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LEGISLATIVE COUNCIL BRIEF

HUMAN REPRODUCTIVE TECHNOLOGY BILL

PROPOSALS TO REGULATE
HUMAN REPRODUCTIVE TECHNOLOGY

INTRODUCTION

At the meeting of the Executive Council on 1 September 1998, the
Council ADVISED and the Chief Executive ORDERED that the Human
Reproductive Technology Bill (Annex) should be introduced into the Legislative
Council.

BACKGROUND AND ARGUMENT
General Background

2. Reproductive technology (RT), formerly known as scientifically
assisted human reproduction (SAHR), is being practised in Hong Kong without
control. It is necessary to regulate the practice of RT to avoid abuse of the
technology.

3. In 1987, the Committee on SAHR was appointed by the Secretary
for Health and Welfare to consider the social, moral, ethical and legal issues
arising from local developments in SAHR and to advise Government on how to
address these issues.

Final Report of the Committee on SAHR

4, The broad principle was that Government should neither promote
nor completely prohibit the practice of RT. Rather, it should put in place
statutory measures to ensure its safe and informed practice. Two consultation
exercises conducted by the Committee in 1989 and 1993 respectively indicated



public support for statutory regulation of RT through a licensing system. In brief,
the package of proposals recommended that:

a)

b)

d)

9)

a statutory body should be set up to license medical institutions to
carry out RT procedures;

Artificial Insemination by Husband (AIH) should be allowed
without specific statutory control, while Donor Insemination (DI)
and other RT procedures should be available only at institutions
licensed for the purpose and be subject to statutory control;

the semen donor's identity should be kept confidential from the
commissioning couple and the child born through RT, and vice-
versa. The law should provide the right for all people reaching the
age of 18 to ascertain whether they were born following a RT
procedure, and if so, to have access to certain non-identifying
information about the donor;

RT services should be available for married couples only;

surrogacy should be actively discouraged. Specifically, commercial
surrogacy, and its arrangement and advertising, should be a criminal
offence. Only genetic in-vitro fertilisation (I\VVF) surrogacy should
be allowed, i.e. the commissioning couple must contribute the
genetic material, with no semen or ovum donor involved;

embryo research should be subject to control. Creation of embryos
for the purpose of research, embryo research after the fourteenth day
of fertilisation, cross-species fertilisation and cloning of embryos
should be prohibited; and

a provisional board, to be chaired by a person who is not a medical
practitioner and with an equal number of male and female members,
should be appointed to advise on the drafting of legislation and a
Code of Practice.

Provisional Council on Reproductive Technology

S.

Pursuant to paragraph 4(g) above, the Secretary for Health and

Welfare appointed a Provisional Council on Reproductive Technology (the
Provisional Council) in December 1995.



Further Public Consultation

6. In the course of its discussion, the Provisional Council identified
two new technological developments not covered under the set of proposals in
paragraph 4. The problems arising from these two developments were:

(a) whether sex selection through RT should be allowed for non-
medical reasons; and

(b)  whether fetal ovarian or testicular tissue could be used for infertility
treatment or research.

Given that they are likely to be of public concern, the Provisional Council
conducted a public consultation exercise on these two issues in mid-1996.

7. Taking into account public views and recommendations of the
Provisional Council (which are in line with the majority public views), we
propose the following:

a)  sex selection through RT -- the law should prohibit its practice for
non-medical reasons. Its use for medical reasons should be allowed
subject to control; and

b)  use of fetal ovarian or testicular tissue -- the law should prohibit its
use for infertility treatment. Its use for research should be allowed
subject to control. Commercial dealings in such tissues should be
prohibited.

Further Consideration of Other Issues

8. In addition to the above two issues, the Provisional Council, when
considering the Bill, identified a number of other areas which warranted further
consideration. These are discussed in paragraphs 9 to 14 below.

Licensing “medical institutions” versus “persons”

Q. According to our original proposal in paragraph 4(a), the statutory
Council would issue licences to “medical institutions” (ie premises) for
providing RT services or conducting embryo research. The Law Draftsman had
advised that this would be impractical since a licence could not be issued to
something without a legal identity. The Bill now provides for the licensing of



“persons” (ie individuals or corporate bodies) for carrying out RT procedures or
embryo research in specified premises.

