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The Schedules

In exercise of the powers conferred by section 63 of the Human
Biomedical Research Act 2015, the Minister for Health makes the
following Regulations:

PART 1

PRELIMINARY

Citation and commencement

1. These Regulations are the Human Biomedical Research
Regulations 2017 and come into operation on 1 November 2017.
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Definitions

2. In these Regulations, unless the context otherwise requires —

“healthcare professional” means —

(a) a medical practitioner;

(b) a dentist registered under the Dental Registration Act
(Cap. 76);

(c) a registered nurse or an enrolled nurse or a registered
midwife, within the meaning of the Nurses and
Midwives Act (Cap. 209);

(d) a pharmacist registered under the Pharmacists
Registration Act (Cap. 230);

(e) an allied health professional within the meaning of
the Allied Health Professions Act (Cap. 6B); or

(f) a person registered under section 14 of the
Traditional Chinese Medicine Practitioners Act
(Cap. 333A) for the carrying out of any practice of
traditional Chinese medicine prescribed under that
Act;

“immediate family relationship”, in relation to an individual,
means the individual’s relationship with another individual
who is his or her spouse, child, adopted child, stepchild,
brother, sister, parent or step-parent;

“lay person”, in relation to a member, means an individual who
is none of the following:

(a) an individual who is or was a healthcare professional;

(b) an individual who possesses or previously possessed
a qualification or registration, in a country or territory
outside Singapore, which is equivalent to or
corresponds with any of the qualifications in
paragraphs (a) to (f) of the definition of “healthcare
professional”;
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(c) an individual who is currently or was previously
involved in the conduct of any research as an
investigator;

“member” means an individual who is a member of an
institutional review board;

“other relationship”, in relation to an individual, includes any
relationship in the form of affiliation, participation, financial
interest, or competition, in the research proposal under
review, which may adversely affect the impartiality,
objectivity and independence of the individual;

“relevant website” means the Internet website at
https://elis.moh.gov.sg/tiaras;

“research” means human biomedical research;

“scientific person” means an individual who has such
professional scientific or clinical qualification, knowledge
or experience as to enable that individual to assist the
institutional review board in understanding particular aspects
of the research proposals under review by the board.

PART 2

RESEARCH INSTITUTIONS

Notification by research institution

3.—(1) For the purposes of section 23(1)(a) of the Act, the
notification by the research institution must be submitted to the
Director in the applicable form set out at the relevant website and
must contain all of the following information:

(a) the name of the research institution and the address,
telephone number and email address at which that
institution may be contacted;

(b) such other information as may be required or specified in
the form set out on that website.

(2) A research institution, that has not commenced any research
before 1 November 2017, must submit the notification required by
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section 23(1)(a) of the Act, no later than 30 days before the
commencement of its first human biomedical research.

Notification of research started before 1 November 2017

4.—(1) A research institution that has started any research before
1 November 2017 must submit a notification to the Director in the
applicable form set out at the relevant website no later than
1 December 2017.

(2) The notification mentioned in paragraph (1) must contain all of
the following information:

(a) the name of the research institution and the address,
telephone number and email address at which that
institution may be contacted;

(b) such other information as may be required or specified in
the form set out at the relevant website.

(3) A research institution who or which contravenes paragraph (1)
or (2) shall be guilty of an offence and shall be liable on conviction—

(a) in the case of an individual, to a fine not exceeding $10,000
or to imprisonment for a term not exceeding 12 months or
to both; or

(b) in any other case, to a fine not exceeding $10,000.

Principal person in charge

5.—(1) The principal person in charge designated by the research
institution under section 23(2)(b) of the Act must be an individual
(however described by name) who —

(a) is ordinarily resident in Singapore;

(b) is in the direct employment of, or acting for or by
arrangement with, the research institution;

(c) is principally responsible for the management and conduct
of any type of business or research activities of the research
institution in Singapore;

(d) has the authority to ensure that the research institution
complies with the Act and these Regulations; and
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(e) is suitably qualified to perform the duties of a principal
person in charge.

