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Human Organ Transplant (Appeal Board) Regulation

(Made by the Secretary for Food and Health under section 7J of the
Human Organ Transplant Ordinance (Cap. 465) and section 28(1)(e)
of the Interpretation and General Clauses Ordinance (Cap. 1))

Part 1

Preliminary

1. Commencement

This Regulation comes into operation on the day appointed for
the commencement of section 11 of the Human Organ
Transplant (Amendment) Ordinance 2004 (29 of 2004).

2. Interpretation
(1) In this Regulation—

appeal (-7F) means an appeal made to the Appeal Board under
section 7F of the Ordinance;

appellant (77 \) means a person who makes an appeal;

Chairman (FJ¥) means the Chairman of the Appeal Board
appointed under section 7G(4) of the Ordinance;

notice of appeal (L7778 %1) means a notice of appeal referred to
in section 4(1);

Panel (#i%£%) means the Appeal Board Panel appointed under
section 71 of the Ordinance;

party (J7 ~ —77), in relation to an appeal, means the appellant
or the Director;

secretary (F3), except in section 3, means the person who
serves as secretary to the Appeal Board under section 3;
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specified form (F§P3#%) means a form specified under section
18;

witness statement (75 \Bf#iE) includes a statement of expert
evidence (whether of fact or opinion) and an expert report.

(2) All words and expressions used in this Regulation and
defined in section 7A(1) of the Ordinance for the purposes
of Part 7 of the Ordinance have the same meaning as in
that Part.

3. Secretary to Appeal Board

The secretary appointed to the Panel under section 71(8) of the
Ordinance is the secretary to the Appeal Board.
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Part 2

Appeal Procedure

4. Notice of appeal

(1)

(2)

3)

(4)

A person aggrieved by a decision of the Director under
section 7C or 7D of the Ordinance who wishes to appeal
to the Appeal Board must give the secretary a notice of
appeal within 30 days after the date of the notice of the
decision given by the Director under that section.

The notice of appeal must be in writing and in the specified
form, and must set out—

(a) the name, address and contact details of the appellant;

(b) the name, address and contact details of the appellant’s
authorized representative (if any);

(c) the address at which documents relating to the appeal
are to be delivered or sent to the appellant;

(d) the particulars of the regulated product that is the
subject matter of the decision under appeal; and

(e) the particulars of the decision under appeal.
The notice of appeal must be accompanied by—

(a) a copy of the notice of the decision given by the
Director under section 7C or 7D of the Ordinance;

(b) a statement setting out the grounds of appeal; and

(c) all documents on which the appellant intends to rely
in support of the appeal, including witness statements.

The secretary must give a copy of the notice of appeal and
any accompanying documents to the Director within 7 days
after they are received by the secretary.
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5. Director’s response to notice of appeal

()

(2)

3)

The Director must, within 28 days after receipt of the copy
of the notice of appeal and any accompanying documents
under section 4, give a written response to the secretary.

The Director’s response—

(a) must state whether or not the Director intends to
oppose the appeal;

(b) 1f the Director intends to oppose the appeal, must set
out the grounds of opposition; and

(c) must be accompanied by all documents on which the
Director intends to rely in opposing the appeal,
including witness statements.

The Director must, within the period mentioned in
subsection (1), give a copy of the Director’s response and
any accompanying documents to the appellant.

Appeal Board may give directions

(1)

(2)

The Appeal Board may at any time give directions that it
considers necessary or desirable for clarifying the issues
arising on the appeal and generally as it considers necessary
or desirable for the just disposal of the proceedings.

Without limiting subsection (1), the Appeal Board may
give directions—

(a) requiring a party to provide to the Appeal Board any
particulars or supplementary statements (including
witness statements), or any documents or other
material in the party’s custody or control, as it may
reasonably require for the determination of the appeal,
and to give a copy to the other party;
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3)

(4)

(1)

(2)

(b) specifying the time within which and manner in which
any particulars, statements, documents or material or
copies are to be provided or given as the Appeal Board
may consider reasonable;

(c) requiring any person to attend as a witness at a
hearing of the appeal and to answer any questions, or
produce any documents or other material in the
person’s custody or control, which relate to any matter
in question in the appeal; and

(d) prohibiting or restricting the publication, disclosure or
use of any particulars, statements, documents or
material or copies provided or given in response to the
Appeal Board’s directions or any answers, documents
or other material given or produced at a hearing.

In exercising its powers under subsection (2)(d), the Appeal
Board must take into account the need to protect—

(a) intimate personal and financial information;
(b) commercially sensitive information; and
(¢) information communicated or obtained in confidence.