Access to information

10. Our original proposal in paragraph 4(c) allowed access by people
aged 18 and above to ascertain whether they were born following a RT
procedure, regardless of the source of the gametes or embryos used. The
Provisional Council subsequently considered that RT procedures which did not
involve donated gametes or donated embryos were in effect the same as natural
conception since the biological parents were the same. The obligation to tell
under such circumstances should rest with the parents. The Bill now provides
that a person would be given the relevant information only when he/she was born
In consequence of a RT procedure involving donated gametes or donated
embryos. The person will also be allowed access to certain non-identifying
information about the donor(s).

11. Furthermore, we consider that in order to reduce the danger of
accidental incest, an adult should be allowed to ascertain whether he/she and
his/her proposed spouse might be related. As the minimum legal age for
marriage is 16, we recommend that the minimum age for access to this
information also be set at 16.

Limiting RT services to married couples

12. Our original proposal in paragraph 4(d) specified that RT services
should be available for married couples only. To allow flexibility to cater for
special circumstances, the Bill now empowers the statutory Council to make
regulation to provide exception for circumstances in which a RT procedure may
continue to be provided to persons who were but are no longer parties to a
marriage (which circumstances may include the ending of a marriage or the death
of one of the parties).

THE BILL

13. The Bill provides for the regulation of RT, pursuant to paragraph 4,
7and9 - 12 above.



Establishment, Functions and Powers of Council on Human Reproductive
Technology (clauses 3 to 10)

14, Clause 3 establishes the Council on Human Reproductive
Technology (the Council) and provides for its membership to be drawn from a
wide cross-section of the community. Neither the Chairperson nor Deputy
Chairperson may be a registered medical practitioner (clause 3(2)(a) and (b)).
Clause 4 sets out the general functions and powers of the Council.

15. The membership of the Council will be apportioned, as far as it is
practicable, equally between males and females through administrative means.

Prohibitions (clauses 11 to 18)

16. Clause 11 prohibits the carrying on of any relevant activity (which
includes RT procedures, embryo research and other specified related activities),
except pursuant to a licence issued by the Council under the Bill. Clause 12 in
effect requires the commissioning couple of a surrogacy arrangement to be
parties to a marriage and to have both contributed the gametes (i.e. they are the
genetic parents of the child). Clause 13 sets out the activities that are prohibited
In relation to embryos, including the use of RT to cause the sex of an embryo to
be selected except where the selection is for the purpose of avoiding a severe
sex-linked genetic disease which may prejudice the health of the embryo. Clause
13 also prohibits the provision of a RT procedure to persons who are not the
parties to a marriage except in the circumstances specified in regulations made
under clause 42(2)(e). Clause 14 prohibits commercial dealings in gametes,
embryos and fetal ovarian or testicular tissue. Clause 15 prohibits any person
making or receiving payment for negotiating or participating in a surrogacy
arrangement.

Licences (clauses 19 to 29)

17, Clause 21 sets out the procedure for the grant of a licence to engage
In RT activities and embryo research. Applications must designate a person (“the
person responsible”) under whose supervision the activities to be authorized by
the licence are to be carried on, and that person cannot be the applicant (clause
21(2)(a)). The applicant, being the licensee, is required to ensure that the person
responsible discharges his/her duties properly. Applications must also specify
the premises in which these activities are to be carried out. Clause 22(1)
describes the duties of the person responsible. Clauses 25 and 27 specify the
grounds on which the Council may vary, revoke or suspend a licence.

Access to Information (clauses 30 to 33)



18. Clause 30 requires the Council to keep information in a register
where RT procedures involve donated gametes or donated embryos, and
regulates circumstances under which information may be disclosed. A person
may on application be given information to be specified in regulations to be
made under Clause 42.

Enforcement and Offences (clauses 34 to 37)

19. Clause 36 provides for offences against the Bill and the penalties.
Clause 36(8) makes a licensee guilty of the same offence as the person
responsible unless the licensee shows the offence was committed without his/her
consent or knowledge.

Miscellaneous (clauses 38 to 45)

20. Clause 42 sets out the regulation-making powers of the Secretary
for Health and Welfare and the Council (including the power to specify the
information to be furnished to the Council by licensees and to specify a class of
premises where RT can be practised).

PUBLIC CONSULTATION

21. The proposals have been the subject of three public consultation
exercises, two conducted by the former Committee on SAHR and one by the
Provisional Council, as outlined in paragraphs 4 and 6 above.

HUMAN RIGHTS IMPLICATIONS

22, The Department of Justice advises that the proposed Bill is
consistent with the human rights provisions of the Basic Law.

