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New Committee Stage Amendments added — Explanatory Note

Purpose
This note explains the new committee stage amendments added

after the Bills Committee meeting of 14 June 2004.

The new S.(3)(2)

2. The Hon. Sophie LEUNG proposed at the Bills Committee
meeting held on 14 June that the functions of the Human Organ
Transplant Board should be clearly spelled out. The Administration
agreed. This new subsection is added for the purpose of clearly stating

the functions of the Human Organ Transplant Board.

Thenew S.7(H)(2)

3. We propose to add this new subsection to put it beyond doubt
that the Director of Health has to take into consideration and address the
reasons given by the Appeal Board for remitting the decision to him for

reconsideration.

Thenew S.7(1)(2), (2) and (3)

4, We propose to state clearly in these subsections that the members
of the Panel should not be public officers so that it is, and is seen to be,
independent of the executive and the parties. This is in line with the

spirit of Article 10 of the Hong Kong Bill of Rights. To avoid doubts



about the status of registered medical practitioners employed by the
Hospital Authority who are employees of a publicly-funded subvented
organization, we also propose to make it clear that this group can be
appointed to be members of the Panel. We believe that this would
enable a larger pool of registered medical practitioners who have
expertise in various specialties to be appointed to the Panel and would in
turn enable the Appeal Board to possess the requisite expertise when

dealing with appeals.

Health, Welfare and Food Bureau
17 June 2004



PROPOSED COMMITTEE STAGE AMENDMENTS
TO
HUMAN ORGAN TRANSPLANT (AMENDMENT) BILL 2001

[Shown in revision mode on the Gazette version of the Bill]



A BILL
To

Amrend the Human Organ Transpl ant Ordi nance.

Enacted by the Legislative Council.

1. Short title and commencenent
(1) This Odinance may be cited as the Human Organ
Transpl ant (Amrendnent) O di nance 2001.

(2) This Odinance shall conme into operation on a day to be

appoi nted by the Secretary for Health-and\Velfare, Wl fare and

Food by notice published in the Gazette.

2. Long title anmended

The long title to the Human Organ Transpl ant O di nance (Cap.
465) is anmended by repealing “persons who are not genetically
related, to regulate the inporting of human organs intended for
transpl anting” and substituting “living persons and the

transpl anting of inported human organs,”

2A. Part headi ng added

The following is added i mmedi ately before section 1 —

“PART 1

PREM_I M NARY” .
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3. Interpretation

Section 2 is anended -

(a) by repealing the definition of

substituting —

[ Or gann (%%;—EI—») _

Page

“organ” and

(a) neans, except in relation to

sections 5 to 7 -

(i)

(i)

(iii)

any human bodily part

whi ch —

(A) consists of a
structured
arrangenent of
ti ssues; and

(B) if wholly
renoved, cannot
be regenerated
by the body;

any human bodily part

specified in the

Schedul e; or

any structured

arrangenent of

ti ssues formng part

of any human bodily

part nmentioned in
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subpar agraph (i) or
(ii);
(b) neans, inrelation to sections
5to 7 -

(i) any human bodily part
mentioned in
paragraph (a)(i) and
not specified in the
Schedul e; or

(1i) any structured
arrangenent of
tissues formng part
of any human bodily
part nmentioned in
subpar agraph (i);”;

(b) in the definition of “paynent” —
(i) 1in paragraph (a), by repealing “; or” and
substituting a sem col on
(i1) by adding -

“(aa) the adm nistrative cost
incidental to the renoval
transportation or preservation
of the organ to be suppli ed,;
or”;

(c) by adding -
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““ Appeal Board” (;E?iigﬁﬁ) nmeans t he Appea

Board established by section 7G

“Director” (%-<) neans the Director of Health

I

“donor” (¥ A), in relation to an organ,
means the person fromwhomthe organ is,
or is intended to be, renoved;

“function” (F&gE) includes a power and duty;

“perform (#if7), in relation to any function
i ncl udes exerci se and di schar ge;

“recipient” (=W A), inrelation to a donor,
means the person into whom an organ of
the donor is, or is intended to be,
transpl ant ed;

“renmove” (YJks), in relation to an organ,

i ncl udes take out by any nethod;

“restricted organ renoval ” (ZHIEREYK) neans
the act of renoving froma living person
an organ for the purpose of transplanting
it into another person;

“restricted organ transplant” (ZHIEHREZME)
means the act of transplanting into a
person an organ renoved from anot her
person who was living at the tine of the

renoval —_
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“Secretary” (%)) neans the Secretary for

Health, Welfare and Food.”.

3A. Part headi ng added

The following is added i medi ately before section 3 —

“PART 2

HUVAN ORGAN TRANSPLANT BOARD' .