Despite subsections (1) and (2), no person may be
compelled to give any evidence or provide or produce any
document or other material that the person could not be
compelled to give, provide or produce at a trial of an
action in a court of law.

Failure to comply with directions

If the appellant does not comply with any directions given
to the appellant under section 6, the Appeal Board may, at
any stage of the proceedings, dismiss the whole or any part
of the appeal.

If the Director does not comply with any directions given
to the Director under section 6, the Appeal Board may, at
any stage of the proceedings—
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3)

(a) strike out the whole or any part of the Director’s
response; and

(b) where appropriate, remit the decision under appeal to
the Director for reconsideration.

The Appeal Board may exercise its powers under subsection
(1) or (2) against a party to the appeal only if the Appeal
Board has given that party notice of its intention to
exercise those powers and has given that party not less than
21 days to make representations to the Appeal Board as to
why it should not exercise those powers.

8. Date, time and place of hearing

()

(2)

3)

Unless an appeal is wholly disposed of under section 7 or 9,
the secretary must—

(a) appoint a date, time and place for the hearing of the
appeal; and

(b) at least 21 days before the date appointed, give to each
party to the appeal a notice in writing of the date,
time and place.

At least 7 days before the date appointed for the hearing of
the appeal, each party must inform the Appeal Board and
the other party in writing whether the party wishes to
attend the hearing, either in person or by an authorized
representative.

A party who wishes to attend the hearing of the appeal
must, at least 7 days before the date appointed for the
hearing, provide the Appeal Board and the other party
with—

(a) particulars of the evidence the party intends to adduce
at the hearing;

(b) particulars of the documents the party intends to
produce at the hearing; and
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(c) the names of the persons the party intends to call as
witnesses.

(4) A party who does not wish to attend the hearing of the
appeal may, at least 7 days before the date appointed for
the hearing, give to the Appeal Board additional written
representations (including witness statements).

(5) A party who gives additional written representations to the
Appeal Board under subsection (4) must, at least 7 days
before the date appointed for the hearing of the appeal,
give a copy of those representations to the other party.

0. Determining appeal without oral hearing

(1) If—

(2)

(a) the Director’s response is not received by the Appeal
Board within the period mentioned in section 5(1); or

(b) the Director informs the Appeal Board in writing that
the Director—

(1) does not oppose the appeal; or
(1) withdraws opposition to the appeal,

the Appeal Board must determine the appeal by remitting
the decision wunder appeal to the Director for
reconsideration.

The Appeal Board may dismiss an appeal without an oral

hearing if, after having given the appellant an opportunity

to make representations, the Appeal Board is of the

opinion that—

(a) the issues raised on the appeal have been determined
on a previous appeal brought by the appellant; and

(b) the previous appeal was brought on the basis of facts
which do not materially differ from those to which the
appeal in question relates.
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(3) The Appeal Board may determine an appeal without an
oral hearing if—

(a)
(b)

both parties to the appeal agree in writing that the
appeal is to be determined without an oral hearing; or

both parties inform the Appeal Board in writing that
they do not wish to attend the hearing.

(4) Before the Appeal Board meets to determine an appeal
without an oral hearing under subsection (3), the secretary
must inform the parties in writing of—

(a)
(b)

the Appeal Board’s intention to meet to determine the
appeal without an oral hearing; and

the date, time and place at which the Appeal Board is
to meet to determine the appeal.

(5) In determining an appeal without an oral hearing under
subsection (3), the Appeal Board must consider the parties’
written submissions.

(6) In subsection (5)—

written submissions (ZFHP#L), in relation to a party to an
appeal, includes—

(a)

(b)

(c)

(d)

in the case of the appellant, the notice of appeal and
any accompanying documents mentioned in section

4(3);

in the case of the Director, the Director’s response and
any accompanying documents mentioned in section

5(2)(c);
any particulars, statements, documents or material

provided by that party in response to the Appeal
Board’s directions under section 6; and

any additional written representations given by that
party under section 8(4).
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10.

(7)

This section applies whether or not a notice of hearing has
been given under section 8.

Hearings to be in public except in special circumstances

(1)
(2)

3)

(4)

Subject to subsections (2), (3) and (4), a hearing before the
Appeal Board must be held in public.