FINANCIAL AND STAFFING IMPLICATIONS

23. The Provisional Council has been serviced by a secretariat provided
by the Department of Health. The secretariat will continue to service the Council
upon its establishment. In addition to the secretariat, a Principal Medical and
Health Officer will continue to provide professional input to the Council on all
matters relating to RT, including establishment of regulatory framework,



licensing and enforcement matters, and monitoring and review of medical
advances in RT.

24, Revenue will be generated from fees received in respect of
applications for licences and for other services provided under the Bill, but the
amount cannot be estimated at the present stage, pending the formulation of a
charging scheme. The fees will be charged on full-cost recovery basis.
LEGISLATIVE TIMETABLE

25. The legislative timetable will be -

Publication in the Gazette 4 September 1998

First Reading and commencement
of Second Reading Debate 9 September 1998

Resumption of Second Reading
Debate, Committee Stage and

Third Reading To be notified
PUBLICITY
26. A press release was issued on 4 September 1998. A spokesperson is

available to handle enquiries.

SUBJECT OFFICER

Mr Derek B GOULD  Principal Assistant Secretary  Tel No.: 29738107
( Health and Welfare )

Health and Welfare Bureau

4 September 1998
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that, in the opinion of the Council, its exercise of that power in respect of that licence or

application, as the case may be, does not contravene that requirement.

3)

(4)

The Council’s power under subsection (1) may be exercised in such a way as to

(@)

(b)

include in a form specified under that subsection a statutory declaration

Q) to be made by the person completing the form; and
(i) as to whether the particulars contained in the form are
true and correct to the best of that person’s knowledge
and belief;
specify 2 or more forms of any licence, application or other document
referred to in that subsection, whether as alternatives, or to provide for

particular circumstances or particular cases, as the Council thinks fit.

A form specified under this section shall be -

(@)

(b)
(©)

completed in accordance with such directions and instructions as are
specified in the form;
accompanied by such documents as are specified in the form; and
if the completed form is required to be provided to -
Q) the Council,
(i) another person on behalf of the Council; or

(iii) any other person,



Page 46

so provided in the manner, if any, specified in the form.

40.  Giving of notice
A notice (howsoever described) which under this Ordinance is required to be, or which
may be, given to a person (howsoever described) shall, in the absence of evidence to the
contrary, be deemed to be so given if -
€)) in the case of an individual, it is -
Q) delivered to him;
(i) left at his last known address for service, or at his last
known place of residence or business, in Hong Kong;
(iii) sent by post to him at his last known address for service,
or at his last known postal address, in Hong Kong; or
(iv) sent by telex, facsimile transmission or other similar
method to him at his last known address for service, or at
his last known postal address, or at his last known place
of residence or business, in Hong Kong;
(b) in the case of a company, it is -
Q) given to or served on a director or manager of the
company;
(i) left at the company’s last known address for service, or at

its last known place of business, in Hong Kong;



(©)

(d)

(iii)

(iv)
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sent by post to the company at its last known address for
service, or at its last known postal address, in Hong Kong;
or

sent by telex, facsimile transmission or other similar
method to the company at its last known address for
service, or at its last known postal address, or at its last

known place of business, in Hong Kong;

in the case of a partnership, it is -

(i)

(ii)

delivered, left or sent in accordance with paragraph (a) in
respect of any partner who is an individual; or
given, served, left or sent in accordance with paragraph

(b) in respect of any partner which is a company;

in the case of a person (“attorney”) holding a power of attorney under

which the attorney is authorized to accept service in respect of another

person, it is -

(i)

(ii)

(iii)

delivered, left or sent in accordance with paragraph (a)
where the attorney is an individual,

given, served, left or sent in accordance with paragraph
(b) where the attorney is a company;

delivered, left or sent in accordance with paragraph (a) in
respect of any partner who is an individual where the

attorney is a partnership; or
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(iv) given, served, left or sent in accordance with paragraph
(b) in respect of any partner which is a company where

the attorney is a partnership.

41.  Regulations - fees
(1)  The Financial Secretary may make regulations to prescribe the fees to be paid
to the Council in respect of -
€)) any application under this Ordinance to the Council,
(b)  the provision of any service or facility connected with licences or any
other matter to which this Ordinance relates.

(2)  The amount of any fee prescribed in regulations made under subsection (1)
shall not be limited by reference to the amount of administrative or other costs incurred or
likely to be incurred in relation to the application, service or facility, or other matter, to which
such fee relates, and different fees may be so prescribed for the same type of application,
service or facility, or other matter, in order to provide for particular circumstances or
particular cases specified in the regulations.

