or will be removed or rendered inert.

(4) NUCLEUS- The term ‘nucleus’ means the cell structure that houses the
chromosomes.

(5) OOCYTE- The term "oocyte’ means the female germ cell, the egg.

(6) UNFERTILIZED BLASTOCYST- The term 'unfertilized blastocyst' means an intact
cellular structure that is the product of nuclear transplantation. Such term shall not include stem
cells, other cells, cellular structures, or biological products derived from an intact cellular

structure that is the product of nuclear transplantation.

(b) PROHIBITIONS ON HUMAN CLONING- It shall be unlawful for any person or other legal
entity, public or private--
(1) to conduct or attempt to conduct human cloning;
(2) to ship the product of nuclear transplantation in interstate or foreign commerce for the
purpose of human cloning in the United States or elsewhere; or
(3) to export to an foreign country an unfertilized blastocyst if such country does not

prohibit human cloning.

(c) PROTECTION OF RESEARCH- Nothing in this section shall be construed to restrict
practices not expressly prohibited in this section.
(d) PENALTIES-

(1) CRIMINAL PENALTIES- Whoever intentionally violates paragraph (1), (2). or (3)

of subsection (b) shall be fined under this title and imprisoned not more than 10 years.
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(2) CIVIL PENALTIES- Whoever intentionally violates paragraph (1), (2), or (3) of
subsection (b) shall be subject to a civil penalty of $1.000.000 or three times the gross pecuniary
gain resulting from the violation, whichever is greater.

(3) FORFEITURE- Any property, real or personal, derived from or used to commit a
violation or attempted violation of the provisions of subsection (b), or any property traceable to
such property, shall be subject to forfeiture to the United States in accordance with the procedures

set forth in chapter 46 of title 18, United States Code.

(e) RIGHT OF ACTION- Nothing in this section shall be construed to give any individual or

person a private right of action.".

SEC. 102. OVERSIGHT REPORTS ON ACTIONS TO ENFORCE CERTAIN
PROHIBITIONS.
(a) REPORT ON ACTIONS BY ATTORNEY GENERAL TO ENFORCE CHAPTER 16 OF
TITLE 18- Not later than 1 year after the date of enactment of this Act, the Comptroller General
shall prepare and submit to the Committee on the Judiciary of the Senate and the Committee on
the Judiciary of the House of Representatives a report that--

(1) describes the actions taken by the Attorney General to enforce the provisions of
chapter 16 of title ]8,‘United States Code (as added by section 101);

(2) describes the personnel and resources the Attorney General has utilized to enforce the
provisions of such chapter; and

(3) contain a list of any violations, if any, of the provisions of such chapter 16.

(b) REPORT ON ACTIONS OF STATE ATTORNEYS GENERAL TO ENFORCE SIMILAR
STATE LAWS-

(1) DEFINITION- In this subsection and subsection (c), the term ‘similar State law
relating to human cloning' means a State or local law that provides for the imposition of criminal
penalties on individuals who are determined to be conducting or attempting to conduct human
cloning (as defined in section 301 of title 18, United States Code (as added by section 101)).

(2) REPORT- Not later than 1 year after the date of enactment of this Act, the
Comptroller General shall prepare and submit to the Committee on the Judiciary of the Senate

and the Committee on
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the Judiciary of the House of Representatives a report that--

(A) describes any similar State law relating to human cloning;

(B) describes the actions taken by the State attorneys general to enforce the provisions of
any similar State law relating to human cloning;

(C) contains a list of violations, if any, of the provisions of any similar State law relating
to human cloning; and

(D) contains a list of any individual who, or organization that, has violated, or has been

charged with violating, any similar State law relating to human cloning.

(c) REPORT ON COORDINATION OF ENFORCEMENT ACTIONS AMONG THE
FEDERAL AND STATE AND LOCAL GOVERNMENTS WITH RESPECT TO HUMAN
CLONING- Not later than 1 year after the date of enactment of this Act, the Comptroller General
shall prepare and submit to the Committee on the Judiciary of the Senate and the Committee on
the Judiciary of the House of Representatives a report that--

(1) describes how the Attorney General coordinates the enforcement of violations of
chapter 16 of title 18, United States Code (as added by section 101), with enforcement actions
taken by State or local government law enforcement officials with respect to similar State laws
relating to human cloning; and

(2) describes the status and disposition of--

(A) Federal appellate litigation with respect to such chapter 16 and State appellate
litigation with respect to similar State laws relating to human cloning; and

(B) civil litigation, including actions to appoint guardians, related to human cloning.

(d) REPORT ON INTERNATIONAL LAWS RELATING TO HUMAN CLONING- Not later
than 1 year after the date of enactment of this Act, the Comptroller General shall prepare and
submit to the Committee on the Judiciary of the Senate and the Committee on the Judiciary of the
House of Representatives a report that--

(1) describes the laws adopted by foreign countries related to human cloning;

(2) describes the actions taken by the chief law enforcement officer in each foreign
country that has enacted a law described in paragraph (1) to enforce such law; and

(3) describes the multilateral efforts of the United Nations and elsewhere to ban human

cloning.
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TITLE 11--ETHICAL REQUIREMENTS FOR NUCLEAR TRANSPLANTATION RESEARCH
SEC. 201. ETHICAL REQUIREMENTS FOR NUCLEAR TRANSPLANTATION
RESEARCH.

Title 1V of the Public Health Service Act (42 U.S.C. 281 et seq.) is amended by adding at the end

the following:

PART J—-ETHICAL REQUIREMENTS FOR NUCLEAR TRANSPLANTATION
RESEARCH
SEC. 499A. ETHICAL REQUIREMENTS FOR NUCLEAR TRANSPLANTATION
RESEARCH, INCLUDING INFORMED CONSENT, INSTITUTIONAL REVIEW BOARD
REVIEW, AND PROTECTION FOR SAFETY AND PRIVACY.
(a) DEFINITIONS-
(1) IN GENERAL- The definitions contained in section 301(a) of title 18, United States
Code, shall apply for purposes of this section.
(2) OTHER DEFINITIONS- In this section:
(A) DONATING- The term ’'donating' means giving without receiving valuable
consideration.
(B) FERTILIZATION- The term ' fertilization' means the fusion of an oocyte containing
a haploid nucleus with a male gamete (sperm cell).
(C) VALUABLE CONSIDERATION- The term valuable consideration' does not
include reasonable payments--
(i) associated with the transportation. processing, preservation, or
storage of a human oocyte or of the product of nuclear transplantation
research; or
(ii) to compensate a donor of one or more human oocytes for the time or

inconvenience associated with such donation.