If the Appeal Board is satisfied that it is appropriate to do
s0, 1t may—

(a) direct that a hearing or part of a hearing is to take
place in private and give directions as to the persons
who may be present at the hearing; and

(b) give directions prohibiting or restricting—

(1) the publication or disclosure to either or both of
the parties to the appeal, or to some or all of the
persons who may be present at the hearing, of
any evidence given before the Appeal Board or of
any matter contained in any document given to
the Appeal Board or received in evidence by it; or

(1) the publication, disclosure or use by either or
both of the parties, or by some or all of the
persons who may be present at the hearing, of
any evidence, matter or document referred to in
subparagraph (1).

The Appeal Board may exercise its powers under subsection
(2)(b) in relation to any evidence, matter or document,
whether or not it has given directions under section 6(2)(d)
in respect of that evidence, matter or document.

In exercising its powers under subsection (2), the Appeal
Board must take into account the need to protect—

(a) intimate personal and financial information;
(b) commercially sensitive information; and

(¢) information communicated or obtained in confidence.
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11.

12.

Failure of party to attend hearing

()

2)

If a party to an appeal, having been given a notice of
hearing under section 8, fails to attend the hearing, either
in person or by an authorized representative, the Appeal
Board may—

(a) proceed to hear and determine the appeal in the
party’s absence; or

(b) 1f the appellant fails to attend the hearing, dismiss the
appeal.

The Appeal Board must not exercise its powers under
subsection (1) against a party if, before the time appointed
for the hearing, that party—

(a) informs the Appeal Board in writing that the party
will not be able to attend the hearing; and

(b) satisfies the Appeal Board that the party has sufficient
reason for not doing so.

Procedure at hearing

(1)

(2)

3)

(4)

The Appeal Board may conduct the hearing in any manner
it considers most suitable for the just disposal of the
proceedings.

Either party to the appeal may attend the hearing, either in
person or by an authorized representative (including a legal
representative).

The parties are entitled to give evidence, to call witnesses,
to question any witnesses and to address the Appeal Board
both on the evidence and generally on the subject matter
of the appeal.

The Appeal Board may—
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13.

(5
(6)

(7)

(a)

(b)

(©)
(d)

(e)

receive and consider any material that the Appeal
Board considers relevant, whether by way of oral
evidence, witness statements, documents or otherwise,
and whether or not the material would be admissible
in proceedings before a court of law;

by notice in writing signed by the Chairman, require
any person to attend before it at any hearing and to
give evidence and produce documents or other
material;

require any witness to give evidence on oath or
affirmation;

examine on oath, affirmation or otherwise any person
attending before it and require the person to answer all
questions put by or with the consent of the Appeal
Board; and

determine the manner in which the material referred to
in paragraph (a) is to be received.

Any member of the Appeal Board may administer oaths or
affirmations for the purposes of this section.

Despite subsection (4), no person may be compelled to give
any evidence or produce any document or other material
that the person could not be compelled to give or produce
at a trial of an action in a court of law.

The Chairman may at any stage of the proceedings adjourn
a hearing to a later time or date.

Abandonment of appeal

(1) An appellant may, at any time, abandon the appeal or any
part of the appeal by notice in writing given to the
secretary.

(2) An appellant who gives a notice under subsection (1) must
give a copy of the notice to the Director.
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14.

15.

16.

Extension of time limits

(1)

(2)

3)
(4)

The Chairman may, on an application made in writing by a
party to an appeal, extend any period of time prescribed by
this Regulation or specified by the Appeal Board for doing
any act and may impose conditions with respect to the
extension.

If the Chairman grants an extension of time, the Chairman
may, if the Chairman thinks fit, without hearing the party
in whose favour the extension is granted, grant a reasonable
extension of the period of time in which the other party is
required to take any subsequent step.

A period of time may be extended either before or after the
period in question has expired.

If any period of time prescribed by this Regulation, or
specified by the Appeal Board, for doing any act is
extended in relation to an appeal, this Regulation has effect
in relation to the appeal as if references in this Regulation
to that period were references to that period as extended.

Appeal Board to regulate own procedure

Subject to this Regulation, the Appeal Board may regulate its
own procedure.

Record of proceedings

(1)

The secretary must make or cause to be made in writing a
summary of the following matters in respect of every
appeal determined by the Appeal Board—

(a) the name of the appellant;
(b) the name of any person who gives evidence;
(c) the grounds of the appeal;
(d) the major findings of facts;
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(e) the decision of the Appeal Board and the reasons for
the decision;
(f) any other matters directed by the Appeal Board to be
recorded in the summary.
(2) The summary taken under subsection (1) must be signed by
the Chairman.
17.  Decision of Appeal Board

(1) A decision by the Appeal Board, if not unanimous, is to be
that of the majority of the members of the Appeal Board.