(2) The principal person in charge must at all reasonable times be
contactable by the Director for the purposes of the duties and
functions of the research institution under the Act and these
Regulations.

(3) The research institution must notify the Director in the
applicable form set out at the relevant website of the name and
designation of the principal person in charge, the address, telephone
number and email address at which that person may be contacted and
such other information relating to that person as may be required or
specified in that form.

(4) A research institution who or which contravenes paragraph (3)
shall be guilty of an offence and shall be liable on conviction —

(a) in the case of an individual, to a fine not exceeding $10,000
or to imprisonment for a term not exceeding 12 months or
to both; or

(b) in any other case, to a fine not exceeding $10,000.

Change of information and particulars

6.—(1) Every research institution must notify the Director in the
applicable form set out at the relevant website of any change to the
information and particulars notified under regulation 3, 4 or 5 no later
than 30 days after the date the institution or the principal person in
charge designated by the institution first becomes aware of the
change, whichever is the earlier.

(2) A research institution who or which contravenes paragraph (1)
shall be guilty of an offence and shall be liable on conviction —

(a) in the case of an individual, to a fine not exceeding $10,000
or to imprisonment for a term not exceeding 12 months or
to both; or

(b) in any other case, to a fine not exceeding $10,000.
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Declaration of compliance

7.—(1) For the purposes of section 24(1) of the Act, the declaration
of compliance that a research institution is required to submit to the
Director under that section for all research conducted under the
supervision and control of the research institution must be made by
the principal person in charge designated by the institution in the form
specified in the First Schedule.

(2) The Director may modify or amend the form mentioned in
paragraph (1) for the purpose of facilitating the submission of that
form.

(3) The declaration of compliance must be made in writing and
submitted to the Director on a date between 1 March and 18 April
(both dates inclusive) of every year.

Notification under section 23(3)(a) of Act

8.—(1) For the purposes of section 23(3)(a) of the Act, a research
institution must ensure that all relevant information (except for the
information specified in paragraph (3)) required under that
paragraph in relation to human biomedical research conducted
under the supervision and control of that research institution is —

(a) recorded; and

(b) submitted to the Director as soon as possible and in any
event not later than 7 days after the research institution or
the principal person in charge designated by the institution
first becomes aware of the information, whichever is the
earlier.

[S 705/2019 wef 01/11/2019]

(2) The notification of the relevant information mentioned in
paragraph (1) must be made in the applicable form set out at the
relevant website and submitted to the Director.

(3) For the purposes of section 23(3)(a) of the Act, a research
institution must ensure that relevant information relating to
contraventions in relation to human biomedical research conducted
under the supervision and control of that research institution and that
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did not cause harm to and had no potential to cause harm to any
research subject is recorded and submitted to the Director —

(a) at the same time the declaration of compliance is submitted
in accordance with regulation 7(3); and

(b) on an annual basis aggregating the information in the
applicable form set out at the relevant website.

[S 705/2019 wef 01/11/2019]

Definition of “serious adverse event”

8A. The untoward medical occurrences which result in any of the
following are prescribed events for the purposes of paragraph (a)(vi)
of the definition of “serious adverse event” in section 2 of the Act:

(a) the transmission of a communicable disease;

(b) any misidentification or mix-up of any type of human
biological material, gamete or embryo.

[S 705/2019 wef 01/11/2019]

Notification of serious adverse event

9.—(1) A researcher conducting research must immediately report
to his or her research institution any serious adverse event —

(a) which occurs in a participant during the research,
regardless of whether the participant is in or outside
Singapore at the time of the occurrence; or

(b) which the researcher knows or has reason to believe has
occurred to a participant during another research that is
conducted outside Singapore but which is connected with
the research mentioned in sub-paragraph (a).

(2) As soon as possible after making the report mentioned in
paragraph (1), the researcher must submit to the research institution a
detailed written report on the serious adverse event.

