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Section 1. Introduction and governance basis 

The HA Tech HREC Standard Operating Procedure Manual sets out the operational 

requirements for the conduct of HREC business. It is intended to demonstrate that the HREC 

has established, implemented and documented procedures suitable for review of human 

research, including clinical research and clinical research involving HA Tech products, data, 

facilities, collaborators or institutional governance responsibilities. 

This manual is to be read with the HA Tech HREC Terms of Reference. The Terms of 

Reference establish the HREC mandate, scope, independence, membership, quorum, 

accountability, declaration, assessment and management of interests framework, monitoring 

authority and suspension or withdrawal authority. This manual operationalises those 

requirements. 

• No human research within the scope of the HA Tech HREC may commence until the 

required ethical approval and any required institutional, site, regulatory, scientific, 

safety, privacy or governance approvals have been obtained. 

• HREC approval does not replace sponsor, institutional governance, CTN or CTX, site 

specific, legal, insurance, privacy or biosafety requirements. 

• HA Tech management, commercial personnel, investigators, project sponsors and 

other interested parties must not direct, vary, reverse or override HREC decisions. 

• Where HA Tech has commercial, contractual, regulatory, intellectual property, 

product development, sponsor, funding, operational or reputational interests in a 

project, those interests must be declared, assessed, managed and documented. 

1.1 Governing references 
• National Statement on Ethical Conduct in Human Research, current version. 

• NHMRC Human Research Ethics Committee Registration Guide, current version. 

• Australian Code for the Responsible Conduct of Research, current version. 

• Applicable Commonwealth, State and Territory privacy, health records, human tissue, 

therapeutic goods, clinical trial and data protection requirements. 

• HA Tech HREC Terms of Reference. 

• HA Tech policies and procedures referenced by this manual, including complaints, 

record management, privacy, quality management and interest declaration and 

management procedures. 

SOP 01: HREC scope, authority and independence 

Purpose To define how the HREC operates within its approved mandate 

while preserving independent ethical review. 

Scope All HREC activities and all human research submitted to the HA 

Tech HREC. 
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Responsible owner HREC Chair and Secretariat 

Primary records As specified in this SOP and retained in the HREC records system. 

Procedure 

1. The Secretariat will confirm that each submitted project falls within the scope defined in 

the Terms of Reference before the application proceeds to ethical review. 

2. Projects outside scope will be returned to the applicant with advice that the HA Tech 

HREC cannot review the application unless a documented HA Tech governance, 

sponsorship, funding, product, facility, data, collaborator or institutional relationship 

exists. 

3. The HREC will not commence review of a project where the scope is unclear until the 

Chair has documented the eligibility decision. 

4. The HREC will conduct ethical review independently from HA Tech management, 

commercial, sales, marketing, sponsor and project delivery functions. 

5. No person may require the HREC to approve, defer, reject, vary, reverse or withdraw an 

ethical decision for commercial, operational or institutional convenience. 

6. Any attempt to influence an HREC decision must be recorded as an institutional 

governance concern and reported to the Chair and institutional governance authority. 

7. HA Tech may have more than one role in relation to a research project, including 

institutional host, sponsor, funder, product developer, data holder, employer, 

collaborator or applicant. These roles must be identified in the HREC application and 

managed separately from the HREC’s independent ethical review function.  

8. Where HA Tech is the sponsor, funder, product developer or institutional governance 

authority for a project, the applicant must describe how sponsor, investigator, 

operational and HREC responsibilities are separated.  

9. HA Tech sponsor, commercial, operational, sales, marketing, regulatory or project 

personnel must not participate in HREC deliberation or decision-making for a project 

where the Chair determines that their declared interest creates an actual, potential or 

perceived conflict requiring exclusion, unless the Chair determines that the interest is 

minor and can be managed by disclosure.  

10. Where HA Tech, acting in a sponsor, institutional, governance or operational capacity, 

becomes aware of information that may affect participant safety, consent, privacy, 

protocol compliance, recruitment, risk assessment, study conduct or ethical acceptability, 

the HREC must be informed promptly.  

11. Examples of matters requiring HREC notification include protocol changes, updated 

safety information, changes to participant materials, changes to investigators or sites, 

participant complaints, serious adverse events, significant safety issues, urgent safety 

measures, protocol deviations, privacy breaches, regulatory correspondence relevant to 

participant safety or any change to HA Tech’s role in the research. 

