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HA Tech Human Research Ethics Committee (HREC) 
Terms of Reference 

Effective November 2025 
 

1. Purpose 

The HA Tech Human Research Ethics Committee, referred to in this document as the 
HREC, is established to provide independent ethical review, approval and oversight of 

human research conducted by, sponsored by, funded by, supported by, or otherwise 
conducted under the governance of HA Tech Pty Limited. 

The purpose of the HREC is to protect the rights, safety, dignity and wellbeing of 
research participants and to promote ethically acceptable human research in accordance 
with the National Statement on Ethical Conduct in Human Research, applicable 
legislation, regulatory requirements, institutional policies and recognised standards of 
responsible research conduct. 

The HREC will exercise its ethical review function independently. HA Tech management, 
commercial personnel, project sponsors, investigators or other interested parties must 

not direct, override or improperly influence the HREC’s ethical review decisions. 

2. Scope of Responsibilities for Ethical Review 

The HREC is responsible for reviewing human research that falls within the scope of HA 

Tech’s activities, including research that is: 

a) conducted by HA Tech employees, contractors, consultants or students working 

under HA Tech supervision; 

b) sponsored, funded or supported by HA Tech; 

c) conducted using HA Tech facilities, equipment, data, biological materials, 

products, investigational products, diagnostic technologies or intellectual 

property; 

d) conducted with external collaborators where HA Tech has governance, 

sponsorship, funding, product-development, regulatory, contractual or 

institutional responsibility; 

e) submitted by an investigator or project team operating under a written 

agreement with HA Tech; or 

f) otherwise accepted by HA Tech as being conducted under its institutional 

governance. 

The HREC’s responsibilities include: 

a) ethical review of new applications; 



HA Tech Pty Limited 
U2/3 Packard Avenue 
Castle Hill, NSW 
2154, Australia 

 
b) review of amendments to approved research; 

c) review of safety reports, adverse events, protocol deviations and emerging 

ethical issues; 

d) monitoring of approved research in proportion to risk; 

e) review of annual and final reports; 

f) consideration of complaints related to approved research; 

g) suspension or withdrawal of ethical approval where required; and 

h) advice to HA Tech on ethical issues arising from human research. 

The HREC may approve, request modification of, defer, reject, suspend or withdraw 

approval for research within its scope. 

3. Relationship to Other Review Processes 

The HREC’s ethical review is distinct from, and does not replace, other review, approval 

or governance processes that may be required before research commences. 

Depending on the nature of the research, other processes may include: 

a) scientific or technical review; 

b) institutional governance approval; 

c) legal, contractual or insurance review; 

d) privacy and data governance review; 

e) biosafety, laboratory, clinical or site governance review; 

f) regulatory submissions or notifications, including CTN or CTX processes where 

applicable; 

g) sponsor approval; 

h) external HREC review; and 

i) site-specific authorisation. 

The HREC may consider the outcome of scientific, safety, regulatory or governance 

review when assessing whether a project is ethically acceptable. However, institutional, 

commercial, operational or regulatory approval must not be treated as a substitute for 

independent ethical review. 

Where research has already been reviewed by another HREC, the HA Tech HREC may 

determine whether to accept, acknowledge or require further review of that approval, 

having regard to HA Tech’s role in the research, the level of risk, participant population, 

jurisdiction, site arrangements and any institutional interest requiring assessment or 

management. 
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4. Review of Applications from Unaffiliated Researchers 

The HA Tech HREC does not operate as a general ethics review service for unrelated 

external or unaffiliated researchers. 

For the purpose of this Terms of Reference, an unaffiliated researcher is a person or 

entity that has no employment, contractual, sponsorship, funding, governance, 

collaborative, institutional or project relationship with HA Tech, and whose proposed 

research is not conducted under the governance of HA Tech. 

Applications from unaffiliated researchers will not ordinarily be accepted. 

Research involving external investigators, universities, clinicians, CROs, consultants, 

clinical sites or other collaborators may be accepted where the research is conducted by, 

sponsored by, funded by, supported by, or otherwise under the governance of HA Tech. 

Where there is uncertainty about whether a project is within scope, the Chair, in 

consultation with the Secretariat and HA Tech institutional leadership as appropriate, will 

determine whether the application is eligible for review. The basis for the determination 

must be documented. 

5. Accountability and Reporting 

The HREC is accountable to HA Tech for operating in accordance with this Terms of 

Reference, approved SOPs, applicable policies and relevant ethical and regulatory 

requirements. 