(3) Where the relevant institutional review board requires any
serious adverse event to be reported to the board, the person required
by the board to do so must make the report to the board in accordance
with the board’s requirements.
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Notification of unexpected serious adverse event

10.—(1) For the purposes of section 23(3)(b) of the Act and subject
to paragraph (5), a research institution conducting research must
ensure that paragraphs (2), (3) and (4) are complied with in relation to
any unexpected serious adverse event (called in this regulation the
unexpected event) —

(a) which occurred in a participant during the biomedical
research, regardless of whether the participant is in or
outside Singapore at the time of the occurrence; or

(b) which the researcher knows or has reason to believe has
occurred to a participant during another research that is
conducted outside Singapore but which is connected with
the research mentioned in sub-paragraph (a).

(2) Where the unexpected event results in death or is
life-threatening, the research institution must ensure that —

(a) all relevant information about the unexpected event is
recorded;

(b) the recorded information on the unexpected event is
submitted to the Director as soon as possible and in any
event not later than 7 days after the research institution or
the principal person in charge designated by the institution
first becomes aware of the unexpected event, whichever is
the earlier; and

(c) any additional relevant information about the unexpected
event is recorded and submitted to the Director within
8 days after the record is made.

(3) Where the unexpected event does not result in death and is not
life-threatening, the research institution must ensure that all relevant
information about the unexpected event is —

(a) recorded; and

(b) submitted to the Director as soon as possible and in any
event not later than 15 days after the research institution or
the principal person in charge designated by the institution
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first becomes aware of the unexpected event, whichever is
the earlier.

(4) The notification of the unexpected event must be made in the
applicable form set out at the relevant website and submitted to the
Director.

(5) A research institution is exempted from compliance with
paragraphs (1), (2) and (3) where the institution is, with respect to
substantially the same event, required to report and has reported —

(a) any defect in the medical device or any adverse effect that
has arisen from the use of the medical device under the
Health Products (Medical Devices) Regulations 2010
(G.N. No. S 436/2010);

(b) an unexpected serious adverse drug reaction under the
Health Products (Therapeutic Products as Clinical
Research Materials) Regulations 2016
(G.N. No. S 332/2016); or

(c) an unexpected serious adverse drug reaction under the
Medicines (Medicinal Products as Clinical Research
Materials) Regulations 2016 (G.N. No. S 336/2016).

Notification of cessation of research institution’s operations

10A.—(1) A research institution must notify the Director of its
intention to cease operating as a research institution as soon as
possible and in any event not less than 30 days before the cessation of
operation or such shorter period as the Director may allow in any
particular case.

(2) The research institution must ensure that the notification
required under paragraph (1) must be accompanied by —

(a) a declaration as to whether ongoing human biomedical
research will cease, or be transferred to the supervision of
another research institution and if applicable, a plan for the
transfer of such ongoing human biomedical research;

(b) a plan for the manner of disposal or transfer of the health
information and human biological material held by or in
the possession of the research institution;
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(c) where the plan mentioned in sub-paragraph (a) or (b)
involves the transfer of any ongoing human biomedical
research, health information or human biological material
to another research institution (called in this regulation the
receiving institution) —

(i) the name, address and contact particulars of the
receiving institution; and

(ii) the plan of the receiving institution as to whether the
institutional review board of the research institution
ceasing operations will be appointed to continue
reviewing the human biomedical research which are
to be transferred or whether the receiving
institution’s own institutional review board will
conduct a fresh review of the transferred research;

(d) the date of the cessation of operation of the research
institution and the reason for the cessation; and

(e) any other information as the Director may in any particular
case require.

(3) The notification and the information, mentioned in
paragraphs (1) and (2), must be submitted to the Director in the
applicable form set out at the relevant website.

(4) A research institution who or which contravenes paragraph (1)
or (2) shall be guilty of an offence and shall be liable on conviction—

(a) in the case of an individual, to a fine not exceeding $10,000
or to imprisonment for a term not exceeding 12 months or
to both; or

(b) in any other case, to a fine not exceeding $10,000.
[S 705/2019 wef 01/11/2019]

Management of contamination of human biological material

10B.—(1) Every research institution must establish a system to
prevent or control the spread of any communicable disease which is
or may be due to the contamination or infection of any human
biological material used in transplantational human biomedical
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research conducted under the supervision and control of that research
institution.