4. Est abl i shnment —nrenbership—and-procedure

and functions of the board

Section 3(2), (3) and (4) is repealed and the foll ow ng
substituted —

“(2) The board has the follow ng functions —

a to give approval to the carrving out of a

restricted organ renoval or a restricted organ

transplant in accordance with the provisions

in this O dinance;

b) to receive any information and docunents that
by this Ordinance are required to be submtted
or supplied to the board;

(c) torequire any information or docunents that

the board may require to be provided under

this Ordinance;

d to keep a record of information supplied to it

in pursuance of the regulations made under

section 6;
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(e)
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to receive and require information and

()

docunents in respect of inported organs in

accordance with section 7;

to make regulation to provide for any matter

(9)

that by this Ordinance is required or

permtted to be prescribed by the board;

to performany other functions that the board

Sections added

is required or permtted to performunder this

O di nance.”

The followi ng are added —

“3A. Constitution of the board

(21) The Secret ary—for—Health—and\Welfare shall appoint

9 substantive menbers to the board as foll ows —

(a)

(b)

(c)

(d)

(e)

a chairman, who shall not be a registered

medi cal practitioner;

a vice-chairman, who shall not be a registered
medi cal practitioner;

4 nmenbers fromthe nedical sector, all of whom
shal |l be registered nedical practitioners;

1 nmenber fromthe social work sector, who

shall be a registered social worker;

1 menber fromthe | egal sector, who shall be a

legally qualified person; and
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(f) 1 nenber fromthe non-nedical sector, who
shal |l not be a registered nedical
practitioner.

(32) The Secretary—for—Health-andWelfare shall also
appoi nt a panel consisting of —

(a) 8 nenbers fromthe nedical sector, all of whom
shal | be registered nedical practitioners;

(b) 2 nmenbers fromthe social work sector, both of
whom shal | be registered social workers;

(c) 2 nmenbers fromthe | egal sector, both of whom
shall be legally qualified persons; and

(d) 2 nenbers fromthe non-nedi cal sector, neither
of whom shall be a registered nedica
practitioner.

(43) The Secretary—for—Health—and\Welfare shall publish
in the Gazette notice of every appoi ntnment nmade under
subsection (21) or (32).

(54) The substantive nenbers of the board and the panel
menbers shall be appointed on such ternms and for such period
as the Secretary—fer—HealthandWelfare shall specify on
appoi nting them

(65) If a substantive nmenber froma particular sector is
unabl e to performhis functions during any period, the board
may, according to its procedure, appoint a panel nenber from
that sector to act as a substitute for that substantive
menber in the board during that period, except that the panel

menber shall not -




Cl ause Page
(a) be regarded as a substantive nenber nentioned
in subsections (#6), (87) and (98); or
(b) participate in the making of any regul ati on by
t he board under this Ordinance.

(#6) If the chairman of the board is unable to perform
his functions during any period, the follow ng person shal
act as chairman during that period —

(a) the vice-chairman of the board; or

(b) if the vice-chairman is unable to act as
chai rman during that period, a person who
conplies with subsection (87) and who shal
be —

(i) appointed by the chairman or, if the
chairman has failed to nmake the
appoi ntnent, by the vice-chairnman;
or

(1i) elected by the foll ow ng persons

anong thenselves if both the

chai rman and the vice-chai rman have

failed to nmake the appointnent —

(A all remaining substantive
menbers in the board; and

(B) any panel nenber who is for the
time being acting as a
substitute in the board under

subsection (65).
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(87) For the purpose of subsection (#6)(b), a person who
is to act as chairman of the board -

(a) shall not be a registered nedical
practitioner; and

(b) shall be a substantive nmenber of the board
unl ess all remaining substantive nenbers in
the board are registered nedical
practitioners, in which case that person may
be a panel nenber who is for the tinme being
acting as a substitute in the board under
subsection (85).

(98) If a substantive nenber froma particular sector is
acting as chairman of the board during any period, the board
may, according to its procedure, appoint a panel nenber from
that sector to act as a substitute for that substantive
menber in the board during that period.

(269) The Secretary—for—Health—and\elfare shall appoint
to the board a secretary and a | egal adviser on such terns
and for such period as the Secretary—for—Healthand \Velfare

shal | specify on appointing them

3B. Procedure of the board

+3—The board may determ ne its own procedure, whether
to be followed in general situations or in a particular case,
but the procedure shall not be inconsistent with any
provision in this Odinance or in any regul ati on nade under

this O di nance.
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3C. Applicaton of Part VIl of the Interpretation
and Ceneral C auses O dinance
to the board and panel

2y—Part VII of the Interpretation and General C auses
Ordinance (Cap. 1) applies to the board and the panel, and to
appoi ntnents to the board and the panel, except in so far as
that Part is inconsistent with any provision in this

Ordi nance or in any regul ati on made under this O dinance.”.

4B. Part headi ng added

The following is added i mmedi ately before section 4 —

“PART 3

PROH BI TI ON OF COMVERCI AL DEALI NGS
[N HUVAN ORGANS’.