The HREC will report to HA Tech’s institutional governance authority, being the 

Managing Director or authorised institutional governance delegate, on matters including: 

a) number and type of applications reviewed; 

b) approvals, deferrals, rejections, suspensions and withdrawals; 

c) monitoring activities; 

d) serious or significant safety or ethical issues; 

e) complaints and outcomes; 

f) membership changes and quorum matters; 

g) declared interests, Chair assessments and interest management actions; 

h) SOP or policy updates; and 

i) matters requiring institutional action. 

The HREC’s accountability to HA Tech does not permit HA Tech management, 

commercial personnel or project sponsors to direct, vary, reverse or override HREC 

decisions. 
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Where institutional action is required to protect participant welfare, ensure compliance 

or manage risk, the HREC may escalate matters to HA Tech leadership while preserving 

confidentiality and independence of ethical deliberation. 

6. Membership Categories 

The HREC will be constituted in accordance with applicable NHMRC and National 

Statement requirements. 

Membership will include the required categories of members and will collectively provide 

the experience, independence, diversity and expertise necessary to review the types of 

research submitted to the HREC. 

The membership will include, at minimum, the required categories under the National 

Statement, including: 

a) A Chairperson.  

b) At least two laypeople, one man and one woman, not engaged in research. 

c) At least one person with knowledge and current experience in the areas of 

research regularly reviewed. 

d) At least one person with knowledge and current experience in professional care, 

counselling, or treatment of people. 

e) At least one person who is a minister of religion or has pastoral care 

responsibilities. 

f) At least one lawyer. 

g) At least two people with current research experience relevant to the research 

proposals considered by the HREC.  

For the professional care category, HA Tech will prioritise appointment of a member with 

direct experience in the professional care, counselling or treatment of people, such as a 

nurse, physiotherapist, social worker, psychologist, counsellor, medical practitioner or 

other direct-care professional relevant to the research reviewed. 

Members will be appointed by HA Tech through a documented appointment process. 

Appointment records will include each member’s category, qualifications or relevant 

experience, appointment date, term, independence status and declared interests. 

HA Tech may appoint more than the minimum number of HREC members and may 

appoint alternate members in each required membership category to support quorum, 

continuity, independence, diversity of perspective and timely review. Alternate members 

must be appointed, inducted, trained and recorded in the membership register in the 

same manner as ordinary members. 
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The HREC may access external expert reviewers where needed to maintain appropriate 

expertise, independence or quality of review. External experts may advise the HREC but 

do not participate in final decision-making unless formally appointed as members. 

7. Chair, Deputy Chair and Secretariat 

The Chair is responsible for leading HREC meetings, supporting fair and balanced 

deliberation, ensuring relevant interests are declared, assessed and managed, and 

confirming that decisions are properly documented. The Chair must have suitable 

experience to lead ethical review of human research, including previous HREC 

membership and experience relevant to the type of clinical research reviewed by the 

HREC. 

 

A Deputy Chair will be appointed to act when the Chair is unavailable, conflicted or 

unable to perform the Chair function. The Deputy Chair must have suitable experience 

and training to perform the role, sufficient knowledge of HREC processes and the 

National Statement, and no unmanaged interest in the matter under review. 

 

The Secretariat is responsible for administrative support, including: 

 

a) receiving and checking applications; 

b) preparing agendas and meeting papers; 

c) recording minutes; 

d) maintaining records and registers; 

e) communicating with researchers; 

f) tracking decisions, conditions and monitoring requirements; and 

g) maintaining the HREC document set. 

 

The Secretariat does not determine the ethical acceptability of research unless delegated 

administrative functions are clearly authorised by the HREC and documented in SOPs. 

8. Quorum 

A quorum must be present for HREC deliberation and decision-making. 

Quorum must include the required member categories and must be maintained 

throughout discussion and decision-making for each application. 

Where a member leaves the meeting because the Chair determines that a declared 

interest creates an actual, potential or perceived conflict requiring exclusion, the Chair 

must confirm whether quorum remains. If quorum is lost, the HREC must defer the 

item, seek an appropriately constituted review process, or obtain additional independent 

review in accordance with the SOPs. 



HA Tech Pty Limited 
U2/3 Packard Avenue 
Castle Hill, NSW 
2154, Australia 

 
The minutes must record quorum, attendance, apologies, declared interests, Chair 

assessments, members absent for relevant items, and whether quorum was maintained 

for each decision. 

Quorum is assessed for the decision being made, not only for the meeting as a whole. If 

quorum, required member categories, appropriate expertise or independence cannot be 

maintained, the HREC must not make a decision on that item. 