(2) The research institution must ensure that the system mentioned
in paragraph (1) must at the minimum take into consideration the
following in relation to the human biological material used in
transplantational human biomedical research conducted under the
supervision and control of the research institution that is or may be
contaminated or infected in any other way:

(a) the traceability of the human biological material;

(b) the traceability of the equipment and material used in the
processing of the human biological material;

(c) the processing and preservation of the human biological
material;

(d) the recall procedure for the human biological material.

(3) A research institution who or which contravenes paragraph (1)
or (2) shall be guilty of an offence and shall be liable on conviction—

(a) in the case of an individual, to a fine not exceeding $20,000
or to imprisonment for a term not exceeding 2 years or to
both; or

(b) in any other case, to a fine not exceeding $20,000.
[S 705/2019 wef 01/11/2019]

Safety and welfare of research subjects

10C.—(1) Every research institution that is involved in the removal
of human biological material from research subjects for use in
research, must establish a system to ensure the safety and welfare of
the research subjects.

(2) The research institution must ensure that the system mentioned
in paragraph (1) must at the minimum take into consideration the
following in relation to the research subjects:

(a) the measures to prevent or control the spread of any
communicable disease which is or may be due to the
contamination or infection of any human biological
material;
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(b) the management of quality control and maintenance of
instruments and equipment used for the removal of human
biological material.

(3) A research institution who or which contravenes paragraph (1)
or (2) shall be guilty of an offence and shall be liable on conviction—

(a) in the case of an individual, to a fine not exceeding $20,000
or to imprisonment for a term not exceeding 2 years or to
both; or

(b) in any other case, to a fine not exceeding $20,000.
[S 705/2019 wef 01/11/2019]

Policy on incidental findings

10D. Every research institution must —

(a) formulate a policy on whether or not the research subject
should be re-identified and informed in the case of an
incidental finding in relation to the human biomedical
research; and

(b) inform all research subjects of the details of the policy
mentioned in paragraph (a).

[S 705/2019 wef 01/11/2019]

PART 3

INSTITUTIONAL REVIEW BOARDS

Appointment and composition of institutional review boards

11.—(1) A research institution must appoint in writing an
institutional review board in accordance with this Part.

(2) Every institutional review board must comprise not less than
5 individuals, of whom —

(a) one must be the chairman who must be a medical
practitioner;

(b) at least one must be an external scientific person; and

(c) at least one must be an external lay person.
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(3) A research institution must not appoint or re-appoint an
individual as a member of the institutional review board unless that
individual has furnished to the research institution a declaration that
he or she is not disqualified under the Act or these Regulations from
acting as a member.

(4) The research institution may appoint one or more secretaries to
the institutional review board who need not be a member.

(5) The Director may, on an application in writing by the research
institution, waive any requirement mentioned in paragraph (2)(a) in
respect of any particular chairman.

(6) For the purposes of paragraph (2), an individual is treated as
external in relation to a research institution if the individual is not a
researcher of, not employed by and not in a commercial relationship
with the research institution.

Qualification of members

12.—(1) Every individual appointed as a member of an institutional
review board —

(a) must be 21 years of age or older; and

(b) must be —

(i) a citizen or permanent resident of Singapore; or

(ii) an individual who is and has been ordinarily resident
in Singapore for an aggregate period of not less than
5 years out of the 10 years preceding the date of his
or her appointment or re-appointment.

(2) The Director may, on an application in writing by the research
institution, waive any requirement mentioned in paragraph (1) in
respect of any particular person.

Term of office

13.—(1) Every member of an institutional review board holds
office for such term not exceeding 5 years as may be determined by
the research institution and will be eligible for re-appointment.
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(2) Any member of an institutional review board may resign from
his or her appointment at any time by giving notice in writing to the
chairman of the board.