5. Sections substituted
Section 5 is repealed and the follow ng substituted —
“PART 4

RESTRI CTI ONS ON ORGAN TRANSPLANTS
BETWEEN LI VI NG PERSONS

=5. Restrietionon—Ofences in relation to
organ transpl ants between |iving persons

(1) Except as provided in section 5A(1), 5B(1) or
5C(1), no person shall carry out a restricted organ renova
or arestricted organ transpl ant.

(2) A person who contravenes subsection (1) commts an

offence and is liable -
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(a) on a first conviction, to a fine at level 5
and to inprisonnent for 3 nonths; and
(b) on a subsequent conviction, to a fine at |evel

6 and to inprisonnment for 1 year.

5A. Organ transpl ants between spouses
or genetically rel ated persons

(1) A registered nedical practitioner may carry out a
restricted organ renoval or a restricted organ transplant or
both if he is satisfied that —

(a) the recipient of the organ concerned —
(1) 1is genetically related to its
donor; or
(i) 1is, at the tinme of the transpl ant,
t he spouse of the donor and their
marri age has subsisted for not |ess
than 3 years; and
(b) either -
(1) all the requirenments in section 5D
are conplied with; or
(ti) all the requirenents in section 5D
are conplied wth except that the
requi renent in section 5D(1)(d) is
wai ved i n accordance with section
5E
(2) For the purpose of this section, a person is

regarded as genetically related only to —
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(a) his natural parents and natural children

(b) his siblings of the whole or half bl ood,

(c) the siblings of the whole or half bl ood of
either of his natural parents; and

(d) the natural children of any of the siblings
mentioned in paragraphs (b) and (c).

(3) Two persons shall not be regarded as genetically
related in any of the ways described in subsection (2) unless
the fact of that relationship has been established by such
means as may be prescribed by the board by regul ati on.

(4) For the purpose of this section, two persons shal
not be regarded as spouses whose nmarri age has subsisted for
not less than 3 years unless the fact of that relationship
has been established by such neans as may be prescribed by
t he board by regul ati on.

(5 If aregistered nmedical practitioner who intends to
carry out a restricted organ transplant under subsection (1)
is satisfied that the requirenent in section 5D(1)(d) is
wai ved in accordance with section 5E he shall -

(a) ensure that he has received a copy each of the
certificates nentioned in section 5E(1)(a) and
(b) before he carries out that transpl ant;

(b) wthin 30 days after the transplant, or within
such | onger period as the board on application
may allow, submt to the board —

(i) a copy each of those certificates;

and
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(ii) a copy of the nedical report
mentioned in section 5E(1)(c); and
(c) provide the board with any further information
that it nmay reasonably require.

(6) Any person who, in purported conpliance with any
regul ati on made for the purpose of subsection (3) or (4),
supplies information that he knows to be false or m sl eading
in a material respect, or recklessly supplies information
that is false or msleading in a material respect, commts an
offence and is liable on conviction to a fine at level 5 and
to inprisonnment for 3 nonths.

(7) A registered nedical practitioner who, wthout
reasonabl e excuse, fails to conply with subsection (5)
commts an offence and is liable on conviction to a fine at

| evel 5.

5B. Transpl ants invol ving organs
renmoved for donors’ therapy

(1) A reqgistered nedical practitioner may carry out a

restricted organ transplant if he is satisfied that at the

time the organ concerned was renoved fromits donor, it was
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removed for the therapy of the donor and not for transpl ant

into any specific recipient.

(2) Subject to subsection (2A), aA registered nedica
practitioner who carries out a restricted organ transpl ant

under subsection (1) shall -

ca) I oc! R - hat i

| anting it | g
- ;

(a) nmake a declaration in witing to the effect

that -

(i) he has checked the rel ated docunents

before he carried out that

transpl ant ;

(ii) he is satisfied that at the tinme the

organ concerned was renoved fromits

donor, it was renoved for the

therapy of the donor and not for
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transplant into any specific

recipient; and

(iii) to the best of his know edge and

belief, no paynent prohibited by

this Ordi nance has been nmade or is

intended to be nade;

(b) submt that declaration to the board within 30
days after the transplant, or within such
| onger period as the board may on application
all ow; and

(c) provide the board with any further information
that it may reasonably require.

(2A) A reqgistered medical practitioner who carries out a

restricted organ transplant under subsection (1) iS not

required to conply with subsection (2) if the organ concerned

was renmoved fromits donor before the commencenent of this

section.

(2B) In this section, “rel ated docunents” (TP%%¢($), in

relation to a restricted organ transplant, neans —

(a) a certificate i ssued by the reqgistered nedical

practitioner who renoves the organ concerned

fromits donor, certifying that the organ i s

removed for the therapy of the donor and not

for transplant into any specific recipient;

and
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(b) a declaration nade by that practitioner in

witing to the effect that to the best of his

knowl edge and belief, no paynent prohibited by

this Ordinance has been nade or is intended to

be made.

