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Hong Kong

Dear Mr POON,
Human Organ Transplant (Amendment) Bill 1999

I refer to the Human Organ Transplant (Amendment) Bill 1999 (the Bill)
published in the Gazette on 8 January 1999 and introduced into the Legislative
Council (the LegCo) on 13 January 1999.

The Board appreciates the government's quick action and determination
in amending the Human Organ Transplant Ordinance (the Ordinance) to cater
for situations where the recipient is incapable of receiving interviews and
understanding the explanation as required under the Ordinance. In response to
the proposed amendments and the Amendment Bill, the Board held meetings
on 29 December 1998 and 15 January 1999 to discuss the subjects respectively
hoping that its views could be reflected to the Administration as soon as
possible. The Board would like to thank you and Mr Clement Lau for attending
the meetings to listen to the Board's views. It also has pleasure in setting out
below the views or concerns expressed and hopes that the government and the
LegCo would take them into consideration before enacting the Amendment
Ordinance.

The marital requirement

Section 5(1)(ii) of the Ordinance permits a transplant between living
persons without the approval of the Board where the person into whom the
organ is to be transplanted is, at the time of the transplant, the spouse of the
person from whom the organ is removed and the marriage has subsisted for not
less than three years. At present, there is no restriction upon how it is to be
ascertained either that the two persons are married or that the marriage has
subsisted for not less than three years.

It has been proposed to add section 5(2A) to specify that the marital
requirement must be established by a means prescribed by the Board by
regulation. In this respect, the Board has grave concerns that the amendment
may not assist the medical practitioner to establish the fact of the marriage and
its duration, it will merely restrict him as to what evidence he can consider.
Moreover, it is not clear whether
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"the fact of the relationship” which is to be established by prescribed means is
limited to establishing that there is a valid marriage or whether this extends to
determining that the marriage subsists, and has done so for not less than three
years. If it is limited to merely establishing the fact of a marriage, the possibly
major problem, so far as the registered medical practitioner is concerned, of
how to determine that the marriage still subsists, still exists. Even with the
amendment, even if the medical practitioner believes he has established the
relationship, its duration and its subsistence by the prescribed means, if in fact
the relationship does not exist there remains the possibility that an offence
contrary to section 5(1) will be committed.

From the experience of establishment of genetic relationship by
medical practitioners based on means prescribed in the Regulation by the
Board, there have been concerns that the means prescribed have restricted the
ways the medical practitioners can establish the genetic relationship. The
Board is in fact considering to widen the means of establishing genetic
relationship by making reference to some established procedures of
interviewing patients by professionals to provide greater flexibility in this
respect. There are also comments from the medical profession that it would be
very difficult to prove the "subsistence” of marriage. It would therefore leave
more leeway as to how the subsistence of marriage is to be satisfied by not
requiring the proof of the relationship to be established by prescribed means.

If the new subsection 5(2A) is to be added, then the Board wishes to be
advised as to what the draftsman has in mind as to what information will be
supplied in accordance with such regulations. It is noted that the penalty under
section 36 of the Crimes Ordinance, Cap 200, of making a false statutory
declaration is more severe than that proposed in section 5(8) and that there is
no provision similar to the proposed section 5(8) in relation to the regulations
made for the determination of a genetic relationship.

The recipient incapable of understanding

The proposed sections 5(6A) and (6B) specify the circumstances in
which an organ transplant may still be made notwithstanding the fact that the
recipient is, for certain specified reasons, incapable of understanding the
explanation required to be given to him under section 5(4)(c). The Board is in
support of an amendment that would allow transplants for comatose patients be
carried out.

Nevertheless, the Board would like to point that the proposed
amendments have not addressed an issue that the Board has previously raised,;
which it feels is a matter of great importance which needs to be addressed and
not go by default. This is the issue of the recipient's wish to have the organ
from the intended donor transplanted into him. Whilst the recipient may not
have been able to receive the necessary explanations and interviews he may
have indicated as to whether he would be agreeable to having a transplant; he
may have strong objections - either to transplants in general or to a particular
transplant from a particular donor. How is the Board, in the case of an
application for a non-related transplant, or the doctor, in the case of a related
transplant, to approach this issue?