(3)  The Council may refuse to act in connection with anything in respect of which
a prescribed fee or part of a prescribed fee has not been paid.

(4)  The Council shall cause all prescribed fees paid to it to be paid into the general
revenue.

(5) Unpaid prescribed fees shall constitute a debt due to the Government and shall
be recoverable summarily as a civil debt within the meaning of the Magistrates Ordinance

(Cap. 227).



(6)
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No prescribed fee shall be reduced, waived or refunded except in such

circumstances, if any, as are specified in regulations made under subsection (1).

42.  Regulations - general

1)

following matters -

()

The Secretary for Health and Welfare may make regulations for all or any of

(a)

(b)

(©

(d)

(€)

the registers to be kept and maintained by the Council in addition to
Register A;

without prejudice to the generality of section 4(1)(a), information to be
furnished to the Secretary for Health and Welfare concerning the
activities of the Council in any period specified in the regulations;
specifying a relevant activity which a licence, or a licence belonging to
a class of licence specified in the regulations, shall not authorize
notwithstanding any other provision of this Ordinance;

subject to section 30(5), specifying the information required to be given
under section 30 (4) (a);

specifying the circumstances in which, or the persons to whom,
information referred to in section 31(2)(a) or (b) or (5) may be

disclosed.

The Council may make regulations for all or any of the following matters -

(@)

without prejudice to the generality of section 21(1)(a), the conditions to
be attached to -

Q) every licence; or



(i)
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every licence belonging to a class of licence specified in

the regulations;

(b)  the registers and other records to be kept and maintained by -

(i)

(ii)

every licensee under a licence (including any person to
whom the licence applies); or

every licensee under a licence (including any person to
whom the licence applies) belonging to a class of licence

specified in the regulations;

(© the information to be furnished to the Council -

(i)

(ii)

by -

(A)  every licensee under a licence (including any
person to whom the licence applies); or

(B)  every licensee under a licence (including any
person to whom the licence applies) belonging to
a class of licence specified in the regulations; and

which may be reasonably required for the purposes of

enabling or assisting the Council to perform its functions

or exercise its powers under this Ordinance and, without

limiting the generality of the foregoing, in relation to all

or any of the following matters -



(d)

(€)

(f)

9
(h)

(i)

Page 51

(A)  the relevant activity authorized by the licence;
(B)  the premises to which the licence relates;
(C)  the persons to whom the licence applies;
(D)  such particulars as may be required to enable the
Council to comply with any regulations made
under subsection (1);
specifying a class of premises to which any premises specified in an
application for a licence are required to belong;
specifying the circumstances in which a reproductive technology
procedure may continue to be provided to persons who were the parties
to a marriage (which circumstances may include where such a party has
died or has ended the marriage);
the receipt of a complaint about an applicant for a licence, a person
responsible under a licence or the licensee;
the investigation into a complaint referred to in paragraph (f);
the inquiry into a complaint referred to in paragraph (f) to determine
whether the Council should refuse to grant a licence to an applicant,
revoke a licence or suspend a licence;
the procedure to be followed in lodging a complaint referred to in

paragraph (f), an investigation referred
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to in paragraph (g) or an inquiry referred to in paragraph (h).
(3)  Without prejudice to the generality of regulations which may be made under
subsection (2)(a), conditions referred to in that subsection may -
@ prohibit, except in such circumstances, if any, as are specified in the
regulations -

Q) the storage of an embryo or gametes, or the use of an
embryo or gametes for the purposes of a relevant activity,
after the death of any person -

(A)  for whom the embryo or gametes, as the case may
be, is or are stored; or

(B)  who provided the embryo or gametes, as the case
may be; or

(i) the alteration, for the purposes of a relevant activity, of
the genetic structure of an ovum, sperm or embryo; or
(b)  specify a period or occurrence after which a class of d embryos or
gametes specified in the regulations may no longer be -
Q) stored; or
(i) used for the purposes of a relevant activity.
(4)  Without prejudice to the generality of regulations which may be made under
subsection (2)(f), (g), (h) or (i), such regulations may specify a committee (which may be a
committee required by Schedule 1 to be established) to receive a complaint referred to in that

subsection, to carry out an investigation referred to in that
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subsection, and to make a report to the Council as to the outcome of the investigation together
with a recommendation as to the course of action the committee thinks the Council should
take in view of the report.