(3) Despite section 13 of the Gaths and Decl arati ons
Ordinance (Cap. 11), the declaration nentioned in subsection
(2) of this section is not required to be made and signed in
t he manner provided by section 14 of that Ordinance.

(4) A registered nedical practitioner who, wthout
reasonabl e excuse, fails to conply with subsection (2)
commts an offence and is |liable on conviction to a fine at
| evel 5.

(5 A registered nedical practitioner who, in purported
conpliance with subsection (2), nmakes a declaration that he
knows to be false or msleading in a material respect, or
reckl essly makes a declaration that is false or msleading in
a material respect, commts an offence and is |iable on a
conviction to a fine at level 5 and to inprisonnent for 3

nmont hs.

5C. Ogan transplants with prior approval
of board

(1) A registered nedical practitioner may carry out a
restricted organ renoval or a restricted organ transplant or

both if the board has given its approval in witing.
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(2) The board may give its approval under subsection

(1) only if it
(a)

(b)

(c)

is satisfied that —

t he proposed operation is referred to the
board for its approval by a registered nedical
practitioner who has clinical responsibility
for the donor concerned;

t he donor has been interviewed, in the absence
of his recipient, by an interviewer, and the
interviewer has reported to the board that the
donor has understood all aspects of the
proposed organ renoval |isted under section
5D0(1)(b) and that the donor has given his
consent as described in section 5D(1)(c); and

subsection (3) or (4) is applicable.

(3) For the purpose of subsection (2)(c), this

subsection is applicable only if -

(a)

(b)

all the requirenents in section 5D are
conplied with; and

the recipient has been interviewed, in the
absence of the donor, by an interviewer, and
the interviewer has reported to the board that
the recipient has understood all aspects of

t he proposed organ transplant |isted under

section 5D(1)(d).

(4) For the purpose of subsection (2)(c), this

subsection is applicable only if -
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(a) all the requirenments in section 5D (except
section 5D(1)(d)) are conplied wth;

(b) the requirenents in subsection (3)(b) and in
section 5D(1)(d) are waived in accordance with
section 5E, and

(c) the follow ng docunents and i nformation have
been submtted to the board -

(1) a copy each of the certificates

mentioned in section 5E(1)(a) and
(b);

(i1) a copy of the nedical report
mentioned in section 5E(1)(c); and

(ti1) any further information that the
board may reasonably require.

(5) For the purposes of subsections (2)(b) and (3)(b) -

(a) an interviewer shall be a person whomthe
board considers to be suitably qualified to
conduct an interview under those subsections
but shall not be the registered nedical
practitioner who nmakes the expl anation under
section 5D(1)(b) or (d); and

(b) the interviewer who interviews the donor under
subsection (2)(b) may but need not be the sane
interviewer who interviews the recipient under

subsection (3)(b).
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requi renents to be satisfied

for purposes of sections 5A and 5C

(1) For the purposes of sections 5A and 5C, the

requirenents in this section are as follows —

(a)

(b)

(c)

(d)

t he donor concerned —has reached the age of 18

years;
{(H—-has—reached-the—age—of18yearsi—or
SR hed tl : I
e
a registered nedical practitioner has, in the
absence of the recipient concerned, explained
to the donor, and the donor has under st ood,
the foll ow ng aspects of the proposed organ
removal -
(i) the procedure;
(1i) the risk involved; and
(ti1) the donor’s entitlenment to wthdraw
consent to that renoval at any tine;
the donor has given his consent to the
proposed organ renoval w thout coercion or the
of fer of inducenent and has not subsequently
wi t hdrawn his consent;
a registered nedical practitioner has, in the
absence of the donor, explained to the
reci pient, and the recipient has understood,
the foll owi ng aspects of the proposed organ

transpl ant —
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(i) the procedure;

(1i) the risk involved; and

(tit) the recipient’s entitlenent to
wi t hdraw consent to that transpl ant
at any tine;

(e) no paynment prohibited by this O dinance has
been made, or is intended to be nade.

(2) The registered nedical practitioner who nmakes the
expl anati on under subsection (1)(b) or (d) shall not be the
regi stered nedical practitioner who is to carry out the
restricted organ renoval or the restricted organ transpl ant.

(3) The registered nedical practitioner who nmakes the
expl anation to the donor under subsection (1)(b) may but need
not be the same regi stered nedical practitioner who nakes the

expl anation to the recipient under subsection (1)(d).