Under the present proposals, the Board is concerned that the proposed
amendments will change the spirit of the Ordinance of requiring the consent of
the recipient, but only insofar as recipients who are not capable of
understanding the procedure. It is concerned that it will have to operate under
two systems, one for ordinary cases, where the original spirit of the Ordinance
will apply, and one for recipients who are not capable of understanding the
procedure, where the original
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spirit of the Ordinance will no longer apply. This is because it would appear
that under the proposed amendments the recipient's views could not and need
not be taken into account.

In addition to changing the original spirit of the Ordinance, the
amendments may also affect the common law principle as to when a doctor
may lawfully operate on an adult patient. It is understood by the Board that the
next of kin of a patient, who is physically and mentally capable of exercising a
choice but who is not in a position to make such a decision because he is
unconscious, has no legal right to consent to or refuse to consent to medical
treatment on behalf of a patient. It is also understood by the Board that at
common law a doctor cannot lawfully operate on an adult of sound mind who
has decided to refuse to accept medical treatment. On the face of it the
proposed amendments may be changing the common law - the Board in the
case of an application for a non-related transplant will not need to take the
recipient's views into account when deciding whether to grant approval; the
doctor in a related transplant will similarly not be bound.

Whilst the Board has received legal advice on these matters and has a
certain understanding of the principles involved, it is no expert in this area. It is
concerned that it should be apparent that these matters have been considered
and that the legislators have been made aware of the issues. It is important that
the common law is not changed by default. It is important, in order to prevent
future legal argument, that it is made clear whether this is the intent.

The burden of proof

During the discussion, the Board raised its concern with you as to the
burden of proof and asked you to clarify whether it was the intention of the
Ordinance that the Board would be required to perform an investigative role in
carrying out its duties under the Ordinance. You have advised that when an
application is submitted to the Board for consideration, the burden of proof
does not rest with the Board which should, on the basis of information or
evidence submitted to it, determine whether the criteria required by the
Ordinance have been met. The Board can seek more information or evidence
but is not required to verify or investigate as to whether the information
submitted is correct. The Board notes and accepts this advice.

Other amendments

Section 5(7) is being amended to clearly restrict the penalty under that
subsection to the offence under section 5(1) - of removing or transplanting an
organ between living non-related persons without the Board's approval. It
remains no offence for a person to breach section 5(6). It is not an offence for
him to remove an organ intended for a recipient who is incapable of giving
consent.

The Board also notes that whilst the practitioner who removes the organ
commits no offence for breach of section 5(6), or for not ensuring that section
5(6A) is complied with, the registered medical practitioner who transplants the
organ commits an offence under section 5(9) if he does so without having the
copy certificates submitted to him or if he fails to submit copies of them and of
the required medical report to the Board within 30 days of the transplant. There
therefore appears to be a disparity that may need to be addressed.

While the addition of section 5(8) will make it an offence for a person
to knowingly or recklessly supply information or make a certification which is
false or
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misleading in a material respect "in purported compliance™ with either
regulations made for the purposes of section 5(2A) or section 5(6A), there is no
similar offence for a person to supply information which is false or misleading
in a material respect in compliance with regulations establishing genetic
relationship.

Your attention is also drawn to the need of amending Form 1 of the
Human Organ Transplant Regulation or creating a new form to enable the
informant to declare that section 5(6A) was complied with when section 5(4)(c)
was not. To tie in with the enactment of the Amendment Bill and the
amendments to the Forms as prescribed in the Regulation, drafting of such
amendment to the Forms has to be done in parallel. If the Forms are not ready
at the time the proposed section 5(6A) comes into operation, the persons who
are required to supply information under section 6 of the Ordinance will be
unable to comply with the regulations and the proper records will not then be
kept. Please confirm that drafting instructions have been given to the Law
Draftsman in this regard. If the Board is required to do anything further, please
advise.

We hope that the above views will assist the discussion of the
government and the LegCo on the Bill.

With best regards,

Yours sincerely,

(Ms Fausta NQ)
Secretary, Human Organ Transplant Board
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CHAPTER 465

HUMAN ORGAN TRANSPLANT

An Ordinance to prohibit commercial dealings in human organs intended for
transplanting, to restrict the transplanting of human organs between
persons who are not genetically related, to regulate the importing of
human organs intended for transplanting and for supplementary purposes
connected with those matters. :

{section 3 : 15 February 1996] L N. 77 of 1996

1. Short title and commencement

(1) This Ordinance may be cited as the Human Organ Transplant

Ordinance.
(2) This Ordinance shall come into operation on a day to be appointed

by the Governor by notice in the Gazette.