Notification to Director

14.—(1) Every research institution must notify the Director of
every institutional review board appointed and of all the following
information in respect of each board no later than 30 days after the
date of appointment of the board:

(a) the chairman’s name;

(b) the address, telephone number and email address at which
the chairman may be contacted;

(c) the chairman’s occupation;

(d) such other information as the Director may require.

(2) Every research institution must notify the Director in the
applicable form set out at the relevant website no later than 30 days
after the occurrence of any change in the chairman of an institutional
review board which it had appointed.

(3) Any person who contravenes paragraph (1) or (2) shall be guilty
of an offence and shall be liable on conviction to a fine not exceeding
$10,000 or to imprisonment for a term not exceeding 12 months or to
both.

Revocation of appointment

15. The appointment of a member of an institutional review board
may be revoked by the research institution that appointed the member
if the research institution is satisfied that the member has failed to
discharge any of his or her functions under the Act or these
Regulations in a satisfactory manner.

Disqualification

16.—(1) For the purposes of section 18(2)(c) of the Act, an
individual is disqualified from being a member of an institutional
review board if —

(a) that individual is an undischarged bankrupt;
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(b) that individual has been convicted in Singapore or
elsewhere of any offence involving fraud, dishonesty or
moral turpitude;

(c) that individual has been convicted of an offence under the
Act; or

(d) for medical reasons, that individual is unable to perform
his or her duties as a member, as assessed by a medical
practitioner.

(2) The Director may make a disqualification order mentioned in
section 18(2)(d) of the Act disqualifying any individual from being a
member of every institutional review board if the Director is satisfied
that the individual —

(a) is not of good reputation or character; or

(b) is otherwise unfit to hold office as a member.

(3) The Director must publish every disqualification order made
under paragraph (2) or a list of names and other particulars of the
individuals disqualified at the relevant website or in such other
manner as the Director may determine.

(4) The Director must take reasonable steps to ensure that the
individual disqualified, the institutional review board of whom that
individual was a member and the research institution that appointed
the institutional review board are informed in writing of the
disqualification order.

(5) To avoid doubt, any individual who is aggrieved by an order of
the Director under paragraph (2) may appeal to the Minister under
section 54 of the Act.

Revocation of disqualification order

17.—(1) An individual who is the subject of a disqualification order
may apply to the Director for the order to be revoked.

(2) On receipt of an application under paragraph (1), the Director
may, after considering all relevant circumstances, revoke the
disqualification order where the basis on which it was made no
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longer applies, subject to such terms and conditions as the Director
thinks fit to impose.

(3) In determining the terms and conditions to be imposed under
paragraph (2), the Director must have regard to —

(a) the character and fitness of the applicant to serve as a
member of an institutional review board; and

(b) any other consideration which the Director considers to be
relevant.

(4) No application to revoke a disqualification order under
paragraph (1) can be made —

(a) before the expiration of one year after the date of the
disqualification order; and

(b) more than once in any period of 3 years.

(5) The Director must publish every revocation of the
disqualification order made under paragraph (2) or a list of names
and other particulars of the individuals whose disqualification have
been revoked, at the relevant website or in such other manner as the
Director may determine.

Meetings and quorum of institutional review boards

18.—(1) The quorum at all meetings of an institutional review
board is 5 members, of whom —

(a) one must be the chairman or the member appointed by the
chairman under paragraph (5) to preside at that meeting or
part of the meeting;

(b) at least one must be an external scientific person; and

(c) at least one must be an external lay person.

(2) No business may be transacted at any meeting unless a quorum
is present.

(3) A meeting of an institutional review board may be held —

(a) by a quorum of members, being assembled together at the
time and place appointed for the meeting; or
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(b) by means of audio, audio and visual, or electronic
communication but only if —

(i) all of the members who wish to participate in the
meeting have access to the technology needed to
participate in the meeting; and

(ii) a quorum of members are able to simultaneously
communicate with each other throughout the
meeting.

(4) A member of an institutional review board participating in a
meeting as permitted under paragraph (3)(b)(i) is taken to be present
at the meeting.

(5) The fact that a meeting of an institutional review board was held
as permitted under paragraph (3)(b)(i) must be recorded in writing in
the minutes or other record of the meeting.