5E. Circunstances in which requirenents

in sections 5C(3)(b) and 5D(1)(d)

are wai ved

(1) The requirenent in section 5D(1)(d) is waived for
t he purpose of section 5A(1)(b)(ii), and the requirenents in
sections 5C(3)(b) and 5D(1)(d) are waived for the purpose of
section 5C(4)(b), if —

(a) a registered nedical practitioner has issued a
certificate certifying that —

(1) the recipient concerned is in fact

i ncapabl e of understanding the
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expl anation required under section
50(1)(d); and

(i) that fact is attributable to one or

nmore of the follow ng reasons —

(A) his suffering any ill ness;

(B) his being a m nor;

(© his being a nentally
i ncapaci tated person within the
meani ng of the Mental Health
Ordi nance (Cap. 136);

(D) his suffering an inpaired state
of consci ousness;

(b) a registered nedical practitioner has issued a
certificate certifying that it would not be in
the best interests of the recipient to wait
until he is capable of understanding the
expl anation required under section 5D(1)(d);
and

(c) the registered nedical practitioner who is to
carry out the restricted organ transplant has
kept a nedical report in witing stating the
reason why the requirenent in section 5D(1)(d)
cannot be conplied wth.

(2) The registered nedical practitioner who i ssues a
certificate under subsection (1)(a) or (b) shall not be the
regi stered nedical practitioner who is to carry out the

restricted organ renoval or the restricted organ transpl ant.
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(3) The registered nedical practitioner who issues a
certificate under subsection (1)(a) in respect of a recipient
may but need not be the sanme regi stered nedical practitioner
who issues a certificate under subsection (1)(b) in respect
of the same recipient.
(4) A registered nedical practitioner who —

(a) in purported conpliance with subsection (1)(a)
or (b), issues a certificate that he knows to
be false or msleading in a material respect,
or recklessly issues a certificate that is
false or msleading in a material respect; or

(b) in purported conpliance with subsection
(1) (c), keeps a nedical report that he knows
to be false or msleading in a materi al
respect, or recklessly keeps a nedical report
that is false or msleading in a materi al
respect,

commts an offence and is liable on conviction to a fine at

level 5 and to inprisonnment for 3 nonths.”.

Part headi ng added

The following is added i mmedi ately before section 6 —

“PART 5

| NFORMATI ON ON ORGAN TRANSPLANTS
REQUI RED BY THE BOARD'.
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6. Section substituted

Section 7 is repealed and the followi ng substituted —

“PART 6

RESTRI CTI ONS ON TRANSPLANTS

OF | MPORTED ORGANS

7. Restrictions on transplants of inported organs

(1) No person shall in Hong Kong transplant an inported

organ into a recipient unless —

(a)

(b)

(c)

(2)

t he person who carries out the transplant is a
regi stered nmedi cal practitioner;

t hat organ, when inported into Hong Kong, is
acconpani ed by a certificate that conplies
with all the requirenents in subsection (2)
except those that have been waived by the
board under subsection (4); and

that registered nmedical practitioner or

anot her person who is acceptable to the board
has supplied the original of that certificate
or a copy of it to the board.

The certificate for an inported organ

mentioned in subsection (1)(b) nust -

(a)

(b)

be signed in the specified place by a person
who is acceptable to the board; and

contain the follow ng -
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(i)

(i)

(iii)

(iv)

(v)

25 -

Page
a statement that, in obtaining the
organ, all applicable |aws of the
specified place were conplied wth;
a statement that, at the tine the
donor of the organ was tested in the
speci fied place, he was not shown to
be infected with any di sease that
was known, at the tine of the
testing, to be transmssible to the
reci pient of the organ through
transpl anti ng;
a statenment that the organ was
removed in a hospital in which the
governnent of the specified place
has aut hori zed organs to be renoved
for transpl anti ng;
a statement that no person in the
specified place nade or received a
paynment for supplying the organ; and
such other information as the board
may, by regulation, require to be

suppl i ed.

(3) For the purpose of subsection (2)(b)(v), the board

may require different information to be supplied in relation

to different organs.
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(4) The board may, by notice in witing, waive any of
the requirenents in subsection (2) in any particular case if

it considers it appropriate to do so in the circunstances.

5 : | rodical - ho_hac_i
| I : I : - hatt

(5) Areqgistered nedical practitioner who, in Hong

Kong, transplants an inported organ into a recipient (“the

transplanting practitioner”) shall -

(a) ensure that the original or a certified true

copy of the certificate nentioned in
subsection (1)(b) is supplied to the board
within 7 working days after the transplant if
a copy of that certificate has been supplied
to the board under subsection (1)(c); and

(b) provide the board with any further information

that it may reasonably require.

(5A) For the purpose of subsection (5)(a), a certified

true copy of a certificate acconpanying an inported organ

shall be a copy certified by the registered nedical

practitioner who inported the organ (“the inporting

practitioner”) to be a true copy of that certificate.

(5B) If the transplanting practitioner of an inported

organ is not its inporting practitioner and a certified true

copy is supplied under subsection (5)(a), the transplanting

practitioner shall —

(a) make a declaration in witing to the effect

that to the best of his know edge and beli ef,
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the certified true copy was certified by the

inporting practitioner; and

(b) submt that declaration to the board within 7

wor ki ng days after the transplant.

(5C) Despite section 13 of the Gaths and Decl arati ons

Ordinance (Cap. 11), the declaration nentioned in subsection

(5B) of this section is not required to be nmade and signed in

the manner provided by section 14 of that O dinance.