(5)  Any regulations made under this section may -

€)) empower the Council to grant exemptions from the regulations, either
generally or in any particular case;

(b) make different provisions for different circumstances and provide for a
particular case or class of case;

(© be made so as to apply only in such circumstances as are specified in
the regulations;

(d) provide for an appeal -

Q) to such person or body as may be referred to in, or
established under, the regulations;
(i) against any decision made under the regulations by the
Council; and
(iii) by any person aggrieved by any such decision made in
respect of him;

(e) provide for the better carrying into effect of this Ordinance;

()] provide for such incidental, consequential, evidential, transitional and
supplemental provisions as are necessary or expedient for the purpose
of giving full effect to this Ordinance.

(6)  Any regulations made under this section may prescribe offences in respect of
contraventions of the regulations and may provide for the imposition in respect of any such

offence of a fine
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not exceeding level 6 and of imprisonment for a period not exceeding 2 years and, in the case
of a continuing offence, to a daily penalty not exceeding $1,000.
@) In this section, “daily penalty” (¥ [ ' 5[#() means a penalty for each day on

which the offence is continued after conviction therefor.

43. Amendment of Schedule 1

The Secretary for Health and Welfare may, by notice in the Gazette, amend Schedule

44.  Transitional
1) Subject to subsection (2), where, immediately before the relevant day, there is
an individual under whose supervision a relevant activity is being lawfully carried on in any
premises, then, on and after that day -
€)) that activity shall be deemed to be authorized to be carried on in those
premises pursuant to a licence (“deemed licence”) granted to that
individual; and
(b)  that individual shall be deemed to be the person responsible (“deemed
person responsible”),
and the other provisions of this Ordinance shall be construed accordingly.
2) Paragraphs (a) and (b) of subsection (1) shall cease to apply in relation to the
relevant activity and individual referred to in that subsection immediately upon -
@ the expiration of 30 days after the relevant day except where the deemed

person responsible has, before the



(b)

(©)
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expiration of that period, given a notice to the Council stating -

Q) his name and address for service; and

(i) the address of the premises at which that activity is being

carried on;

the expiration of 6 months after that day except where an application is
made to the Council before the expiration of that period for the grant of
a licence to authorize the carrying on of that activity in those premises
(and whether or not the deemed person responsible is to be designated
in the licence for the purposes of section 21(2)(a)); or

the determination under section 21(1) of that application,

whichever first occurs.

3) In this section, “relevant day” (¢ | Fﬁ%E I'#H) means the day on which section 11

comes into operation.

45.  Consequential amendments

The enactments specified in Schedule 2 are amended as set out in that Schedule.
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SCHEDULE 1 [ss. 2(1), 3(5), 5(2)
& (3), 6, 9(2)(c),
42(4) & 43]

PROVISIONS WITH RESPECT TO COUNCIL AND COMMITTEES
AND THEIR MEMBERS

PART 1
COUNCIL AND ITS MEMBERS

1. Terms and conditions of appointment of members of Council
Subject to sections 2 and 3, the Chief Executive shall determine the terms and

conditions of appointment of a member of the Council.

2. Terms of appointment of members of Council

1) Subject to section 3, a member of the Council shall hold and vacate his office
in accordance with the terms of his appointment and shall, on ceasing to be a member, be
eligible for reappointment.

(2) A member of the Council, not being a public officer, shall be appointed for a
term not exceeding 3 years.

(3) A member of the Council, not being a public officer, may at any time by notice

given to the Chief Executive resign his office.

3. Chief Executive may, etc. in certain
circumstances declare office of
member of Council to be vacant

1) If the Chief Executive is satisfied that a member of the Council, not being a
public officer -
@) has been absent from 3 consecutive meetings of the Council without the
permission of the Council;

(b) has become bankrupt or made an arrangement with his creditors;
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(© is incapacitated by physical or mental illness;
(d) has ceased to be of the capacity by virtue of which he was appointed; or
(e) is otherwise unable or unfit to discharge the functions of a member,
the Chief Executive may declare his office as a member of the Council to be vacant, and shall
notify the fact in such manner as the Chief Executive thinks fit; and upon such declaration the
office shall become vacant.
2 If a member of the Council becomes the person responsible under a licence or
the licensee, the Chief Executive shall declare his office as a member of the Council vacant,
and shall notify the fact in such manner as the Chief Executive thinks fit; and upon such

declaration the office shall become vacant.

4, Quorum of Council, etc.

(1)  The quorum of the Council shall be not less than half the members thereof for
the time being and, while a member is disqualified from taking part in a decision or
deliberation of the Council in respect of a matter, he shall be disregarded for the purpose of
constituting a quorum of the Council for deciding, or deliberating on, that matter.