(b) APPLICABILITY OF FEDERAL ETHICAL STANDARDS TO NUCLEAR
TRANSPLANTATION RESEARCH- Research involving nuclear transplantation shall be
conducted in accordance with subpart A of part 46 of title 45, or parts 50 and 56 of title 21, Code
of Federal Regulations (as in effect on the date of enactment of the Human Cloning Ban and Stem

Cell Research Protection Act of 2003), as applicable.
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(c) PROHIBITION ON CONDUCTING NUCLEAR TRANSPLANTATION ON FERTILIZED
EGGS- A somatic cell nucleus shall not be transplanted into a human oocyte that has undergone

or will undergo fertilization.

(d) FOURTEEN-DAY RULE- An unfertilized blastocyst shall not be maintained after more than
14 days from its first cell division, not counting any time during which it is stored at temperatures

less than zero degrees centigrade.

(e) VOLUNTARY DONATION OF OOCYTES-

(1) INFORMED CONSENT- In accordance with subsection (b), an oocyte may not be
used in nuclear transplantation research unless such oocyte shall have been donated voluntarily by
and with the informed consent of the woman donating the oocyte.

(2) PROHIBITION ON PURCHASE OR SALE- No human oocyte or unfertilized
blastocyst may be acquired, received, or otherwise transferred for valuable consideration if the

transfer affects interstate commerce.

(f) SEPARATION OF IN VITRO FERTILIZATION LABORATORIES FROM LOCATIONS
AT WHICH NUCLEAR TRANSPLANTATION IS CONDUCTED- Nuclear transplantation may
not be conducted in a laboratory in which human oocytes are subject to assisted reproductive

technology treatments or procedures.

(g) CIVIL PENALTIES- Whoever intentionally violates any provision of subsections (b) through
(f) shall be subject to a civil penalty in an amount that is appropriate for the violation involved,

but not more than $250,000.".
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BILL NUMBER: SB 253 CHAPTERED

BILL TEXT

CHAPTER 789

FILED WITH SECRETARY OF STATE SEPTEMBER 22, 2002
APPROVED BY GOVERNOR SEPTEMBER 22, 2002
PASSED THE SENATE AUGUST 30, 2002

PASSED THE ASSEMBLY AUGUST 26, 2002

AMENDED IN ASSEMBLY AUGUST 23, 2002

AMENDED IN ASSEMBLY AUGUST 15, 2002

AMENDED IN ASSEMBLY AUGUST 12, 2002

AMENDED IN ASSEMBLY JULY 17, 2001

AMENDED IN ASSEMBLY JULY 5, 2001

INTRODUCED BY Senator Ortiz

(Principal coauthor: Assembly Member Wayne)

FEBRUARY 15, 2001

An act to add Article 5 (commencing with Section 125115) to

Chapter 1 of Part 5 of Division 106 of the Health and Safety Code,

relating to medical research.

LEGISLATIVE COUNSEL'S DIGEST

SB 253, Ortiz. Stem cells: human tissue: research.Under existing law, it is unlawful for any
person to knowinglyacquire, receive, sell, promote the transfer of, or otherwise
transfer any human organ. for purposes of transplantation, forvaluable consideration. Under

existing law, human tissue may be removed in certain circumstances from human remains for the
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use of the tissue by authorized donees. including, but not limited to. physicians.hospitals, and
educational institutions, for transplant, therapeutic.or scientific purposes.

This bill would declare that the policy of the state shall be that research involving the derivation
and use of human embryonic stem cells, human embryonic germ cells, and human adult stem
cells from any source, including somatic cell nuclear transplantation. shall be
permitted, as specified. This bill would require a health care provider delivering fertility
treatment to provide his or her patient with specified information. The bill would authorize a
donation of a human embryo pursuant to specific requirements and would prohibit the purchase or

sale of embryonic or cadaveric fetal tissue for research purposes.

THE PEOPLE OF THE STATE OF CALIFORNIA DO ENACT AS FOLLOWS:

SECTION 1. The Legislature finds and declares all of the
following:

(a) An estimated 128 million Americans suffer from the crippling economic and
psychological burden of chronic, degenerative, and acute diseases, including diabetes, Parkinson's
disease, cancer, and Alzheimer's disease.

(b) The costs of treatment and lost productivity of chronic,degenerative, and acute
diseases in the United States constitutes hundreds of billions of dollars every year. Estimates of
the economic costs of these diseases does not account for the extreme human loss and suffering
associated with these conditions.

(c) Stem cell research offers immense promise for developing new medical therapies for
these debilitating diseases and a critical means to explore fundamental questions of biology.
Stem cell research could lead to unprecedented treatments and potential cures for diabetes,
Alzheimer's disease, cancer, and other diseases.

(d) The United States and California have historically been a haven for open scientific
inquiry and technological innovation and this environment, coupled with the commitment of
public and private resources, has made the United States the preeminent world leader in
biomedicine and biotechnology.

(e) California’s biomedical industry is a critical component of the state's economy that
provides employment in over 2,500 companies to over 225.000 Californians, pays $12.8 billion in

wages and salaries, invests more than $2.1 billion in research, and reports nearly $7.8 billion in
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worldwide revenue, and would be significantly diminished by limitations imposed on stem cell
research.

(f) Open scientific inquiry and publicly funded research will be essential to realizing the
promise of stem cell research and to maintain California’s worldwide leadership in biomedicine
and biotechnology. Publicly funded stem cell research. conducted under established standards of
open scientific exchange, peer review, and public oversight, offers the most efficient and
responsible means of fulfilling the promise of stem cells to provide regenerative medical
therapies.

(g) Stem cell research, including the use of embryonic stem cells for medical research,
raises significant ethical and policy concerns.and. while not unique, the ethical and policy
concerns associated with stem cell research must be carefully considered.

(h) Public policy on stem cell research must balance ethical and medical considerations.
The policy must be based on an understanding of the science associated with stem cell research
and grounded on a thorough consideration of the ethical concerns regarding this research. Public
policy on stem cell research must be carefully crafted to ensure that researchers have the tools

necessary to fulfill the promise of stem cell research.

SEC. 2. Article 5 (commencing with Section 125115) is added to
Chapter 1 of Part 5 of Division 106 of the Health and Safety Code, to
read:

Article 5. Stem Cell Research

125115. The policy of the State of California shall be as follows:

(a) That research involving the derivation and use of human embryonic stem cells,
human embryonic germ cells, and human adult stem cells from any source, including somatic cell
nuclear transplantation, shall be permitted and that full consideration of the ethical and medical
implications of this research be given.

(b) That research involving the derivation and use of human embryonic stem cells,
human embryonic germ cells, and human adult stem ce]ls,'including somatic cell nuclear

transplantation, shall be reviewed by an approved institutional review board.
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125116. (a) A physician, surgeon, or other health care provider delivering fertility treatment shall
provide his or her patient with timely, relevant. and appropriate information to allow the
individual to make an informed and voluntary choice regarding the disposition of any human
embryos remaining following the fertility treatment.