(6) A person who, w thout reasonabl e excuse,
contravenes subsection (1)—e+, (5) or (5B) conmmts an offence
and is liable on conviction to a fine at level 5 and to
i mprisonnment for 3 nonths.

(6A) A reqgistered nedical practitioner who, in purported

conpliance with subsection (5B), nmakes a declaration that he

knows to be false or msleading in a material respect, or

recklessly nmakes a declaration that is false or msleading in

a material respect, conmmts an offence and is liable on a

conviction to a fine at level 5 and to inprisonnment for 3

nont hs.
(7) In this section, “specified place” (fg8H#17), in
relation to an inported organ, neans the place outside Hong

Kong where the organ was renoved fromits donor.”.

Secti ons added

The followi ng are added —

“PART 7
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EXEMPTI ON of REGULATED PRODUCTS
FROM THI S ORDI NANCE

7A Exenption of regul ated products

(1) For the purposes of this section —

a “requl ated product” neans a product containin

any structured arrangenent of tissues that —

(i) falls within paragraph (a)(iii) of

the definition of “organ” in section

2: and

ii has been subjected to processin

b “processing”, in relation to any structured

arrangenent of tissues neans any activity
performed on the tissues which alters the

bi ol ogi cal characteristics, function or
integrity of the tissues, but does not include
recovering or preparing the tissues,
preserving the tissues for storage, or
renoving the tissues from storage.

2 This Ordinance shall not apply to a regul ated
product to the extent that it is exenpted by the Director
under this section.

3 The Director may, on application, exenpt a

regul ated product fromthe application of this Ordinance if

he is satisfied —
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(a)

Page

that using the product for transplant purposes

(b)

is safe and has no adverse inpact on public

heal t h;

either that the donor of the tissues concerned

(c)

has given his consent to the renpval of the

tissues for the purpose of producing the

regul ated product w thout coercion or the

offer of inducenent, or that the tissues are

removed for the therapy of the donor;

that no payment has been nmade, or is intended

(d)

to be made to that donor for his supplving the

tissues fromhis body:

that all applicable laws of the place where

(e)

the tissues were obtained or processed have

been conplied with in obtaining and processing

the tissues:; and

that the circunstances and manner in which the

ti ssues are obtained and processed are not

affected by any matter that the Director nmay

consider to be objectionable.

How to apply for an exenption

A person may apply for an exenption in respect of a

regul ated product under this section by submtting an

application to the Director in a formspecified by the

Director.
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(2) A formspecified for the purposes of subsection (1)

may require that —

(a) it be conpleted in a specified way;

(b) specified information be included in or

attached to it; or

(c) it be submtted in a specified manner.

(3) If any requirenent under subsection (2) is included

in the form the formis not properly conpleted unless such

requirenent is complied with

(4) The Director may, by witten notice, require an

applicant to provide, within a reasonable period specified in

the notice, additional information and docunents as are

reasonably necessary to enable the Director to determ ne the

application.

(5) If such a requirenent is not complied with, the

Director may reject the application.

(6) Wien the Director is satisfied that all the

informati on and docunents he requires for determ ning the

application have been subnitted, he shall issue a witten

acknow edgenent to the applicant confirm ng the receipt of

the infornmati on and docunents.

(7)  Any person who, in purported compliance with this

section, supplies information that he knows to be false or

msleading in a material respect, or recklessly supplies

information that is false or msleading in a materi al

respect, commts an offence and is liable on conviction to a

fine at level 5 and to inprisonnent for 3 nonths.




d ause Page

7C. Determ nation of applications for exenption

(1) After considering an application for exenption

under this Part, the Director may decide to approve the

application and grant the exenption or to reject the

application.

(2) The Director shall qgive the applicant witten

notice of the decision by reqgistered post.

(3) In approving an application for exenption, the

Director may -

(a) limt the validity of the exenption to a

specified period; or

(b) grant the exenption only to the applicant, a

specified person or a specified class of

ersons.

(4) The Director may grant the exenption subject to

such conditions as the Director considers appropriate,

including a condition limting the exenption only for a

particul ar occasion or for the purpose of a specified type of

transpl ant.

(5) On the breach of a condition inmposed under

subsection (4), the Director may —

(a) revoke the exenption concerned so that it

shall have no effect either on the breach or

fromsuch date as the Director may

det erm ne
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(b) vary that exenption in such manner as the

Director may determ ne; or

(c) suspend that exenption so that it shall have

no effect for such period or until

conpliance with such conditions as the

Director may determnm ne.

(6) A determ nation under subsection (5)(a), (b) or (c)

may be nmade at the tine the condition concerned is inposed or

br eached.

(7) 1f the Director’'s approval for an application for

exenption under this section is made subject to any condition

i mposed under subsection (4), he shall specify the condition

and the consequence of its breach under subsection (5) in the

witten notice given under subsection (2).