(6) The chairman of an institutional review board must preside at
meetings of the board, and if the chairman is absent from any meeting
or part of a meeting, the member (who need not be a medical
practitioner) appointed by the chairman will preside at that meeting or
part of the meeting.

(7) A decision at a meeting of the institutional review board is
adopted by a simple majority of the members present and voting and
to avoid doubt, in the case of an equality of votes, the research
proposal is deemed to have been rejected.

(8) For the purposes of the institutional review board’s proceedings,
papers (including declarations, disclosures and proposals to be
circulated before the meeting and decisions after the meeting) may
be circulated among members or delivered to the secretary of the
board by hand or facsimile or electronic transmission of the
information in the papers concerned.

(9) Subject to the provisions of the Act and this Part, each
institutional review board may regulate its own processes and
procedures.

(10) For the purposes of paragraph (1), an individual is treated as
external in relation to a research institution if the individual is not a
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researcher of, not employed by and not in a commercial relationship
with the research institution.

Conflicts of interest

19.—(1) For the purposes of section 19(1) of the Act, a member of
an institutional review board must declare to the board in writing, the
nature and extent of all conflicts of interest or potential conflicts of
interest in relation to a matter under consideration by the board
arising from —

(a) the member’s immediate family relationship or other
relationship with a director, partner or employee of the
research institution which appointed the institutional
review board;

(b) the member’s immediate family relationship or other
relationship with any of the researchers involved in the
conduct of the research proposal being reviewed by the
board; and

(c) the member’s connection or association with any person or
body funding the research being reviewed by the board.

(2) Where the institutional review board is satisfied that the
member (called in this regulation a conflicted member) is unable to
carry out his or her duties properly and effectively because of any
conflict of interests or potential conflict of interests mentioned in
section 19 of the Act or this regulation in relation to a matter under
consideration by the board, the conflicted member —

(a) must not vote or take part in any discussion or decision of
the board with respect to that matter; and

(b) is to be disregarded for the purpose of forming a quorum of
the board for that part of the meeting of the board during
which a discussion or decision relating to that matter
occurs or is made.

(3) Despite paragraph (2), a conflicted member may, with the
permission of the institutional review board, provide such
information as the board may require, but must not vote on any
decision with respect to that matter.
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(4) A declaration under paragraph (1), and the decision of the
institutional review board in regard to the participation of the
conflicted member in the discussions and decisions of the board
under paragraphs (2) and (3), must be recorded in the minutes of the
meeting of the board.

(5) For the purposes of paragraph (1), a member of an institutional
review board is not regarded as being in a position of conflict of
interests by reason only that the member is an employee of the
research institution which appointed the board.

Expedited review

20.—(1) The chairman of an institutional review board or a
member authorised under section 17(2) of the Act (called in this
regulation the authorised member) may, pursuant to section 17(2)(b)
of the Act, decide that a research proposal or a class of research
proposals may be reviewed through an expedited process if the
proposal or class of proposals involves no more than minimal risk to
the research subjects.

(2) For the purposes of section 17(2) of the Act, the following
criteria may be considered by the chairman of the institutional review
board or the authorised member for expedited review:

(a) one or more minor changes to a research proposal which do
not affect the substance of research proposals approved by
that board;

(b) a research proposal that involves analysis of patient
information without interaction with research subjects
where the chairman or the authorised member is satisfied
that the researchers will take appropriate measures to
protect the confidentiality of information relating to the
research subjects.

(3) To avoid doubt, no proposal for restricted human biomedical
research may be reviewed through an expedited process.

(4) The institutional review board must ensure that the operational
procedures on the expedited review of research proposals must be
clearly documented including but not limited to the authorisation of a
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member to carry out the duties of the chairman pursuant to
section 17(2) of the Act and the method of reporting and
ratification of decisions to the board.

(5) The chairman of an institutional review board or the authorised
member must inform all the members of all research proposals that
have been reviewed through an expedited process.