(b) Any individual to whom information is provided pursuant to subdivision (a) shall be
presented with the option of storing any unused embryos. donating them to another individual,
discarding the embryos, or donating the remaining embryos for research.

(c) Any individual who elects to donate embryos remaining after fertility treatments for

research shall provide written consent.

125117. (a) A person may not knowingly, for valuable consideration, purchase or sell embryonic
or cadaveric fetal tissue for research purposes pursuant to this chapter.

(b) For purposes of this section, "valuable consideration” does not include reasonable
payment for the removal, processing, disposalpreservation, quality control, storage,
transplantation, or implantation of a part.

(c) Embryonic or cadaveric fetal tissue may be donated for research purposes pursuant to

this chapter.

http://www.ncsl.org/programs/health/genetics/embfet.htm
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HUHIN .

LOIS

LOI n° 2004-800 du 6 aout 2004 relative a la bioéthique (1)

NOR: SANX0100053L
L'Assemblée nationale et le Sénat ont adopté,
Vu la décision du Conseil constitutionnel n°® 2004-498 DC du 29 juillet 2004 ;

Le Président de la République promulgue la loi dont la teneur suit :

TITRE ler

ETHIQUE ET BIOMEDECINE

Article 1
Le chapitre 11 du titre ler du livre IV de la premieére partie du code de la santé publique est ainsi

rédigé :

Chapitrell

«Ethique
« Art. L. 1412-1. - Le Comité consultatif national d'éthique pour les sciences de la vie et de la
santé a pour mission de donner des avis sur les problémes éthiques et les questions de société
soulevés par les progres de la connaissance dans les domaines de Ja biologie, de la médecine et de
lasanté.
« Art. L. 1412-2. - Le comité est une autorité indépendante qui comprend, outre son président
nommé par le Président de la République pour une durée de deux ans renouvelable,

trente-neuf membres nommés pour une durée de quatre ans renouvelable une fois :



198

«-  quatre chercheurs appartenant aux corps de chercheurs titulaires de I'institut national de la
santé et de la echerche médicale ou du Centre national de la recherche scientifique et deux
ingénieurs, techniciens ou administratifs dudit institut ~ ou dudit centre relevant des statuts

de personnels de ces  établissements, désignés pour moitié par le directeur général de cet
institut et pour moitié par le directeur général de ce centre ;

« - deux enseignants-chercheurs ou membres du personnel enseignant et hospitalier des centres
hospitaliers et universitaires figurant sur les listes électorales de I'Institut national de la santé et de
la recherche médicale, désignés par le directeur général de cet institut ;

« - deux enseignants-chercheurs ou membres du personnel enseignant et hospitalier des centres
hospitaliers et universitaires, désignés par la Conférence des présidents d'université ;

« - un chercheur appartenant aux corps des chercheurs titulaires de I'Institut national de la

recherche agronomique, désigné par le président-directeur général de cet institut.

« Art. L. 1412-5. - Un décret en Conseil d'Etat précise les conditions de désignation des membres

du comité et définit ses modalités de saisine, d'organisation et de fonctionnement.

Article 2
1. - Le chapitre VIII du titre ler du livre 1V de la premiére partie du code de la santé publique
devient le chapitre IX et l'article L. 1418-1 devient I'article L. 1419-1.

I1. - Le chapitre V1II du titre Ier du livre 1V de la premiére partie du méme code est ainsi rétabli :

« Chapitre VIII

« Biomédecine
« Art. L. 1418-1. - L'Agence de la biomédecine est un établissement public administratif de 1'Etat,
placé sous la tutelle du ministre chargé de la santé.
« Elle est compétente dans les domaines de la greffe, de la reproduction, de I'embryologie et de la
génétique humaines. Elle a notamment pour missions :

« 1° De participer a I'élaboration et, le cas échéant, a I'application de la réglementation

et de regles de bonnes pratiques et de formuler des recommandations pour les activités relevant de

sa compétence :
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« 2° D'assurer une information permanente du Parlement et du Gouvernement sur le
développement des connaissances et des techniques pour les activités relevant de sa compétence
et de leur proposer les orientations et mesures qu'elles appellent ;

« 3° De promouvoir la qualité et la sécurité sanitaires, ainsi que la recherche médicale
et scientifique, pour les activités relevant de sa compétence ;

« Le directeur général prend au nom de I'Etat les décisions mentionnées aux 10° et 11° de l'article
L. 1418-1. Celles-ci ne sont susceptibles d'aucun recours hiérarchique ; les ministres chargés de la
santé et de la recherche peuvent néanmoins, dans les conditions fixées a I'article L. 2151-5,
interdire ou suspendre la réalisation d'un protocole de recherche autorisé, ainsi que demander un
nouvel examen dudit protocole.

« Le directeur général émet les avis et recommandations qui relévent de la compétence de

l'agence.

TITRE VI
PROCREATION ET EMBRYOLOGIE
Chapitre Ier

Interdiction du clonage reproductif

Article?1
Apres le deuxiéme alinéa de I'article 16-4 du code civil, il est inséré un alinéa ainsi rédigé :
« Est interdite toute intervention ayant pour but de faire naitre un enfant génétiquement identique

a une autre personne vivante ou décédée. »

-

Article22
Dans un délai d'un an a compter de la publication de la présente loi, le Gouvernement déposera
devant le Parlement un rapport présentant les initiatives qu'il aura prises auprés des instances

appropriées pour élaborer une législation internationale réprimant le clonage reproductif.
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Chapitre 111
Recherche sur I'embryon et les cellules souches

embryonnaires et foetales humaines

Article 25
I. - Le titre V du livre ler de la deuxiéme partie du code de la santé publique devient le titre VI et
les articles L. 2151-1 a L. 2153-2 deviennent les articles L. 2161-1 a L. 2163-2.

11. - 11 est rétabli, dans le livre ler de la deuxiéme partie du méme code, un titre V ainsi rédigé :

« TITRE V
« RECHERCHE SUR L'EMBRYON
ET LES CELLULES EMBRYONNAIRES
« Chapitre UNIQUE
« Art. L. 2151-1. - Comme il est dit au troisiéme alinéa de l'article 16-4 du code civil ci-apres

reproduit :

« Art. 16-4 (troisieéme alinéa). - Est interdite toute intervention ayant pour but de faire naitre un

enfant génétiquement identique a une autre personne vivante ou décédée. »

« Art. L. 2151-2. - La conception in vitro d'embryon ou la constitution par clonage d'embryon

humain a des fins de recherche est interdite.