Record Minimum content 

Scope eligibility decision Project title, applicant, HA Tech relationship, decision, 

rationale, date, Chair or delegate. 

Institutional interference 

concern 

Nature of concern, persons involved, immediate actions, 

escalation, outcome. 
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SOP 02: Roles and responsibilities 

Purpose To define the duties of HREC members and support roles. 

Scope Chair, Deputy Chair, members, Secretariat, reviewers, external 

experts and institutional governance contacts. 

Responsible owner HREC Chair and Secretariat 

Primary records As specified in this SOP and retained in the HREC records system. 

 

Role Responsibilities 

Chair Lead meetings, confirm quorum, oversee declaration, assessment 

and management of interests, facilitate balanced deliberation, 

ensure decisions are based on ethical criteria, approve agendas 

and minutes, sign decision letters where required, and escalate 

urgent safety or governance matters. 

Deputy Chair Act for the Chair when the Chair is unavailable, conflicted or 

otherwise unable to perform the Chair function, provided the 

Deputy Chair has completed appropriate training, has sufficient 

knowledge of HREC processes and the National Statement, and has 

no unmanaged interest in the matter under review. 

HREC members Prepare for meetings, declare conflicts, review applications within 

their expertise and community perspective, contribute to 

deliberation, protect confidentiality, complete training and comply 

with this manual. 

Secretariat Receive applications, conduct administrative checks, prepare 

agendas, distribute papers, maintain registers, minute meetings, 

track conditions and reporting, send correspondence, maintain 

records and public information. 

Lead reviewers Conduct detailed review of allocated applications, identify ethical 

issues, present findings to the HREC and recommend matters for 

discussion. Lead reviewers do not decide outcomes alone unless 

delegated under expedited review. 

External experts Provide specialist advice where requested, declare conflicts and 

maintain confidentiality. They do not participate in final decision 

making unless formally appointed as members. 

Institutional 

governance 

authority 

Approve ToR/SOP amendments, appoint or reappoint HREC 

members, resource the HREC, receive governance reports and 

support implementation of HREC requirements without directing, 

varying, reversing or overriding individual HREC decisions. 

SOP 03: Membership appointment, Chair eligibility, induction and 

training 

Purpose To ensure the HREC has appropriately qualified, independent and 

trained members, including a Chair with suitable experience. 
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Scope Appointment, induction, ongoing training and review of HREC 

members, Chair and Deputy Chair. 

Responsible owner HREC Chair and Secretariat 

Primary records As specified in this SOP and retained in the HREC records system. 

 

1. HREC membership must include the minimum categories required by the National 

Statement and any additional expertise needed for the type of research regularly 

reviewed. 

2. 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. 

3. Before appointment of the Chair, HA Tech must document the Chair candidate’s prior 

HREC experience, clinical research ethics experience, independence, availability, conflicts 

of interest and capacity to perform the role. 

4. HA Tech will appoint a Chair with previous HREC membership experience. The Chair 

appointment record must include evidence of prior HREC membership, relevant 

ethics or clinical research experience, independence, availability, declared interests 

and capacity to perform the role. 

5. Where a Chair, Deputy Chair or member has HA Tech operational, sales, marketing, 

commercial, regulatory, product development, sponsor or project responsibilities, those 

responsibilities must be assessed as declared interests before appointment and at least 

annually. The Chair, or Deputy Chair where the Chair is the person with the declared 

interest, will determine whether the interest creates a conflict requiring management. 

6. Members must be appointed as individuals for their knowledge, qualities and experience, 

not as representatives of an organisation, sponsor, commercial group or stakeholder 

position. 

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

appoint alternate members in each membership category to support quorum, 

continuity, diversity of perspective and timely review. 

8. Alternate members must be appointed, inducted, trained and recorded in the 

membership register in the same manner as ordinary members. Alternate members 

may contribute to review and decision-making only when acting in their appointed 

category and where they have no unmanaged interest in the matter under review. 

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

with knowledge and current 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. 

10. Appointments must be documented in the membership register, including category, 

appointment date, term, independence status, training status, declared interests and 

renewal date. 

11. All members must complete induction before accessing confidential HREC papers. 

Induction must cover the Terms of Reference, this manual, National Statement 
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responsibilities, confidentiality, conflicts of interest, clinical research review, safety 

reporting and complaints handling. 

12. Ongoing training must occur at least annually and when major changes occur to the 

National Statement, NHMRC requirements, clinical research regulation or HA Tech HREC 

procedures. 