(8) The Director may specify different consequences for

the breach of different conditions under subsection (5). The

Director may specify that a consequence shall apply generally

or to the person who breaches the condition.

(9) If the Director rejects an application for

exenmption under this section, he shall include in the witten

notice given under subsection (2) a statenent setting out the

reasons for his decision.

7D. Director’s power in relation to exenptions granted

(1) At any tine after an exenption has been granted

under this Part, the Director nmay, on such grounds as he

considers appropriate —
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(a) revoke the exenption so that it shall have

no effect fromsuch date as the Director nay

det erm ne

(b) vary the exenption in such manner as the

Director may determ ne; or

(c) suspend the exenption so that it shall have

no effect for such period or until

conpliance with such conditions as the

Director may determn ne.

(2) The Director shall give the person to whomthe

exemption is granted a witten notice of any decision under

subsection (1) by reqgistered post. The notice shall include

a statenent setting out the reasons for the decision.

7E. Reqgi ster of exenptions

(1) The Director shall maintain a reqgister in a form

deternmined by himcontaining details of the exemptions

granted, revoked, varied and suspended under this Part.

(2) The Director shall make the register available for

inspection by the public, free of charge, during ordinary

busi ness hours at his office.

PART 8

APPEAL BOARD
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7F. Right of appeal to Appeal Board agai nst
Director’'s decision on application
for exenption

A person aqggrieved by a decision of the Director under

section 7C or 7D may appeal to the Appeal Board by qiving a

notice of appeal in such manner and with such period as the

Secretary nmay prescribe by regul ation.

7G___ Constitution of Appeal Board

(1) There is established an Appeal Board for the

pur pose of hearing and determ ning an appeal under section

/E.

(2) The Appeal Board is to be constituted according to

this section.

(3) Wiere a notice of appeal is given under section 7F

the Secretary shall appoint 3 nenbers fromthe Appeal Board

Panel constituted under section 71, one from each group of

nenbers described in section 71(2)(a), (b) and (¢c), to serve

as nenbers on the Appeal Board for the purpose of hearing and

deternmining the appeal to which the notice rel ates.

(4) The Secretary shall appoint one of those 3 nenbers

to be the Chairman of the Appeal Board in the hearing of that

appeal .

(5) The Secretary shall ensure that no person having a

financial or other personal interest in the natter involved

in an appeal is to serve as a nenber on the Appeal Board for

hearing and determ ni ng that appeal.
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7H. Determ nation of appeals

(1) In determning an appeal., the Appeal Board nay

either —

(a) dism ss the appeal; or

(b) remit to the Director the matter under appeal

for his reconsideration.

(2) The Director shall reconsider the matter remtted

under subsection (1)(b) and nmake a decision having regard to

any reasons given by the Appeal Board for its decision on the

matter.

(3) A decision under subsection (2) is regarded as a

new deci sion under section 7C or 7D (as the case nmay be) and

is subject to appeal to the Appeal Board.

71. Constitution of Appeal Board Panel

(1) Subject to subsections (2) and (3), the Secretary

shall appoint an Appeal Board Panel (“the Panel”) consisting

of such persons as he considers suitable to serve as nenbers

of the Appeal Board. None of those persons shall be a public

officer.

(2) The Panel shall have the foll owi ng nenbers —

(a) a group of nenbers who are reqgistered nedica

practitioners:

(b) a group of nenbers who are legally qualified

persons; and
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(c) a group of nenbers who are neither reqistered

nedical practitioners nor legally qualified

ersons.

(3) For the avoidance of doubt, a reqgistered nedical

practitioner who is an enpl oyee of the Hospital Authority

established by section 3 of the Hospital Authority O di nance

(Cap. 113) may be appointed as a nenber of the Panel.

(4) An appointnent under subsection (1) shall be for a

period which shall not exceed 3 vears and which shall be

determined by the Secretary at the tine of the appoint nent.

(5) A nenber of the Panel may resign his office by

giving notice in witing to the Secretary.

(6) A person who ceases to be a nenber of the Panel

shall be eligible for reappointment to the Panel.

(7) The Secretary shall publish in the Gazette a notice

of every appointnent under subsection (1).

(8) The Secretary shall also appoint a secretary to the

Panel on such terns and for such period as the Secretary

shall specify on appointing him

7J. Reqgul ati ons

The Secretary may by regul ation provide for -

(a) the procedures to be followed in nmaking an

appeal under this Part, including matters to

be set out in or to acconpany the notice of

appeal ;
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(b) the hearing and determ nation of an appeal

made under this Part:;

(c) the practice and procedure of the Appeal

Board;

(d) any matter that by this Part is required or

permtted to be prescribed by regul ation; and

(e) any matter ancillary or incidental to those

specified in paragraphs (a) to (d).

PART 9

M SCELLANEQUS” .