« Art. L. 2151-3. - Un embryon humain ne peut étre ni congu, ni constitué par clonage, ni utilisé,

a des fins commerciales ou industrielles.

« Art. L. 2151-4. - Est également interdite toute constitution par clonage d'un embryon humain a

des fins thérapeutiques.

« Art. L. 2151-5. - La recherche sur I'embryon humain est interdite.
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« A titre exceptionnel, lorsque 'homme et la femme qui forment le couple y
consentent. des études ne portant pas atteinte a I'embryon peuvent étre autorisées sous réserve du
respect des conditions posées aux quatriéme, cinquiéme, sixiéme et septiéme alinéas.

« Par dérogation au premier alinéa, et pour une période limitée a cinq ans a compter de
la publication du décret en Conseil d'Etat prévu a I'article L. 2151-8, les recherches peuvent étre
autorisées sur I'embryon et les cellules embryonnaires lorsqu'elles sont susceptibles de permeitre
des progrés thérap eutiques majeurs et a la c ondition de ne pouvoir étre poursuivies par une
méthode alternative d'efficacité comparable, en I'état des connaissances scientifiques. Les
recherches dont les protocoles ont été autorisés dans ce délai de cing ans et qui n'ont pu étre
menées a leur terme dans le cadre dudit protocole peuvent néanmoins étre poursuivies dans le
respect des conditions du présent article, notamment en ce qui concerne leur régime

d'autorisation.

« Une recherche ne peut étre conduite que sur les embryons congus in vitro dans le cadre
d'une assistance médicale a la procréation qui ne font plus l'objet d'un projet parental. Elle ne peut
étre effectuée qu'avec le consentement écrit préalable du couple dont ils sont issus, ou du membre
survivant de ce couple, par ailleurs diment informés des possibilités d'accueil des embryons par
un autre couple ou d'arrét de leur conservation. A l'exception des situations mentionnées au
demnier alinéa de l'article L. 2131-4 et au troisiéme alinéa de l'article L.2141-3, le consentement
doit étre confirmé a l'issue d'un délai de réflexion de trois mois.Dans tous les cas,lecon sentement

des deux membres du couple est révocable a tout moment et sans motif.

« Une recherche ne peut étre entreprise que si son protocole a fait I'objet d'une autorisation par
I'Agence de la biomédecine. La décision d'autorisation est prise en fonction de la pertinence
scientifique du projet de recherche, de ses conditions de mise en oeuvre au regard des principes
éthiques et de son intérét pour la santé publique. La décision de l'agence, assortie de I'avis du
conseil d'orientation,  est communiquée aux ministres chargés de la santé et de la recherche qui
peuvent, lorsque la décision autorise un protocole, interdire ou suspendre la réalisation de ce
protocole lorsque sa pertinence scientifique n'est pas établie ou lorsque le respect des principes

éthiques n'est pas assuré.
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« En cas de violation des prescriptions législatives et réglementaires ou de celles fixées par
J'autorisation, I'agence suspend l'autorisation de la recherche ou la retire. Les ministres chargés de
la santé et de la recherche peuvent, en cas de refus d'un protocole de recherche par I'agence,
demander a celle-ci, dans I'intérét de la santé publique ou de la recherche scientifique, de procéder
dans un délai de trente jours a un nouvel examen du dossier ayant servi de fondement a la
décision.

« Les embryons sur lesquels une recherche a été conduite ne peuvent étre transférés a des fins de

gestation.

« Art. L. 2151-6. - L'imponrtation de tissus ou de cellules embryonnaires ou foetaux aux fins de
recherche est soumise a I'autorisation préalable de I'Agence de la biomédecine. Cette autorisation
ne peut étre accordée que si ces tissus ou cellules ont été obtenus dans le respect des principes

fondamentaux prévus par les articles 16 a 16-8 du code civil.

« L'exportation de tissus ou de cellules embryonnaires ou foetaux aux fins de recherche est
soumise aux mémes conditions que I'importation définie au précédent alinéa. Elle est
subordonnée en outre a la condition de la participation d'un organisme de recherche frangais au

programme de recherche international.

« Art. L. 2151-7. - Tout organisme qui assure, a des fins scientifiques, la conservation de cellules
souches embryonnaires doit étre titulaire d'une autorisation délivrée par 'Agence de la

biomédecine.

« La délivrance de I'autorisation est subordonnée au respect des dispositions du titre ler du livre
11 de la premiére partie du présent code.des régles en vigueur en matiérede sécurité despersonnes
exergant une activité professionnelle sur le site et des dispositions applicables en matiére de

protection de I'environnement, ainsi qu'au respect des régles de sécurité sanitaire.

« En cas de non-respect des dispositions mentionnées au deuxiéme alinéa.lI' Agence de la

biomédecine peut, a tout moment, suspendre ou retirer I'autorisation.
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« L'Agence frangaise de sécurité sanitaire des produits de santé est informée des activités
de conservation a des fins scientifiques de cellules souches embryonnaires réalisées sur le méme

site que des activités autorisées par elle en application des articles L. 1243-2 et L. 1243-5.

« Les organismes mentionnés au premier alinéa ne peuvent céder des cellules souches
embryonnaires qu'a un organisme titulaire d'une autorisation délivrée en application du présent
article ou de l'article L. 2151-5. L'Agence de la biomédecine est informée préalablement de toute

cession.

« Art. L. 2151-8. - Les modalités d'application du présent chapitre sont fixées par décret en
Conseil d'Etat,notamment les conditions d'autorisation et de mise en oeuvre des recherchesmenées

sur des embryons humains. »

Article 26
Six mois avant le terme de la période de cinq ans mentionnée au troisiéme alinéa de l'article L.
2151-5 du code de lasanté publique, I'Agence de la biomédecine et I'Office parlementaire
d'évaluation des choix scientifiques et technologiques établissent chacun un rapport évaluant
les résultats respectifs des recherches sur les cellules souches embryonnaires et sur les cellules

souches adultes afin de permetire un nouvel examen de ces dispositions par le Parlement.

Article 27
Au chapitre ler du titre IV du livre 1l de la premiére partie du code de la santé publique, il est

inséré un article L. 1241-5 ainsi rédigé :

« Art. L. 1241-5. - Des tissus ou cellules embryonnaires ou foetaux ne peuvent étre prélevés,
conserves et utilisés a l'issue d'une interruption de grossesse qu'a des fins diagnostiques,
thérapeutiques ou scientifiques. La femme ayant subi une interruption de grossesse donne son
consentement écrit aprés avoir recu une information appropriée sur les finalités d'un tel
prélevement.Cette information doit étre postérieure a la décision prise par la femmed' interrompre

Sa grossesse.