Exempted review

21.—(1) Subject to paragraph (2), the chairman of an institutional
review board or a member authorised under section 17(2) of the Act
(called in this regulation the authorised member) may, pursuant to
section 17(2)(a) of the Act, exempt a research proposal from review
by the board if the chairman or authorised member is satisfied that the
proposal involves less than minimal risk to the research subjects.

(2) To avoid doubt, no proposal for restricted human biomedical
research may be exempted from review.

(3) A researcher must submit to the chairman of the institutional
review board or the authorised member every application for
exemption from review of a research proposal for determination by
the chairman or the authorised member.

(4) The chairman of an institutional review board or the authorised
member must inform all the members of all research proposals that
have been exempted from review.

(5) The institutional review board must ensure that the operational
procedures on the exemption of research proposals from review by
the board mentioned in paragraph (1) must be clearly documented
including but not limited to the authorisation of a member to carry out
the duties of the chairman pursuant to section 17(2) of the Act and the
method of reporting and ratification of decisions to the board.

Documentation and communications

22.—(1) Every chairman of an institutional review board must
ensure that all documentation and correspondence of a board in areas
other than the review of the research proposal, such as the assessment
of the qualifications of a researcher, must be dated, filed and archived
according to standard written procedures for the board.
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(2) Every chairman of an institutional review board must ensure
that all correspondence and other communications in relation to the
review of the research proposal and other proceedings of the board,
must be fully documented in writing.

(3) Without prejudice to the generality of paragraphs (1) and (2),
every chairman of an institutional review board must ensure that all of
the following documents, information and particulars be recorded
and documented:

(a) copies of all research proposals reviewed, scientific
evaluations, if any, that accompany the proposals,
approved sample consent documents, progress reports
submitted by the researchers and reports of injuries to the
research subjects;

(b) minutes of the board meetings which must be in sufficient
detail to show —

(i) attendance at the meetings;

(ii) actions taken by the board, and the vote on these
actions including the number of members voting for,
against, and abstaining;

(iii) the basis for requiring changes in or disapproving
research; and

(iv) a written summary of the discussion of controverted
issues and their resolution;

(c) copies of all correspondence between the board and the
researchers that are relevant and material to the review of
the research proposal.

Written reasons to be provided to second institutional review
board

23. Where the research institution pursuant to section 21(2)(c) of
the Act directs the researcher to submit the research to a second
institutional review board for a second initial review, the first
institutional review board must, as soon as practicable after the
direction, give written reasons for its decision not to grant approval
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for the research to be conducted or continued and provide the written
reasons to the second board through the research institution.

Reports to research institution

24. The chairman of an institutional review board must ensure that
all decisions made by the board and the reasons for these decisions
are to be reported to the research institution for the institution’s
oversight and review within such period and in such manner and form
as the institution may determine.

PART 4

MISCELLANEOUS

Witness to appropriate consent

25.—(1) For the purposes of section 6(d) of the Act, any
appropriate consent must be taken in the presence of a witness —

(a) who is 21 years of age or older;

(b) who has mental capacity; and

(c) who must not be the same individual taking the appropriate
consent.

(2) To avoid doubt, the witness may be a member of the team
carrying out the research of which the individual giving the consent is
a research subject.

(3) The witness must take reasonable steps to ascertain —

(a) the identity of the individual giving the appropriate
consent; and

(b) that the consent was given voluntarily without any
coercion or intimidation.

26. [Deleted by S 705/2019 wef 01/11/2019]

Procedure for appeal to Minister

27. For the purposes of section 54(1) and (2) of the Act, an appeal to
the Minister must be made in the applicable form set out at the
relevant website.
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Electronic system

28.—(1) Every notification, form, document, declaration or other
information that is required to be submitted to the Director under
these Regulations must —

(a) be made using the electronic system of the Ministry of
Health at the relevant website or by such other means as the
Director may determine;

(b) be submitted to the Director in the form provided by that
system; and

(c) be accompanied by the documents specified at the relevant
website.

(2) The Director may modify or amend a form mentioned in
paragraph (1) in order to facilitate the submission of that form.