2. Interpretation
In this Ordinance, unless the context otherwise requires— :

“board” (&M A) means the Human Organ Transplant Board established by
section 3;

“organ” (3¥7) means any part of the human body consisting of a structured
arrangement of tissues which, if wholly removed, cannot be regenerated

[\ by the body, and includes part of an organ;
> “payment” ({1#) means payment in money or money’s worth but does not
ke include any payment for defraying or reimbursing—

(a) the cost of removing, trunsporting or preserving the organ to be
supplied; or

(b) any expenses or loss of earnings incurred by a person and
attributable to his supplying an organ from his body.
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[

(1) Subject to subsection (3), a person is guilty of an offence if he—
(@) removes from a living person an organ intended to be
transplanted into another person; or
(b) transplants an organ removed from a living person into another
person,
unless the person into whom the organ is to be or, as the case may be, is
transplanted—
(i) is genetically related to the person from whom the organ is
removed; or
(i) is, at the time of the transplant, the spouse of the person from
whom the organ is removed and the marriage has subsisted for
not less than 3 years.
(2) For the purposes of this section a person is genetically related to—
(a) his natural parents and children;

(b) his brothers and sisters of the whole or half blood;
(c) the brothers and sisters of the whole or half blood of either of his
natural parents; and
(d) the natural children of his brothers and sisters of the whole or
half blood or of the brothers and sisters of the whole or half
o blood of cither of his natural parents,
but persons shall not in any particular case be treated as related in any of those
ways unless the fact of the relationship has been established by such means as
3> may be prescribed by the board by regulation.

(3) A person is not guilty of an offence under subsection (1) if, before an
act referred to in subsection (1)(a) or () is performed, the board has given its
approval in writing.

(4) The board may give its approval under subsection (3) if it is satisfied

that—
(a) the person who has caused the matter to be referred to the board
has clinical responsibility for the donor;
() thedonor has reached the age of—
(i) 18 years; or
(ii) 16 years and is married; .
() a registered medical practitioner, who is not the medical
practitioner who will remove the organ from the donor or
O transplant the donor’s organ into another person, has explained
P r) to the donor and the recipient, and each has understood—
oS (i) the procedure;

(ii) therisk involved; and .
(iii) his entitlement to withdraw consent at any time:

HUMAN ORGAN TRANSPLANT
(AMENDMENT) BILL 1999

Restriction on transpl
i ) ] ants
/\ between living persoll:s*‘i- ‘-

s (2A) Two persons shall not in any particular case be
treated as spouses whose marriage has subsisted for not less
than 3 ycars unless the fact of the relationship has been

established by such means as may be prescribed by the
board by regulation.
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(d) the donor has given his consent to removal of the organ without
coercion or the offer of inducement and has not subsequently
withdrawn his consent; and . .

(e) no payment prohibited by this Ordinance has been, or is intended
to be, made. q

(5) Before giving its approval, the board shall ensure that the donor an
the recipient have cach been interviewed separately by a person whom the
board considers to be suitably qualified to conduct such. an n;ncrwew and !he
person has reported to the board on the donor's and recipient’s understanding
of the matters contained in subscction (4)(c) and (d). . 4 be
(6) Before removing from a living person an organ mlendeh to 2
transplanted into another person, the person removing it shall, where h c:
approval of the board is not required under subsection (3), satisfy hm.lesslf t ;
the requirements referred to in subsection (4)(b) to (e) have been complied with.

A

996

A (ins

(6A) Notwithstandiﬁg ' subsections (4)(c) and (5)
ofar as it relates' to subsection (4)(c)) or, as the case may
be, subsection (6) (insofar as it relates to subsection (4)(c))

in the case, but only in the case, of the recipient—

(@)
®)

the board may give its approval under
subsection (3); or .

the person who will remove from a living
person an organ intended to be transplanted
into another person where the approval of the
board is not required under subsection (3)
may remove the organ,

if the board or person, as the case may require, is satisfied

that-—

(i) a registered medical practitioner, who is not

(i)

(iii)

the medical practitioner who will remove the
organ from the donor or transplant the
donor’s organ into another person, has
certified in writing that the recipient is
incapable of understanding any explanation
as mentioned in subsection (4)(c) by reason
of—

(A) his suffering any illness;

(B) his being a minor;