204

« DES CRIMES CONTRE L'ESPECE HUMAINE
« Chapitre ler

« Des crimes d'eugénisme et de clonage reproductif

« Art. 214-1. -  Le fait de mettre en oeuvre une pratique eugénique tendant a l'organisation de la

sélection des personnes est puni de trente ans de reclusion criminelle et de 7 500 000 EUR

d'amende.

« Art. 214-2. - Le fait de procéder a une intervention ayant pour but de faire naitre un enfant
génétiquement identique aune autre personne vivante ou décédée est puni de trente ans de

réclusion criminelle et de 7 500 000 EUR d'amende.

« Art. 214-3. - Les infractions prévues par les articles 214-1 et 214-2 sont punies de la réclusion

criminelle a perpétuité etde 7 500 000 EUR d'amende lorsqu'elles sont commises en bande

organisée.

« Les deux premiers alinéas de l'article 132-23 relatif a la période de siireté sont applicables aux

infractions prévues par le présent article.

« Art. 214-4. - La participation aun groupement formé ou a une entente établie en vue de la
préparation, caractérisée par un ou plusieurs faits matériels, de I'un des crimes définis par les
articles  214-1 et 214-2 est punie de la réclusion criminelle a perpétuité etde 7 500 000 EUR

d'amende.

« Les deux premiers alinéas de I'article 132-23 relatif a la période de sireté sont applicables aux

infractions prévues par le présent article.
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11. - Le chapitre ler du titre Ier du livre V du méme code est ainsi modifié :

1° L'article 511-1 est ainsi rédigé :

«Art. 511-1. - Est puni de dix ans d'emprisonnement et de 150 000 EUR d'amende le fait de se
préter a un prélevement de cellules ou de gamétes, dans le but de faire naitre un enfant

génétiquement identique a une autre personne, vivante ou décédée. » :

2° Apres l'article 511-1, il est inséré un article 511-1-1 ainsi rédigeé :

« Art. 511-1-1. - Dans le cas ol le délit prévu al article 511-1 est commis a I'étranger par un
Frangais ou par une personne résidant habituellement sur le territoire frangais, la loi frangaise est
applicable par dérogation au deuxiéme alinéa de I'article 113-6 et les dispositions de la seconde

phrase de I'article 113-8 ne sont pas applicables. » ;

3° L'article 511-16 est ainsi rédigeé :
« Art. 511-16. - Le fait d'obtenir des embryons humains sans respecter les conditions prévues aux
articles L. 2141-5et L. 2141-6 du code de la santé publique est puni de sept ans d'emprisonnement

et de 100 000 EUR d'amende. » ;

4° Le premier alinéa de I'article 511-17 est ainsi rédigeé :
« Le fait de procéder a la conception in vitro ou a la constitution par clonage d'embryons humains
ades fins industrielles ou commerciales est puni de sept ans d'emprisonnement et de 100 000

EUR d'amende. » ;

5° L'article 511-18 est ainsi rédigé :
« Art. 511-18.-  Le fait de procéder ala conception in vitro ou a la constitution par clonage
d'embryons humains a des fins de recherche est puni de sept ans d'emprisonnement et de 100 000

EUR d'amende. » ;

6° Apres l'article 511-18, il est inséré un article 511-18-1 ainsi rédigé :
« Art. 511-18-1. - Le fait de procéder a la constitution par clonagé d'embryons humains a des fins

thérapeutiques est puni de sept ans d'emprisonnement et de 100 000 EUR d'amende.
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7° L'article 511-19 est ainsi rédigé :

« Art. 511-19. - 1. - Le fait de procéder a une étude ou une recherche sur I'embryon humain :

« 1° Sans avoir préalablement obtenu le consentement écrit et Fautorisation vises a l'article L.
2151-5 du code de la santé publique, ou alors que cette autorisation est retirée, suspendue, ou que
le consentement est révoqué ;

« 2° Sans se conformer aux prescriptions législatives et réglementaires ou a celles fixées par cette

autorisation,
« est puni de sept ans d'emprisonnement et de 100 000 EUR d'amende.

« 1. - Le fait de procéder a une étude ou une recherche sur des cellules souches embryonnaires :
« 1° Sans avoir préalablement obtenu le consentement écrit et 'autorisation visés a l'article L.
2151-5 du code de la santé publique, ou alors que cette autorisation est retirée, suspendue, ou que
le consentement est révoqué ;

« 2° Sans se conformer aux prescriptions législatives et réglementaires ou a celles fixées par cette
autorisation,

« est puni de deux ans d'emprisonnement et de 30 000 EUR d'amende. » ;

8° Apres l'article 511-19, il est inséré un article 511-19-1 ainsi rédigé :

« Art. 511-19-1. - Le fait, a I'issue d'une interruption de grossesse, de prélever, conserver ou
utiliser des tissus ou cellules embryonnaires ou foetaux dans des conditions non conformes a
celles prévues par les premier, deuxiéme et quatrieme alinéas de I'article L. 1241-5 du code de la
santé publique ou pour des finalités autres que diagnostiques, thérapeutiques ou scientifiques est

puni de deux ans d'emprisonnement et de 30 000 EUR d'amende. » ;

9° Apres l'article 511-19, il est inséré un article 511-19-2 ainsi rédigé :

« Art. 511-19-2. - Est puni de deux ans d'emprisonnement et de 30 000 EUR d'amende :

« 1°  Le fait de conserver des cellules souches embryonnaires sans avoir obtenu I'autorisation
mentionnée a l'article L. 2151-7 du code de la santé publique ou alors que cette autorisation est
retirée ou suspendue ; |

«2° Le fait de conserver des cellules souches embryonnaires sans se conformer aux régles

mentionnées au deuxiéme alinéa de I'article L. 2151-7 du méme code ;
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« 3° Le fait de céder des cellules souches embryonnaires a des organismes non titulaires de
l'autorisation délivrée en application de I'articleL.2151-5 ou del'articleL.2151-7 du méme code
« 4° Le fait d'avoir cédé des cellules souches embryonnaires sans en avoir informé

préalablement I'Agence de la biomédecine.

10° Apres l'article 511-19, il est inséré un article 511-19-3 ainsi rédigé :

« Art. 511-19-3. - Est puni de deux ans d'emprisonnement et de 30 000 EUR d'amende le fait
d'importer ou d'exporter, a des fins de recherche, des tissus ou des cellules embryonnaires ou
foetaux sans avoir obtenu l'autorisation mentionnée a l'article L. 2151-6 du code de la santé

publique.

11° L'article 511-21 est ainsi rédige :
« Art. 511-21. - Le fait de méconnaitre les dispositions des articles L. 2131-4 et L. 2131-4-1
relatifs au diagnostic préimplantatoire est puni de deux ans d'emprisonnement et de 30 000 EUR

d'amende.