(2)  All matters for determination at a meeting of the Council shall be decided by a
majority of votes of the members present and voting and where there is an equality of votes -

@ the Chairperson;
(b) if the Chairperson is absent or disqualified as referred to in subsection

(1), the deputy Chairperson;
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(©) if both the Chairperson and the deputy Chairperson are absent or so
disqualified, any other member of the Council presiding, shall have a

casting vote in addition to his original vote.

5. Procedure of Council
Subject to the provisions of this Schedule, the Council shall have power to regulate its
own procedure including the manner in which decisions of the Council may be made by a

quorum of its members otherwise than at a meeting of the Council.

PART 2

COMMITTEES AND THEIR MEMBERS

6. Committees required to be established
Without prejudice to the generality of section 5(1) of this Ordinance, the Council shall,
not later than 6 months after this section comes into operation -
@ establish a committee, to be called in English the “Ethics Committee” ()
and in Chinese ]ﬁiﬁ%‘ F‘[ﬁ 10 -

M seek the views of the public on any of the social, moral,
ethical and legal issues that arise from reproductive
technology procedures;

(i) provide advice to the Council on any of those issues,
whether in consequence of the committee’s function

under subparagraph (i) or otherwise; and
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liaise and co-operate with any other committee or body
concerned with any of those issues, and whether or not
the committee or body is established pursuant to a

licence;

(b)  establish a committee, to be called in English the “Inspection

Committee” and in Chinese “i/ %<5 F‘[fg . to -

(i)

(ii)

conduct inspections of premises for the purposes of
paragraph (d) of section 21(2) of this Ordinance;

make recommendations to the Council in respect of -
(A)  the grant of licences;

(B)  any conditions to which any licence, or class of

licence, may be subject;

(© establish a committee, to be called in English the “Investigation

Committee” and in Chinese F%jg‘, =3 F[[Ff , to conduct an investigation

into any matter which may give rise to the Council exercising any of its

powers under section 25(1), (2) or (3) or 27 of this Ordinance.

7. Chairpersons of committees

The chairperson of a committee shall be appointed from amongst members of the

committee who are also members of the Council.
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PART 3

PROVISIONS OF SCHEDULE NOT SUBJECT TO DELEGATION

8. Council not to delegate certain functions
and powers
The Council shall not delegate under section 9(1) of this Ordinance any functions or

powers imposed or conferred on it under section 5 or 6.

SCHEDULE 2 [s. 45]
CONSEQUENTIAL AMENDMENTS

Administrative Appeals Board Ordinance

1. Schedule amended

The Schedule to the Administrative Appeals Board Ordinance (Cap. 442) is amended

by adding -
“37. Human Reproductive €)) A determination of the Council on
Technology Ordinance Human Reproductive Technology
( of 1998) referred to in section 26(5) to which

section 26(6) applies.
(b)  The suspension of a licence under

section 27.”.
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Sex Discrimination Ordinance

Further exceptions to this Ordinance
Schedule 5 to the Sex Discrimination Ordinance (Cap. 480) is amended -
@ in Part 1, in section 1, by repealing the definition of “reproductive
technology procedure” and substituting -

“ “reproductive technology procedure” (% Ji%[§4Ad7~) has the

meaning assigned to it by section 2 of the Human
Reproductive Technology Ordinance ( of 1998).”;

(b) in Part 2, in column 3 of item 4, by repealing “ % ?J and substituting

AT

Personal Data (Privacy) Ordinance

Section added
The Personal Data (Privacy) Ordinance (Cap. 486) is amended by adding -
“63A.Human embryos, etc.

(1) Personal data which consist of information showing that an identifiable
individual was, or may have been, born in consequence of a reproductive technology
procedure within the meaning of the Human Reproductive Technology Ordinance ( of
1998) are exempt from the provisions of data protection principle 6 and section

18(1)(b) except so far as their disclosure
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under those provisions is made in accordance with section 30 of that Ordinance.

(2)  Where a data access request relates to personal data which are or, if the
data existed, would be exempt from section 18(1)(b) by virtue of subsection (1), then
the data are also exempt from section 18(1)(a) if the interest protected by that
exemption would be likely to be prejudiced by the disclosure of the existence or non-

existence of the data.”.

Explanatory Memorandum
The object of this Bill is to -
@ regulate, by means of licensing -
Q) the provision of reproductive technology procedures;
(i) the conducting of embryo research; and
(iii) the handling, storing or disposing of a gamete or embryo
used in connection with a reproductive technology
procedure or embryo research; and
(b) regulate surrogacy arrangements, in particular to make it unlawful to

negotiate such arrangements on a commercial basis.