(C) his being a patient or a mentally
handicapped person, within the meaning
of the Mental Health Ordinance (Cap.
136) as read with the Mental Health
(Amendment) Ordinance 1997 (81 of
1997); or

(D) his suffering an impaired state of
consciousness;

a registered medical practitioner, who is not
the medical practitioner who will remove the
organ from the donor or transplant the
donor’s organ into another person, has
certified in writing that it would not be in the
best interests of the recipient to wait until he
is capable of wunderstanding such an
explanation; and

the registered medical practitioner who is to

transplant the organ into the recipient has

kept a medical report in writing stating the
reason why subsection (4)(c) cannot be
complied with in respect of the recipient.

(6B) Where subsection (6A) is applicable—

(a)

in the case of subsections (4)(c) and (5), the
board shall not give its approval under
subsection (3) (and without prejudice to the
operation of subsections (4) and (5) to the

000002
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extent that subsection (6A) is not applicable)
unless there has been submitted to it copies of
the certificates concerned required under
subsection (6A)(i) and (ii) and a copy- of the
report concerned required under subsection
. (6A)iii);
- (b) in the case of subsection (6)—

(i) the registered medical practitioner whois "'
to transplant the organ into the recipient
concerned shall not do so until there has
been submitted to him copies of the
certificates required under subsection
(6A)(i) and (ii) in respect of the recipient;

(ii) the registered medical practitioner who
has transplanted the organ into the
recipient shall, not later than 30 days
after the transplant or within such longer
period as the board, on application, may
allow, submit to the board copies of the
certificates required under subsection
(6A)() and (ii) and a copy of the report
required under subsection (6A)(iii) in
respect of the recipient. '

: ‘ \ (7) A person guilty of an offence undé:gé'o-bw&Mhall be liable upon a /]\ bsecti )
first ot_:)nvict?:n to a fine at level S and to imprisonment for 3 months and upon subsection (1)

a subsequent conviction to a fine at level 6 and to imprisonment for 1 year.
(8) Any person who in purported compliance with—
[j (a) -regulations . made for the purposes of
j> subsection (2A); or

(b) subsection (6A),
knowingly or recklessly supplies information, or makes a
certification, which is false or misleading in a material
respect is guilty of an offence and is liable upon conviction
to a fine at level 5.and to imprisonment for 3 months.
(9) A registered medical practitioner  who, without
-asonable excuse, fails to comply with subsection (6B)(b)X(1)
- (ii) shall be guilty of an offence and is liable upon
cenviction to a fine at level 5.7

498
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6. Information about transplant operations

(1) The board may by regulation require such persons as may be
prescribed to supply prescribed information to it with respect to transplants
that have becn or are proposed to be carried out using organs removed from
dead or living persons.

(2) The board shall keep a record of information supplied to it in
pursuance of the regulations made under this section.

*  (3) Any person who—
(a) without reasonable excuse fails to comply with regulations made
under this section; or
(b) in purported compliance with regulations made under this
section, knowingly or recklessly supplies information which is
false or misleading in a material respect,
is guilty of an offence and is liable upon conviction to a fine at level 5 and to
imprisonment for 3 months.

7. Information required for imported organs

(1) Where a human organ is imported for the purpose of transplanting it *

into a person in Hong Kong, it must be accompanied by a certificate which is
signed by a person in the country of origin who is acceptable to the board and
which contains the following—

(a) astatement that, in obtaining the organ, all applicable laws of the
country of origin were complied with;

(b) a statement that the source of the organ was not infected with
any disease that could be transmitted to the recipient of the organ
through transplanting;

(c) astatement that the organ was removed in a hospital in which the
government of the country of origin has authorized organs to be
removed for transplanting; )

(d) a statement that no person in the country of origin made or
received a payment for supplying the organ;

(e) such other information as the board may, by regulation, require
to be supplied, and the board may require different information
to be supplied for different organs.

(2) The person who is to transplant the organ into a person in Hong
Kong shall, before transplanting it, supply the certificate to the board.

(3) If the certificate does not accompany the organ, no person shall
transplant it into a person in Hong Kong until such a certificate has been
obtained and supplied to the board.

(4) A person who contravenes subsection (2) or (3) is guilty of an offence
and is liable upon conviction to a fine at level 5 and to imprisonment for 3 months.
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8. Limitation of time for proceedings . . 8. BRER{TIRIEMIFARR
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