12° L'article 511-22 est ainsi rédigé :

« Art. 511-22. - Le fait de mettre en oeuvre des activités d'assistance médicale a la procréation
sans avoir recueilli I'autorisation prévue par le troisiéme alinéa de I'article L. 2142-1du code de
la santé publique ou sans se conformer aux prescriptions de cette derniére est puni de deux ans

d'emprisonnement et de 30 000 EUR d'amende.

13° L'article 511-23 est ainsi rédigé :
« Ant. 511-23. - Le fait d'introduire des embryons humains sur le territoire ou s'applique le code
de la santé publique ou de les sortir de ce territoire sans I'autorisation prévue a l'articleL..2141-9

du code de la santé publique est puni de trois ans d'emprisonnement et de45000EUR d'amende.

14° Les articles 511-25 et 511-26 sont ainsi rédigés :
« Art. 511-25. - 1. - Le fait d'exercer les activités nécessaires a I'accueil d'un embryon humain

dans des conditions fixées a I'article L. 2141-6 du code de la santé publique
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Article 29
Apres l'article 511-1 du code pénal, il est inséré un article 511-1-2 ainsi rédigeé :
« Art. 511-1-2. - Est puni de trois ans d'emprisonnement et de 45 000 EUR d'amende le fait,
par don, promesse, menace, ordre, abus d'autorité ou de pouvoir,  de provoquer autrui z'_i se
préter aun prélevement de cellules ou de gametes, dans le but de faire naitre un enfant
génétiquement identique a une autre personne vivante ou décédée.
« Est punie des mémes peines la propagande ou la publicité, quel qu'en

soit le mode, en faveur de I'eugénisme ou du clonage reproductif.

« Chapitre 111
« Recherche sur I'embryon

et les cellules embryonnaires

«Art. L. 2163-1. - Comme il est dit a I'article 214-2 du code pénal ci-aprés reproduit :
« Art. 214-2. - Le fait de procéder a une intervention ayant pour but de faire naitre un enfant
génétiquement identique a une autre personne vivante ou décédée est puni de trente ans de

réclusion criminelle et de 7 500 000 EUR d'amende. »

« Art. L. 2163-2. - Comme il est dit aux articles 511-1 et 511-1-1 du code pénal ci-aprés

reproduits :
« Art. 511-1. - Est puni de dix ans d'emprisonnement et de 150 000 EUR d'amende le fait de
se préter a un prélevement de cellules ou de gametes, dans le but de faire naitre un enfant

génétiquement identique a une autre personne, vivante ou décédée.

« Ant. 511-1-1. - Dans le cas ou le délit prévu a I'article 511-1 est commis a I'étranger par un
Frangais ou par une personne résidant habituellement sur le territoire frangais, la loi frangaise est
applicable par dérogation au deuxiéme alinéa de I'article 113-6 et les dispositions de la seconde

phrase de I'article 113-8 ne sont pas applicables. »
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« Art. L. 2163-3.- Comme il est dit & l'article 511-17 du code pénal ci-aprés reproduit :

« Art. 511-17. - Le fait de procéder a la conception in vitro ou a la constitution par clonage
d' embryons humains a des fins industrielles ou commerciales est puni de sept ans

d'emprisonnement et de 100 000 EUR d'amende.

« Est puni des mémes peines le fait d'utiliser des embryons humains a des fins industrielles ou

commerciales.

« Art. L. 2163-4. - Comme il est dit a l'article 511-18 du code pénal ci-apres reproduit :

« Art. 511-18. - Le fait de procéder a la conception in vitro ou a la constitution par clonage
d'embryons humains a des fins de recherche est puni de sept ans d'emprisonnement et de100000

EUR d'amende.

« Art. L. 2163-5. - Comme il est dit a I'article 511-18-1 du code pénal ci-aprés reproduit :

« Art. 511-18-1. -  Le fait de procéder a la constitution par clonage d'embryons humains a des

fins thérapeutiques est puni de sept ans d'emprisonnement et de 100 000 EUR d'amende. »

« Ant. L. 2163-6. - Comme il est dit a I'article 511-19 du code pénal ci-apres reproduit :

« Art. 511-19. - 1. - Le fait de procéder a une étude ou une recherche sur I'embryon humain :

« 1°  Sans avoir préalablement obtenu le consentement écrit et I'autorisation visés a l'article L.
2151- 5 du code de la santé publique, ou alors que cette autorisation est retirée, suspendue, ou
que le consentement est révoqueé ;

«2°  Sans se conformer aux prescriptions législatives et réglementaires ou a celles fixées par

cette autorisation,

« est puni de sept ans d'emprisonnement et de 100 000 EUR d'amende.
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«11. - Le fait de procéder a une étude ou une recherche sur des cellules souches embryonnaires :
« 1°  Sans avoir préalablement obtenu le consentement écrit et l'autorisation visés a l'article L.
2151-5 du code de la santé publique. ou alors que cette autorisation est retirée, suspendue, ou que
le consentement est révoqué ;

« 2° Sans se conformer aux prescriptions législatives et réglementaires ou a celles fixées par cette

autorisation,

« est puni de deux ans d'emprisonnement et de 30 000 EUR d'amende. »

« Art. L. 2163-7. - Comme il est dit a I'article 511-19-2 du code pénal ci-aprés reproduit :

« Art. 511-19-2. - Est puni de deux ans d'emprisonnement et de 30 000 EUR d'amende :

« 1°  Le fait de conserver des cellules souches embryonnaires sans avoir obtenu l'autorisation
mentionnée a l'article L. 2151-7 du code de la santé publique ou alors que cette autorisation est
retirée ou suspendue ;

«2°  Le fait de conserver des cellules souches embryonnaires sans se conformer aux régles
mentionnées au deuxiéme alinéa de l'article L. 2151-7 du méme code ;

«3°  Le fait de céder des cellules souches embryonnaires a des organismes non titulaires de

l'autorisation délivrée en application de l'article L. 2151-5 ou de l'article L. 2151-7 du méme

code

«4°  Le fait d'avoir cédé des cellules souches embryonnaires sans en avoir informé

préalablement I'Agence de la biomédecine. »
« Art. L. 2163-8. - Comme il est dit a I'article 511-19-3 du code pénal ci-aprés reproduit :

« Art. 511-19-3. - Est puni de deux ans d'emprisonnement et de 30 000 EUR d'amende le fait
d'importer ou d'exporter, a des fins de recherche, des tissus ou des cellules embryonnaires ou
foetaux sans avoir obtenu l'autorisation mentionnée a l'article L. 2151-6 du code de la santé

publique. »