7. Secti ons added
The follow ng are added -

“9. Prot ecti on of nmenbers and officers of board
agai nst personal liability

(1) No person to whomthis subsection applies, acting
in good faith, shall be personally liable for any civil
l[iability or any claimin respect of any act done or default
made in the performance or purported performance of any
function under this O dinance.

(2) The protection given to a person by subsection (1)
in respect of an act or default does not affect any liability
of the board for that act or default.

(3) The persons to whom subsection (1) applies are -

(a) any substantive nmenber of the board;
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(b) any nmenber of the panel while acting as a
substitute in the board under section 3(6);
(c) the secretary of the board; and
(d) any public officer assisting the board in the
performance or purported performance of any

functi on under this O di nance.

10. Anendnent of Schedul e
(1) The Secretary—for—Health-andVelfare may, after
consultation with the board, amend the Schedul e by notice

published in the Gazette.”.

(2) An anendnent under subsection (1) is subject to the

approval of the Legislative Council.”.
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8. Schedul e added
The following is added -
“ SCHEDULE [ss. 2 & 10]

HUVAN BODI LY PARTS

1. Bl ood (including cord bl ood)

2. Bone marrow’.

9. Interpretation of sections 10 and 11

| f an expression defined in section 2 of the principal
Ordi nance as anended by this Ordinance is used in sections 10 and
11, its meaning in sections 10 and 11 is the sane as in that

section 2.

10. Cessation of offices of existing board nenbers

(1) A person who holds office as the chairman or a nenber of
the board i medi ately before the comencenent of section 4 ceases
to hold that office on that conmmencenent.

(2) Nothing in this section shall be construed as preventing

the Secretary for Heal th—andelfare, Welfare and Food from

appoi nting a person nentioned in subsection (1) as a substantive
menber of the board, or a nenber of the panel, under section 3 of

the principal Odinance as anended by this O di nance.

11. Transitional provisions

(1) In this section —
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“comencenent date” (4% HEHE]) means the date on which section 5
conmes into operation
“former section 5" (JRAEZ5f&) nmeans section 5 of the principa

Ordinance as in force imedi ately before the comrencenent

dat e.

(2) If a person has referred a proposed operation to the
board for its approval under the former section 5 but the board
has not given its approval, or has declined to give its approval,
before the commencenent date, the board may only give its approva
in respect of that operation in accordance with the princi pal
Ordi nance as anended by section 5.

(3) If the board has given its approval under the fornmer
section 5 in respect of a proposed operation but that operation
has not been carried out before the comencenent date, that
approval shall be deened to be an approval given by the board in
accordance with the principal Odinance as anended by section 5.

(4) |If a person, on or after the commencenent date, supplies
information in accordance with section 3 of the Human O gan
Transpl ant Regul ation (Cap. 465 sub. leg.) in respect of -

(a) an organ renoval that has been carried out before
t he commencenent date, the information shall be
supplied in Form1 in the Schedul e to that
Regul ation as in force inmmedi ately before the
commencenent date; or

(b) an organ transplant that has been carried out

bef ore the comencenent date, the informati on shal
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be supplied in Form 2 in the Schedule to that
Regul ation as in force inmedi ately before the

comrencenment date.

Consequenti al Amendnents

Human Organ Transpl ant Regul ati on

12. Enpowering section anended
The enmpowering section to the Human Organ Transpl ant
Regul ation (Cap. 465 sub. leg.) is anended by repealing “sections

5(2), 6(1) and 7(1)(e)” and substituting “sections 5A, 6 and 7~

13. Sections anended
Sections 2 and 2A are anended by repealing “section 5" and

substituting “section 5A”.

14. Information that nust be supplied to the board
and the persons who nmust supply it

Section 3(5) is anended -
(a) by repealing “section 5(3)” and substituting
“section 5C;
(b) in paragraph (a), by repealing “caused the matter
to be referred” and substituting “referred the

proposed operation”.
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15. Additional information for inported organs
Section 4 is anended by repealing “section 7(1)” and

substituting “section 7(2)".

16. Schedul e anended
The Schedul e is anended —
(a) in Form1l -

(1) in paragraph (a)(i) and (ii) of Part I,
by repealing everything after “satisfied”
and substituting —

“that -

* all the requirenents in section
5D of the Human Organ
Transpl ant Ordi nance have been
conplied wth.

[ OR]

* all the requirenents in section
5D of the Human Organ
Transpl ant Ordi nance have been
conplied with except that the
requi renment in section 5D(1)(d)
has been wai ved in accordance
with section 5E of that
O di nance. ”;

(ii) in Note 1, by repealing “caused the
matter to be referred” and substituting

“referred the proposed operation”;
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(b) in Form2, in Part Il, by repealing “Section 7(1)”

and substituting “section 7”.

Mental Health O di nance

17. Prohibition against organ transpl ant
Section 59ZBA(2) of the Mental Health Ordinance (Cap. 136) is
anmended by addi ng “contai ned in subparagraphs (i), (ii) and (iii)

under paragraph (a) of the definition of “organ”” after “as”.