False information

29. Any person who, in submitting to the Director a notification,
form, document, declaration or other information that is required to
be submitted under these Regulations —

(a) makes any statement or furnishes any information which
that person knows to be false or does not believe to be true;
or

(b) by the intentional suppression of any material fact,
furnishes information which is misleading,

shall be guilty of an offence and shall be liable on conviction to a fine
not exceeding $20,000 or to imprisonment for a term not exceeding
2 years or to both.

Fees

30.—(1) The fees specified in the Second Schedule are payable by
the research institution in respect of the matters set out in that
Schedule.

(2) A fee specified in the Second Schedule must be paid when the
notification or declaration, as the case may be, is submitted to the
Director.
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(3) The Director may, in any particular case, waive or refund the
whole or any part of any fee payable or paid under paragraph (1).

FIRST SCHEDULE
Regulation 7(1)

DECLARATION OF COMPLIANCE

I declare, on behalf of _____________________ (name of research institution),
all of the following:

1. I have read and understood the Human Biomedical Research Act 2015
(Act 29 of 2015), and all regulations and codes of practice or ethics issued
under that Act (collectively called the Act).

2. Except for such offences and contraventions as may have been notified to the
Director of Medical Services in accordance with section 23(3) of the Human
Biomedical Research Act 2015 or regulation 8 of the Human Biomedical
Research Regulations 2017 (G.N. No. S 621/2017), all human biomedical
research conducted under the supervision and control of the research
institution between __________ and _________ (insert dates) comply with
the Act.

3. The composition and appointment of all the institutional review boards of the
research institution comply with the Act.

4. The research institution —

(a) has formulated and implemented appropriate standards,
policies and procedures to supervise, review and monitor the
conduct of the human biomedical research conducted under its
supervision and control;

(b) supervises, reviews and proactively monitors the conduct of
the human biomedical research conducted under its
supervision and control;

(c) has formulated and implemented a policy on whether or not the
research subject should be re-identified and informed in the
case of an incidental finding and has informed all institutional
review boards and researchers under its purview of this policy;

(d) ensures that the human biomedical research conducted under
its supervision and control complies with the Act, and is
conducted in accordance with the standards, policies and
procedures mentioned to in sub-paragraph (a);
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FIRST SCHEDULE — continued

(e) investigates any areas of concern and takes such remedial
measures as appropriate;

(f) in respect of human biomedical research conducted jointly or
in collaboration with more than one research institution, has
agreed among the research institutions for one research
institution to be appointed as the lead research institution for
the purpose of coordinating the research;

(g) has performed such other functions and duties as may be
prescribed by the Minister; and

(h) regularly reviews —

(i) the standards, policies and procedures formulated and
implemented by the Research Institution to supervise,
review and monitor the conduct of the human biomedical
research conducted under its supervision and control;

(ii) all serious adverse events (including unexpected serious
adverse events);

(iii) all safety lapses;

(iv) all reports of any data and safety monitoring board
established by the research institution; and

(v) the performance of all institutional review boards
appointed by the research institution.

Signature, name and
designation of principal

person in charge

Date

[S 705/2019 wef 01/11/2019]

SECOND SCHEDULE
Regulation 30(1) and (2)

1. Accepted notification made under regulation 3
or 4

. $1,000

2. Accepted declaration of compliance made under
regulation 7 where the research institution has
been granted approval to conduct restricted
human biomedical research
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SECOND SCHEDULE — continued

(a) for the first research site; and $4,000

(b) for each additional research site $500

3. Any other accepted declaration of compliance
made under regulation 7 —

(a) for the first research site; and $1,000

(b) for each additional research site $500

Note:

Where activities relating to research are conducted at 2 or more premises located
within the same building (bearing the same postal code in each premises’
address) and under the supervision and control of a single research institution,
these premises are counted as a single research site.

Made on 30 October 2017.

CHAN HENG KEE
Permanent Secretary,
Ministry of Health,

Singapore.

[MH 78:69; AG/LEGIS/SL/131C/2015/1 Vol. 2]
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