B. - Le chapitre 11 du titre V11 du livre 11 de la premiére partie du méme code est complété par
un article L. 1272-9 ainsi rédigé :

« Art. L. 1272-9. - Comme il est dit a I'article 511-19-1 du code pénal ci-apres reproduit :
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HHIN D,

The Human Cloning and Other Prohibited Practices Act 2004
PART 1
PRELIMINARY

Short title

Section 1. This Act may be cited as the Human Cloning and Other Prohibited Practices Act.
Interpretation

Section 2. —(1) In this Act, unless the context otherwise requires —

"animal" does not include a human;

"Director” means the Director of Medical Services;

"enforcement officer” means the Director and any other public officer or any officer of
any statutory authority who is appointed by the Director under section 4 to be an enforcement
officer for the purposes of this Act;

"human embryo” means any live embryo that has a human genome or an altered human
genome and that has been developing for less than 8 weeks since the appearance of 2 pro-nuclei
or the initiation of its development by other means;

"human embryo clone” means any human embryo that is a genetic copy of another living
or dead human, but does not include a human embryo created by the fertilisation of a human egg
by human sperm;

"human sperm” includes human spermatids;

"prohibited embryo” means —

(a) any human embryo that has been developing outside the body of a woman for
a period of more than 14 days, excluding any period when the development is suspended;

(b) any human embryo that was removed from the body of a woman by a person
intending to collect a viable human embryo; or

(c) such other thing as may be prescribed to .be a prohibited embryo for the
purposes of this Act;

"prohibited practice” means any of the practices prohibited under Part 111.
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(2) For the purposes of establishing that a human embryo clone is a genetic copy of
another living or dead human —

(a) it shall be sufficient 10 establish that the set of genes in the nuclei of the cells
of the living or dead human has been copied: and

(b) it shall not be necessary to establish that the copy is an identical genetic
copy.

(3) For the purposes of the definition of “human embryo” in subsection (1), in working
out the length of the period of development of a human embryo, any period when the
development of the embryo is suspended shall be disregarded.

(4) For the purposes of the definition of “human embryo clone” in subsection (1), a
human embryo that results from the technological process known as embryo splitting shall not be
taken to be created by a process of fertilisation of a human egg by human sperm.

[Tasmania Act, s. 4]
Act to bind Government

Section 3. This Act shall bind the Government.

PART 11

ADMINISTRATION

Administration of Act
Section 4. —(1) The Director shall be responsible for the administration and enforcement of this
Act, subject to the general and special directions of the Minister.

(2) The Director may in writing appoint any public officer or any officer of any statutory
authority to be an enforcement officer for the purposes of this Act.

(3) Every enforcement officer shall, when exercising his powers and carrying out his
duties under this Act, comply with such general or special directions as may, from time to time,
be given to him by the Director.

(4) Every enforcement officer shall, when exercising any powers under this Act —

(a) if not in uniform, declare his office: and
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(b) on demand. produce to any person affected by the exercise of those powers
such identification card as the Director may direct to be carried by him when exercising such
powers.

(5) Every enforcement officer appointed under subsection (2) shall be deemed to be a

public servant within the meaning of the Penal Code (Cap. 224).

PART 111
PROHIBITED PRACTICES
Division 1 — Human cloning

Prohibition against placing human embryo clone in body of human or animal

Section 5. No person shall place any human embryo clone in the body of a human or the body of
an animal.

[Tasmania Act, s. 6]

No defence that human embryo clone could not survive

Section 6. It shall not be a defence to an offence under section 5 that the human embryo clone did

not survive or could not have survived.

[ Tasmania Act, s. 8]
Division 2 — Other prohibited practices

Prohibition against developing human embryo created other than by fertilisation of human egg by
humansperm

Section 7. No person shall develop any human embryo, that is created by a process other than the
fertilisation of a human egg by human sperm, for a period of more than 14 days, excluding any
period when the development of the embryo is suspended.

[Tasmania Act, s. 9]

Prohibition against developing human embryo outside body of woman for more than 14 days
Section 8. No person shall develop any human embryo outside the body of a woman for a period
of more than 14 days, excluding any period when the development of the embryo is suspended.

[Tasmania Act, s. 12]
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Prohibition against collecting viable human embryo from body of woman
Section 9. No person shall remove any human embryo from the body of a woman for the purpose
of collecting a viable human embryo.
[Tasmania Act. s. 15]
Prohibition against certain uses of embryo
Section 10. No person shall —
(a) place any human embryo in an animal;
(b) place any human embryo in the body of a human, other than in a woman"s
reproductive tract; or
(c) place any animal embryo in the body of a human for any period of gestation.
[Tasmania Act, s. 17]
Prohibition against placing prohibited embryo in body of woman
Section 11. No person shall place any embryo in the body of a woman knowing that, or reckless
as 10 whether, the embryo 1s a prohibited embryo.
[Tasmania Act, s. 18]
Prohibition against importing and exporting prohibited embryos
Section 12. No person shall knowingly —
(a) import any prohibited embryo into Singapore; or
(b) export any prohibited embryo out of Singapore.
[Tasmania Act, s. 19]
Prohibition against commercial trading in human eggs, human sperm and human embryos
Section 13. —(1) No person shall —
(a) give or offer valuable consideration to another person; or
(b) receive, or offer to receive, valuable consideration from another person,
for the supply of any human egg, human sperm or human embryo.

(2) Any contract or arrangement entered into by any person in contravention of
subsection (1) shall be void.

(3) Subsection (2) shall not apply to or in relation to any contract or arrangement
providing only for the reimbursement of any reasonable expenses incurred by a person in relation
to the supply of any human egg, human sperm or human embryo.'

(4) For the avoidance of doubt, any reference in this section to the supply of any human

egg, human sperm or human embryo shall not include the provision of any service for facilitating
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the donation and receipt of any human egg. human sperm or human embryo by receiving, storing,
processing and subsequently implanting the donated human egg. human sperm or human embryo
in the body of another human. whether or not for consideration.
(5) In this section —
"reasonable expenses” —
(a) in relation to the supply of any human egg or human sperm, includes, but is
not limited to, expenses relating to the collection, storage or transport of the egg or sperm; and
(b) in relation to the supply of any human embryo, includes, but is not limited to,
expenses relating to the storage or transport of the embryo;
"valuable consideration” , in relation to the supply of any human egg, human sperm or
human embryo by a person, includes any inducement, discount or priority in the provision of a
service to the person, but does not include the payment of reasonable expenses incurred by the
person in connection with the supply.