Part |
Preliminary
(clauses 1 and 2)
2. Clause 2 defines the terms used in the Bill. In order to ascertain the range of

activities which may not be carried on except pursuant
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to a licence granted under the Bill, the definition of “relevant activity” in clause 2(1) needs to
be read in conjunction with clause 11 and the definitions of “reproductive technology
procedure” and “embryo research” in clause 2(1). The definition of “surrogacy arrangement”
in clause 2(1) needs to be read with the definition of “surrogate mother” in that clause and

with clause 2(4) in order to be fully understood.

Part I
Establishment, Functions and Powers of Council on
Human Reproductive Technology
(clauses 3 to 10)
3. Clause 3 establishes the Council on Human Reproductive Technology (“the Council”)
and provides for its membership to be drawn from a wide cross-section of the community. It
should be noted that neither the Chairperson nor deputy Chairperson of the Council may be a
registered medical practitioner (clause 3(2)(a) and (b)). Clause 3 needs to be read in
conjunction with Part 1 of Schedule 1, as that Part sets out further provisions relating to the
membership of the Council.
4. Clause 4 sets out the general functions and powers of the Council, which include the
provision of information to the Secretary for Health and Welfare, to licence holders and
potential licence holders, to persons for whom a reproductive technology procedure is or is to
be provided and to persons providing or to provide gametes or embryos for the purposes of a
reproductive technology procedure or surrogacy arrangement (clause 4(1)(a) and (c)).
5. Clause 5 empowers the Council to set up committees for the better performance of its
functions and exercise of its powers. Persons who are not members of the Council may be

appointed to be members of a
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committee. Clause 5 needs to be read in conjunction with Part 2 of Schedule 1, as that Part
requires the Council to set up an Ethics Committee, an Inspection Committee and an
Investigation Committee within 6 months after the relevant provisions of that Schedule come
into operation. It should also be noted that that Part requires that the chairperson of any
committee must be a member of the Council. Clause 6 relates to the functions and powers
that may be performed or exercised by a committee.

6. Clause 7 requires the Council to maintain a code of practice giving guidance on the
conduct of activities governed by the Bill and the proper discharge of the functions of persons
to whom licences apply. The code must include guidance about the account to be taken of
the welfare of children who may be born as a result of a reproductive technology procedure.
The code may be revised from time to time, and must be published. Clause 8 provides that
although failure to observe provisions of the code of practice will not in itself be an offence
the Council may take into account breaches of the code in considering such matters as
whether licences should be varied or revoked.

7. Clause 9 empowers the Council to delegate certain functions and powers to
committees, members of the Council or designated public officers (see the definition of
“designated public officer” in clause 2(1) as read with clause 2(10)).

8. Clause 10 requires the Council to issue authorized persons (see the definition of
“authorized person” in clause 2(1)) with certificates as evidence that they are authorized
persons. An authorized person is required to produce the certificate if requested to do so

when exercising any power under the Bill.
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Part 111
Prohibitions
(clauses 11 to 18)
9. Clause 11 prohibits the carrying on of any relevant activity except pursuant to a licence
issued by the Council under the Bill.
10.  Clause 12 prohibits the donation of gametes by persons for the purposes of a surrogacy
arrangement except where those persons are married and to whom any child carried pursuant
to the arrangement will be given. (However, it should be noted that the clause does not
prejudice the operation of the Parent and Child Ordinance (Cap. 429), including section 12
thereof). In effect, the clause is providing that the persons who propose to be regarded as the
parents of that child are required to be both married and the donors of the gametes - that is,
they are the genetic parents of the child.
11.  Clause 13 sets out the activities that are prohibited in relation to embryos, including
the use of a reproductive technology procedure to cause the sex of an embryo to be selected
except where the selection is for the purpose of avoiding a severe sex-linked genetic disease
which may prejudice the health of the embryo. Clause 13 also prohibits the provision of a
reproductive technology procedure to persons who are not the parties to a marriage except in
the circumstances specified in regulations made under clause 42(2)(e). Clause 14 prohibits
commercial dealings in gametes, embryos and fetal ovarian tissue and fetal testicular tissue for
the purposes of any reproductive technology procedure, embryo research or surrogacy
arrangement. Clause 15 prohibits any person to, inter alia, make or receive any payment for

negotiating the making of a surrogacy arrangement. Clause 16 provides
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that no surrogacy arrangement is enforceable by or against any of the persons making it.