9. Independence and Declaration, Assessment and Management 

of Interests 

The HREC must conduct ethical review independently and must ensure that relevant 

interests are declared, assessed, managed and documented. Declared interests are not 

automatically conflicts. The purpose of declaring interests is to support transparency and 

allow the HREC to benefit from appropriate expertise and perspectives while preserving 

the independence and integrity of ethical review. 

The Chair will assess each declared interest and determine whether it: 

a) does not create a conflict; 

b) can be managed by disclosure and documentation; 

c) permits the person to provide factual clarification or participate in discussion 

only; 

d) requires the person to be absent from deliberation and decision-making; or 

e) creates an actual, potential or perceived conflict that requires additional 

management. 

Relevant interests may involve: 

a) HREC members; 

b) researchers; 

c) external collaborators; 

d) HA Tech as an institution; 

e) commercial, contractual, regulatory or intellectual property interests; 

f) supervisory or employment relationships; 

g) financial or non-financial interests; or 

h) personal or professional relationships. 

All HREC members must declare relevant interests at appointment, annually, at the start 

of each meeting, and whenever a relevant matter arises. Researchers, external experts 

and other persons involved in HREC processes must also declare relevant interests 
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before participating in HREC review, providing advice or accessing confidential HREC 

materials. 

A member with a declared interest may participate in discussion, deliberation or 

decision-making only to the extent determined by the Chair. The Chair may permit the 

member to remain involved where the interest is minor, transparently declared and does 

not compromise independent ethical review. Where the Chair determines that the 

interest creates a material actual, potential or perceived conflict, the member must not 

participate in final deliberation or decision-making for the relevant item. 

Where a declared interest is relevant to the HREC’s understanding of the research, the 

Chair may invite the person to provide factual information or answer questions before 

leaving the meeting for deliberation and decision-making. The minutes must record the 

declared interest, the Chair’s assessment, the management action taken, and any 

departure from or return to the meeting. 

Institutional interests must be specifically considered where HA Tech has a commercial, 

contractual, intellectual property, product-development, regulatory, funding, 

sponsorship, operational or reputational interest in the research. The Chair will 

determine whether the institutional interest creates an actual, potential or perceived 

conflict requiring management. 

Where an institutional interest creates, or may reasonably be perceived to create, a 

conflict, the HREC must consider additional safeguards. These may include: 

a) external independent expert review; 

b) referral to, or review by, an external HREC; 

c) involvement of an independent member, advisor or reviewer; 

d) additional monitoring; 

e) enhanced disclosure in participant information and consent materials; 

f) separation of sponsor, investigator, operational and HREC decision-making 

roles; 

g) exclusion of individuals with unmanaged interests from deliberation and 

decision-making; and 

h) documentation of the declared interest, Chair assessment and management 

strategy in the minutes and interest register. 

Where the Chair has a declared interest in a matter, the Deputy Chair or another 

independent experienced member will assess and manage the interest for that item. 

Where the Chair’s interest cannot be adequately managed, the matter must be deferred, 
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referred to an external Chair, referred to an external HREC, or managed through 

another independent review process. 

The HREC must not make a decision on any item unless declared interests have been 

assessed and appropriately managed, quorum is maintained, and the HREC is satisfied 

that independent ethical review has not been compromised. 

10. Decision-Making Authority 

The HREC may make the following decisions: 

a) approve the research; 

b) approve the research subject to conditions; 

c) request further information or modification; 

d) defer a decision; 

e) reject the application; 

f) suspend approval; 

g) withdraw approval; or 

h) require additional monitoring, reporting or safeguards. 

The HREC will seek to reach decisions by consensus wherever possible. Where 

consensus cannot be reached, the Chair must ensure that all ethical concerns have been 

heard, discussed and documented before a decision is made. 

Any dissenting views must be recorded in the minutes, including the ethical basis for the 

dissent where relevant. 

A decision must not be made unless the meeting is properly constituted, quorum is 

maintained, declared interests have been assessed and managed, and sufficient 

information is available for ethical review. 

11. Fees and Remuneration 

HREC members may be remunerated, reimbursed or otherwise compensated in 

accordance with HA Tech’s approved arrangements. 

Any remuneration or reimbursement must not be contingent on approval of research or 

any particular review outcome. 

The HREC may charge fees for ethical review where approved by HA Tech. Any fee 

schedule must be transparent to applicants before submission and must not influence 

the independence or outcome of ethical review. 

Where no fees are charged, this will be stated in the publicly available HREC information 

or applicant guidance. 
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12. Confidentiality 

HREC members, alternate members, observers, external reviewers, Secretariat 

personnel and invited experts must maintain confidentiality of applications, meeting 

papers, deliberations, decisions, participant information, commercial information and 

other confidential material. 

