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File Ref: HWF CR 1/3231/98 

 

LEGISLATIVE COUNCIL BRIEF 

 

Human Organ Transplant Ordinance 

(Cap. 465) 

 
Human Organ Transplant (Appeal Board) Regulation 

Human Organ Transplant (Amendment) Regulation 2010 
 

 

INTRODUCTION 

 

   In accordance with the Human Organ Transplant Ordinance (Cap. 

465), the Secretary for Food and Health (“SFH”) has made the Human Organ 

Transplant (Appeal Board) Regulation (“HOT(AB)R”) at Annex A to put into 

operation the mechanism for exemption of regulated products; and the 

Human Organ Transplant Board (“HOTB”) has made the Human Organ 

Transplant (Amendment) Regulation 2010 (“HOT(A)R”) at Annex B to update 

the specified form for reporting activities relating to organ transplant. 

 

JUSTIFICATIONS 

 

Human Organ Transplant (Appeal Board) Regulation (HOT(AB)R) 

 

2. Under the Human Organ Transplant Ordinance (Cap. 465) 

(“HOTO”), commercial dealings of human organs for transplant are prohibited.  

The Human Organ Transplant (Amendment) Ordinance 2004 (Ord. No. 29 of 

2004) (“Amendment Ordinance”)provides that exemption may be allowed for 

commercial products made from human tissues such as skin tissues and 

derived bone products1, so that patients with genuine medical need for 

                                           
1  Section 7A(3) added by the Amendment Ordinance limits the exemption to a commercial product that is 
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transplant could benefit from the use of these products.   

 

3.   Anyone who intends to make available these commercial 

products for transplant must apply for and obtain exemption from the 

Director of Health (“DoH”).  The exemption mechanism provides for appeals 

to be made by those aggrieved by DoH’s decisions on their applications for 

exemption.  The HOT(AB)R is made to provide for rules and procedures for 

those appeals.  The relevant provisions of the Amendment Ordinance has yet 

to be put into operation pending the setting up of the exemption and appeal 

mechanism. 

 

Human Organ Transplant (Amendment) Regulation 2010 (HOT(A)R) 

 

4.   There are three forms under the Schedule to the HOTO for 

providing the HOTB with the information about removal, transplant and 

disposal of organs from living and dead donors, with one for organ(s) removed 

from a donor for transplant, another for organ(s) received by a recipient in a 

transplant and the third one for disposal of organs removed or imported for 

transplant.   The forms correspond to the requirements under the HOTO for 

provision of such information by practitioners.  The purpose of the HOT(A)R 

is to make technical amendments to these forms so as to align with the 

provisions of the HOTO as amended by the Amendment Ordinance.   

 

 

THE REGULATIONS 

 

HOT(AB)R 

 

5.   The major provisions of HOT(AB)R are outlined below -  

 

(a) Sections 4 to 7 provide for the procedures before the fixing of a 

date for the hearing of an appeal, including— 

 

                                                                                                                                   
safe and is made from human tissues that were obtained without coercion or the offer of inducement and without 
payment. 
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i. the time within which and the manner in which an appellant 

must give a notice of appeal and DoH must give his response; and 

 

ii. the Appeal Board’s power to give directions and the consequences 

of failing to comply with them. 

 

(b) 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. 

 

(c) Section 9(1) provides that, if DoH does not respond to or does not 

oppose an appeal, the Appeal Board must remit the decision 

under appeal to him for re-consideration.  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. 

 

(d) Section 10 provides that 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. 

 

(e) Section 11 provides that an appeal may be determined 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. If the absentee is the appellant, the appeal 

may be dismissed. 

 

(f) Section 12 provides for the conduct of the hearing to receive 

evidence, examine witnesses, etc. 

 

(g) Sections 13 to 15 provide for other procedural matters including 

the Appeal Board’s power to regulate its own procedures. 
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(h) Section 16 provides that the proceedings of the Appeal Board 

must be recorded in the form of a summary in writing.  Section 

17 provides that 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. 

 

(i) 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. 

 

HOT(A)R 

 

6.   The major provisions of the three amended forms are 

summarised as follows – 

 

 (a) Form 1 is intended for the supply of information on removal of 

organs for transplant into another person. Items to be supplied 

by the Form are (i) the personal particulars of the donor, (ii) 

whether the donor is living or dead at the time of the removal of 

organs, (iii) the relationship between the living donor and 

recipient, (iv) the description of the organ removed, (v) the 

description of the organ not removed subsequent to approval by 

HOTB for its removal, (vi) if the removed organ was not 

transplanted within 30 days after removal, why the transplant 

did not take place and the place of storage of the organ, (vii) the 

application for extension of deadline and (viii) the personal 

particulars of the person submitting the Form.  The Notes to the 

form provide general guidance for filling in the Form. 

(b)  Form 2 is intended for the supply of information on transplant of 

organs. Items to be supplied by the Form are (i) the personal 

particulars of the recipient, (ii) the particulars of the organ or, if 

the organ is imported, the date on which the relevant certificate 
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was submitted, (iii) the relationship between the living donor and 

the recipient and particulars of compliance with the HOTO if the 

organ is removed in Hong Kong, (iv) the application for extension 

of deadline and (v) the personal particulars of the person 

submitting the Form. Similar to that of Form 1, the Notes to 

Form 2 provide general guidance for filling in the Form. 

(c)  Form 3 is intended for the supply of information on final disposal 

of organs removed or imported. Items to be supplied by the Form 

are (i) the particulars of the donor, (ii) the description of the 

disposed organ and the reason and manner of disposal and (iii) 

the personal particulars of the person submitting the Form. 

Similar to that of Form 1 and 2, the Notes to Form 3 provide 

general guidance for filling in the Form. 

LEGISLATIVE TIMETABLE 

 

7.   The legislative timetable for both regulations is as follows –  

 

Publication in the Gazette 

 

29 October 2010 

Tabling at the Legislative Council 

 

3 November 2010 

 

8.   As provided for in their respective commencement provisions, the 

HOT(AB)R and HOT(A)R will commence on the respective days appointed for 

the commencement of sections 11 and 21 of the Amendment Ordinance.  All 

provisions of the Amendment Ordinance that have not yet come into operation 

will commence on a day through a commencement notice to be made by SFH 

after the expiry of the negative vetting period.  We are currently planning to 

commence operation of the relevant provisions of the Amendment Ordinance 

and in turn the HOT(AB)R and HOT(A)R in 4th quarter, 2011. 

 

 

IMPLICATIONS OF THE PROPOSALS 

 



 

Page 6   

9. Both HOT(AB)R and HOT(A)R have no sustainability and 

financial and civil service implications.  They do not affect the binding effect 

of the HOTO.  They are also in conformity with the Basic Law, including the 

provisions concerning human rights. 

 
 
PUBLIC CONSULTATION 

 

10.   We consulted the Panel on Health Services of the Legislative 

Council on 8 March 2010.  Members present had no objection to the 

proposals.   

 

 

PUBLICITY 

 

11. A spokesman will be made available to answer enquiries. 

 

 
ENQUIRY 

 

12.   Any enquiries on this Brief may be addressed to Mr Chris SUN, 

Principal Assistant Secretary for Food and Health (Health)3 on 2973 8225. 

 

 

 

 

Food and Health Bureau 

November 2010 
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