(2) As soon as practicable after the Appeal Board has
determined an appeal, the secretary must send to each
party to the appeal a notice in writing of the Appeal
Board’s decision and a statement of the reasons for the
decision.
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Part 3

Miscellaneous

Specified forms

The Secretary for Food and Health (referred to in this
section as the Secretary) may specify the forms to be used
for the purposes of this Regulation.

The Secretary is to make available, on request, copies of
the specified forms during office hours at the office of the
Secretary.

The Secretary is to make available copies of the specified
forms through any other means that the Secretary considers
appropriate.

Method of sending documents, etc.

Part 3
Section 18
18.
(1)
(2)
3)
19.
(1)
2)
3)
20.

Any document (however described) that is required or
authorized by this Regulation to be given, provided or sent
to the Appeal Board, the Chairman, an appellant, the
Director or any other person must be delivered in person
or sent by post.

Any document (however described) delivered in person or
sent by post to the Appeal Board or the Chairman under
this Regulation must be addressed to the secretary.

Any application made to the Appeal Board or the
Chairman under this Regulation must be addressed to the
secretary.

Witness statements to be made on oath or affirmation

()

A witness statement must be made on oath or affirmation.
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21.

(2)

3)

(4)

The Appeal Board may waive the requirement in subsection
(1) in respect of certain witness statements or classes of
witness statements, whether before or after the witness
statements are made.

The Appeal Board may refuse to consider, for the purposes
of determining an appeal, any witness statement if the
requirement in subsection (1) is not complied with in
respect of the witness statement and is not waived in
respect of it.

This section does not affect the Appeal Board’s power to
receive and consider any material under section 12(4).

Offence for false or misleading information

()

(2)

A person commits an offence if the person—

(a) makes any statement or representation or furnishes
any information, to the Appeal Board or the Chairman
for the purposes of an appeal, that the person knows
to be false or misleading in a material respect; or

(b) recklessly makes any statement or representation or
furnishes any information, to the Appeal Board or the
Chairman for the purposes of an appeal, that is false
or misleading in a material respect.

A person who commits an offence under subsection (1) is
liable on conviction to a fine of $5,000 and to
imprisonment for 6 months.

Dr. York Y. N. CHOW
Secretary for Food and Health

26 October 2010
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Explanatory Note

This Regulation provides for the procedures of lodging,
opposing, hearing and determination of an appeal against a
decision of the Director of Health (Director) with respect to an
application for an exemption in respect of a regulated product
for transplant purpose. (See new Part 8 of the Human Organ
Transplant Ordinance (Cap. 465) (added by the Human Organ
Transplant (Amendment) Ordinance 2004 (29 of 2004)).

2. Sections 4, 5, 6 and 7 provide for the procedures before the
fixing of a date for the hearing of an appeal, including—

(a) the time within which and the manner in which an
appellant must give a notice of appeal and the
Director must give the Director’s response; and

(b) the Appeal Board’s power to give directions and the
consequences of failing to comply with the directions.

3. Section 8 provides for the fixing of a date for the hearing of an
appeal and provides that the parties must be notified at least 21
days before the hearing.

4, Section 9(1) provides that, if the Director does not respond to
or does not oppose an appeal, the Appeal Board must remit the
decision under appeal to the Director for reconsideration.
Section 9(2) also provides that an appeal raising issues that have
been previously determined may be dismissed without an oral
hearing. Section 9(3) provides that an appeal may be determined
on the basis of written submissions only, without an oral
hearing, if the parties agree or indicate that they do not wish to
attend the hearing.
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5.

10.

A hearing of an appeal must be held in public, subject to
the Appeal Board’s directions for a private hearing or for
prohibiting or restricting the publication, disclosure or use of
evidence (section 10).

An appeal may be disposed of in the absence of a party who,
having been notified of the hearing, fails to attend the hearing
of the appeal without giving sufficient reason in advance
(section 11).

Section 12 provides for the conduct of the hearing to receive
evidence, examine witnesses, etc.

Sections 13 to 15 provide for other procedural matters including
the Appeal Board’s power, subject to this Regulation, to regulate
its own procedure.

The proceedings of the Appeal Board must be recorded in the
form of a summary in writing (section 16). A decision by the
Appeal Board, if not unanimous, is to be that of the majority
of its members; the secretary to the Appeal Board must notify
the parties of the Appeal Board’s decision and the reasons for
the decision (section 17).

Sections 18 to 21 provide for miscellaneous matters. In
particular, section 20 requires witness statements to be made
on oath or affirmation. Section 21 makes it an offence to
knowingly or recklessly furnish false or misleading information
to the Appeal Board