Confidentiality obligations apply during and after appointment or involvement with the 

HREC. 

Members and invited attendees must sign confidentiality undertakings before accessing 

HREC materials. 

13. Public Availability of HREC Information 

HA Tech will make sufficient information available to researchers, participants and 

stakeholders to understand the HREC’s role, scope, review process and contact pathway. 

The following information may be made publicly available or available to applicants on 

request: 

a) HREC Terms of Reference; 

b) summary of SOPs or applicant guidance; 

c) application requirements; 

d) meeting schedule or submission deadlines; 

e) fee schedule, if any; 

f) complaints contact pathway; 

g) process for submitting amendments, reports and safety notifications; and 

h) HREC contact details; and 

i) publicly accessible HREC complaints procedure. 

Confidential internal procedures, templates, meeting records, member personal 

information, interest registers and deliberative records may be maintained as controlled 

internal documents and provided only where appropriate. 

14. Records 

The HREC will maintain accurate and secure records of its activities, including: 

a) applications and supporting documents; 

b) agendas and meeting papers; 

c) minutes and decisions; 

d) correspondence with researchers; 

e) conditions of approval; 

f) amendments; 



HA Tech Pty Limited 
U2/3 Packard Avenue 
Castle Hill, NSW 
2154, Australia 

 
g) monitoring reports; 

h) adverse event and safety reports; 

i) complaints; 

j) suspensions and withdrawals; 

k) membership records; 

l) confidentiality undertakings; and 

m) interest declarations, Chair assessments and interest management registers. 

Records will be retained, stored, accessed and destroyed in accordance with HA Tech’s 

record management requirements and applicable legal, regulatory and ethical 

obligations. 

15. Monitoring, Safety and Complaints 

The HREC will monitor approved research in proportion to the level of risk. 

Monitoring mechanisms may include annual reports, final reports, safety reports, 

protocol deviation reports, amendment review, site visits, audits, triggered review, or 

additional reporting requirements. 

Where HA Tech acts in another role in relation to research, including as sponsor, funder, 

product developer, collaborator, institution, data holder, employer or project operator, 

HA Tech must promptly inform the HREC of any matter that may affect participant 

safety, welfare, consent, privacy, recruitment, protocol compliance, study conduct or 

ethical acceptability. 

The HREC may require immediate action where participant safety, welfare, consent, 

privacy, compliance or ethical acceptability is affected. 

The HREC will review adverse events, serious adverse events, significant safety issues, 

urgent safety measures, protocol deviations and emerging concerns in accordance with 

approved SOPs. 

Complaints from participants, researchers or others will be received, recorded, assessed, 

investigated and resolved in accordance with HA Tech’s complaints process and HREC 

SOPs. Where a complaint raises participant welfare or ethical concerns, the HREC may 

require corrective action, additional monitoring, suspension or escalation to institutional 

leadership. 

16. Suspension or Withdrawal of Approval 

The HREC may suspend or withdraw ethical approval where: 

a) participant safety, rights or welfare may be compromised; 

b) the research is no longer ethically acceptable; 
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c) there is serious or repeated non-compliance; 

d) there is a significant protocol deviation or breach; 

e) required monitoring reports are not provided; 

f) consent, privacy or confidentiality requirements are not met; 

g) safety reporting obligations are not met; 

h) institutional, sponsor, investigator or other declared interests are not adequately 

disclosed, assessed or managed; or 

i) required conditions of approval are not satisfied. 

Suspension or withdrawal decisions must be documented, communicated promptly to 

the investigator and relevant institutional personnel, and followed by appropriate 

corrective, preventive or participant-protection actions. 

17. Attendance of Observers and External Experts 

Observers, external experts, trainees or other non-members may attend HREC meetings 

only with approval of the Chair. 

Observers and external experts must comply with confidentiality requirements and must 

declare relevant interests before participating in HREC processes. 

External experts may provide advice on scientific, clinical, technical, cultural, legal, 

community or ethical matters. Unless formally appointed as HREC members, they must 

not participate in final HREC decision-making. 

18. Review and Amendment of Terms of Reference 

This Terms of Reference will be reviewed at least annually, or earlier if required due to 

changes in: 

a) the National Statement; 

b) NHMRC requirements; 

c) applicable legislation or regulation; 

d) HA Tech’s research activities; 

e) HREC structure or membership; 

f) institutional governance arrangements; or 

g) findings from audit, review, complaint or regulatory feedback. 

Amendments must be approved by HA Tech’s institutional governance authority, being 

the Managing Director or authorised institutional governance delegate, and 

communicated to HREC members and relevant stakeholders. 
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