12.  Clause 17 puts it beyond doubt that a licence cannot authorize the carrying on of any
activity prohibited by clause 12, 13, 14 or 15. Clause 18 provides that a person (for example,
an employee of a licence holder) who has a conscientious objection to participating in a

relevant activity authorized by a licence is not, for that reason, under a duty to do so.

Part IV
Licences
(clauses 19 to 29)

13.  This Part relates, inter alia, to the grant, revocation and suspension of licences.
14.  Clause 21 sets out the procedure for the grant of a licence. Applications must
designate a person under whose supervision the activities to be authorized by the licence are
to be carried on and specify the premises in which those activities are to be carried on. That
person cannot be the applicant (clause 21(2)(a)). The Council must be satisfied, among other
things, that the person is qualified to supervise the activities to be licensed and that the
premises are adequate. Licences may be renewed on the same basis on which they are
granted (clause 24).
15.  Clause 22(1) describes the duties of the person under whose supervision the licensed
activities are carried on (“the person responsible”). Clause 22(2) describes the duty of the

licensee under the licence. Clause 23 provides for the period of validity of a licence
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(3 years or such lesser period as may be specified by the Council in the licence).

16.  Clause 25 specifies the grounds on which the Council may vary or revoke a licence.
These include the giving of false information in the application, the failure of the person
responsible to discharge his duties, and the fact that the premises are no longer suitable. The
Council may also revoke a licence or vary its terms if there has been a material change in
circumstances. The Council may vary a licence to make a different person responsible if
satisfied that that other person is suitable.

17.  Clause 26 sets out the procedures to be followed for granting, refusing, varying or
revoking licences.

18.  Clause 27 enables licences to be suspended if there are reasons to suspect that there are
grounds for revocation and the Council is of the opinion that the licence should be suspended
immediately.

19.  Clause 28 requires the person responsible under a licence to display it or a copy thereof
in the premises to which the licence relates. Clause 29 empowers the Council to issue a

replacement licence where the original has been lost, defaced or destroyed.

Part V
Access to information
(clauses 30 to 33)
20.  Clause 30 requires the Council to keep information in a register (“Register A”) where
reproductive technology procedures involve donated gametes or donated embryos, and
regulates circumstances under which information may be disclosed. A person may on

application be
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given information to be specified in regulations to be made under clause 42.

21.  Clause 31 provides for restrictions on the disclosure by authorized persons of
information contained or required to be contained in Register A or which is otherwise
confidential.

22.  Clause 32 empowers a court in certain proceedings to make an order requiring the
Council to disclose specified information in Register A.  However, the court may only
exercise this power in the interests of justice and after taking account of any representations
made by any individual who may be affected by the disclosure.

23.  Clause 33 requires the Council to provide certain information to the Registrar under

the Births and Deaths Registration Ordinance (Cap. 174) upon his request.

Part VI
Enforcement and offences
(clauses 34 to 37)
24.  Clauses 34 and 35 provide for powers of entry and inspection by authorized persons in
relation to licensed premises, and other premises where there are reasonable grounds to
suspect that an offence against the Bill is being, or has been, committed.
25.  Clause 36 provides for offences against the Bill and the penalties therefor. The
defences at clause 36(6) and (7) should be noted. Clause 36(8) makes a licensee guilty of the
same offence as the person responsible unless the licensee shows the offence was committed
without his consent or knowledge. Clause 37 provides that the consent of the Secretary for

Justice is required for the institution of proceedings for an offence against the Bill.
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Part VII
Miscellaneous
(clauses 38 to 45)
26.  Clause 38 provides that persons aggrieved by certain decisions of the Council under
the Bill may appeal to the Administrative Appeals Board.
27.  Clause 39 empowers the Council to specify forms for the purposes of the Bill.
Clause 40 provides for the service of notices under the Bill. Clause 41 empowers the
Financial Secretary to make regulations prescribing the fees to be paid to the Council in
respect of applications for licences and the provision of services or facilities connected with
licences. Clause 42 sets out the regulation-making powers of both the Secretary for Health
and Welfare and the Council. Clause 43 empowers the Secretary for Health and Welfare to
amend Schedule 1. Clause 44 provides for transitional provisions in the case of persons
lawfully carrying on any relevant activity in any premises before the commencement of clause
11. Clause 45 and Schedule 2 provide for the consequential amendments necessitated by the

Bill.