[Tasmania Act, s. 20]

PART IV
POWERS OF ENFORCEMENT

Power of entry, inspection, search, seizure, etc.
Section 14. —(1) For the purpose of investigating whether any provision of this Act has been or
is being contravened, an enforcement officer may, at any time and without warrant, enter, inspect
and search any premises and the facilities therein that are being used, or that he has reasonable
cause to believe are being used, for any prohibited practice.
(2) In exercising his powers under subsection (1), an enforcement officer may —

(a) inspect any apparatus, appliance, equipment or instrument used or found in
those premises;

(b) inspect, test, examine, remove and detain any sample of human, animal or
plant tissue or any other substance or matter found in those premises;

(c) inspect and make copies of and take extracts from, or require the person

having the control or management of those premises or any other person found therein to provide
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copies of or extracts from. any book. document, record or electronic material that relates to. or
that reasonably appears to relate to. any prohibited practice:

(d) require the person having the control or management of those premises 1o
fumish such information as the enforcement officer may require in relation to —

(i) any person involved in carrying out any prohibited practice in those
premises;

(i1) any prohibited practice that has been or is being carried out in those
premises;

(111) any apparatus, appliance, equipment or instrument that has been or
is being used in carrying out any prohibited practice in those premises:

(iv) the source of any human, animal or plant tissue or any other
substance or matter that has been or is being used in any such prohibited
practice; or

(v) any other matter that is relevant to the administration or enforcement
of this Act; and

(e) seize and remove from those premises any book, document, record,
electronic material, apparatus, appliance, equipment, instrument, sample, human,
animal or plant tissue or other substance or matter which the enforcement officer
reasonably believes to be the subject matter of, or to be connected with the
commission of, an offence under this Act.

(3) Subject to subsection (4), any article seized or taken by an enforcement officer under
subsection (2) may be retained by the Director for a period of 6 months or such longer period as a
Magistrate”s Court may, on application by an enforcement officer, allow.

(4) If, within the period allowed under subsection (3), proceedings are commenced
against any person for an offence under this Act and the article so seized or taken is relevant to
the proceedings, then that article may be retained by the Director until the conclusion of those
proceedings.

(5) Where any person has been convicted of an offence under this Act, any article seized
or taken by an enforcement officer under subsection (2) in respect of that offence shall be
destroyed, disposed of or otherwise dealt with in such manner as the Director may think fit.

(6) Any person who —
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(a) refuses or fails, without reasonable excuse, to comply with any requirement
of an enforcement officer under this section; or

(b) gives any false or misleading information when required to fumish any
information to an enforcement officer under this section,
shall be guilty of an offence and shall be liable on conviction to a fine not exceeding $5.000 or to
imprisonment for a term not exceeding 12 months or to both.
Protection from personal liability
Section 15. No suit or other legal proceeding shall lie personally against the Director, any
enforcement officer or any other person acting under the direction of the Director for anything
which is in good faith done or intended to be done in the execution or purported execution of this

Act.

PART V

MISCELLANEOUS

Obstructing enforcement officer in execution of his duties

Section 16. Any person who obstructs, hinders or impedes an enforcement officer in the

performance or execution of his duty or anything which he is authorised, empowered or required

to do under this Act shall be guilty of an offence and shall be liable on conviction to a fine not

exceeding $5,000 or to imprisonment for a term not exceeding 12 months or to both.

Offences by bodies corporate, etc.

Section 17. —(1) Where an offence under this Act committed by a body corporate is proved —
(a) to have been committed with the consent or connivance of an officer; or
(b) to be attributable to any neglect on his part,

the officer as well as the body corporate shall be guilty of the offence and shall be liable to be

proceeded against and punished accordingly.

(2) Where the affairs of a body corporate are managed by its members, subsection (1)
shall apply in relation to the acts and defaults of a member in connection with his functions of
management as if he were a director of the body corporate.

(3) Where an offence under this Act committed by a partnership is proved —

(a) to have been committed with the consent or connivance of a partner; or

(b) to be attributable to any neglect on his part.
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the partner as well as the partnership shall be guilty of the offence and shall be liable to be
proceeded against and punished accordingly.

(4) Where an offence under this Act committed by an unincorporated association (other
than a partnership) is proved —

(a) to have been committed with the consent or connivance of an officer of the
unincorporated association or a member of its governing body: or

(b) to be attributable to any neglect on the part of such an officer or member,
the officer or member as well as the unincorporated association shall be guilty of that offence and
shall be liable to be proceeded against and punished accordingly.

(5) In this section —
"officer" —

(a) in relation to a body corporate, means a director, member of the committee of
management, chief executive, manager, secretary or other similar officer of the body corporate
and includes any person purporting to act in any such capacity; or

(b) in relation to an unincorporated association (other than a partnership), means
the president, the secretary or any member of the committee of the unincorporated association, or
any person holding a position analogous to that of president, secretary or member of a committee
and includes any person purporting to act in any such capacity:

"partner” includes a person purporting to act as a partner.
Offences. Section 18. Any person who contravenes section 5, 7, 8,9, 10, 11, 12 or 13 (1) shall be
guilty of an offence and shall be liable on conviction to a fine not exceeding $100,000 or to
imprisonment for a term not exceeding 10 years or to both
Consent to prosecute
Section 19. No prosecution in respect of any offence under this Act shall be instituted except by
or with the consent of the Public Prosecutor.
Jurisdiction of court
20. Notwithstanding any provision to the contrary in the Criminal Procedure Code (Cap. 68), a
District Court shall have jurisdiction to try any offence under this Act and shall have power to
impose the full penalty or punishment in respect of the offence.
Serviceofdocuments

Section 21. —(1) Any notice, order or document required or authorised by this Act to be served
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on any person. and any summons issued by a court against any person in connection with any
offence under this Act may be served on the person —
(a) by delivering it to the person or to some adult member or employee of his
family or household at his last known place of residence;
(b) by leaving it at his usual or Jast known place of residence or business in an
envelope addressed to the person:
(c) by sending it by registered post addressed to the person at his usual or last
known place of residence or business; or
(d) in the case of an incorporated company, a partnership or a body of persons —
(i) by delivering it to the secretary or other like officer of the company,
partnership or body of persons at its registered office or principal place of
business; or
(ii)) by sending it by registered post addressed to the company,
partnership or body of persons at its registered office or principal place of
business.

(2) Any notice, order, document or summons sent by registered post to any person in
accordance with subsection (1) shall be deemed to be duly served on the person at the time when
the notice, order, document or summons, as the case may be, would in the ordinary course of post
be delivered.

(3) In proving the service of any notice, order, document or summons effected under this
section, it shall be sufficient to prove that the envelope containing the same was properly
addressed, stamped and posted by registered post.

Regulations
Section 22. The Minister may make regulations for prescribing anything which may be prescribed
under this Act and generally to give effect to the provisions of this Act, and for carrying out the

purposes and provisions of this Act.
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