13. The Secretariat will maintain training records and report training gaps to the Chair. 

Training topic Required for Timing 

National Statement and HREC 

responsibilities 

All members and 

Secretariat 

At induction and refreshed 

at least every 2 years 

Clinical research ethics and 

consent 

All members At induction and refreshed 

as needed 

Conflict of interest and 

institutional conflict 

All members and relevant 

HA Tech governance staff 

At induction and annually 

Safety reporting and 

monitoring 

Chair, Deputy Chair, 

Secretariat, relevant 

reviewers 

At induction and annually 

Complaints procedure Chair, Deputy Chair, 

Secretariat 

At induction and annually 

Privacy, confidentiality and 

records 

All members, observers 

and external experts 

Before access to HREC 

materials 

SOP 04: Meetings, agendas, papers and minutes 

Purpose To ensure meetings are planned, documented and conducted in a 

way that supports fair, informed and timely ethical review. 

Scope Ordinary, extraordinary, urgent and out of session HREC business. 

Responsible owner HREC Chair and Secretariat 

Primary records As specified in this SOP and retained in the HREC records system. 

 

1. The HREC will ordinarily meet at least quarterly. Additional meetings may be convened 

by the Chair where workload, safety issues, urgent review or time critical amendments 

require consideration. 

2. The Chair may convene an extraordinary meeting where urgent review is required, 

including urgent safety matters, urgent amendments, complaints affecting participant 

welfare, suspension or withdrawal matters, or time-critical issues affecting ethical 

acceptability. 

3. Where a matter is urgent, the Chair and Secretariat will determine whether it can be 

managed by expedited review, out-of-session review, Chair triage, Deputy Chair 

input, extraordinary HREC meeting or referral to an external reviewer or external 

HREC. 

4. Chair-only review must be limited to triage, administrative decisions, urgent 

protective action or referral of the matter to the appropriate review pathway. Chair-

only review must not be used to approve new more-than-low-risk clinical research. 
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5. Urgent decisions made outside a scheduled meeting must be documented and 

reported to the next HREC meeting for noting, ratification or further action as 

appropriate. 

6. The Secretariat will maintain an annual meeting calendar with submission deadlines and 

paper distribution dates. 

7. The Chair and Secretariat will agree the agenda before papers are distributed. 

8. Meeting papers should be distributed securely at least 7 calendar days before the 

meeting. Shorter timeframes may be used only where the Chair determines the matter is 

urgent and members have sufficient time to review. 

9. Late papers may be tabled only with Chair approval. The Chair must consider whether 

late papers prevent adequate ethical review. 

10. Minutes must record attendance, apologies, quorum, conflicts, members absent for 

conflicted items, major ethical issues discussed, decisions, conditions, dissenting views, 

actions, responsible persons and due dates. 

11. Draft minutes will be prepared by the Secretariat and reviewed by the Chair within 10 

working days. Minutes will be confirmed at the next meeting or earlier by documented 

circulation if needed for urgent records. 

12. Final minutes will be stored in the HREC records system with restricted access. 

Standard agenda item Purpose 

Welcome and apologies Confirm attendance and apologies. 

Quorum confirmation Confirm valid constitution of the meeting. 

Declaration, assessment and 

management of interests 

Declare relevant interests and manage any actual, 

potential or perceived conflicts before items are 

discussed. 

Previous minutes and actions Confirm minutes and close or carry forward actions. 

New applications Deliberate and decide on new submissions. 

Amendments Review changes to approved research. 

Safety reports and deviations Review safety issues, urgent measures and non-

compliance. 

Monitoring reports Review annual, final, triggered or audit reports. 

Complaints Consider complaints and participant welfare concerns. 

Governance and training Consider SOP updates, membership, training and 

registration matters. 

SOP 05: Attendance, quorum and quorum affected by declared 

interests 

Purpose To ensure HREC decisions are made only when the required member 

composition is present and declared interests have been assessed 

and managed. 

Scope All HREC meetings and decision making processes. 

Responsible owner HREC Chair and Secretariat 

Primary records As specified in this SOP and retained in the HREC records system. 
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1. Members are expected to attend all meetings for which their membership category, 

expertise or perspective is required to maintain quorum and support valid ethical review. 

2. Where a member cannot attend, the member must notify the Secretariat as soon as 

practicable and, where possible, before papers are finalized. 

3. Before each meeting, the Secretariat will confirm expected attendance, required member 

categories, declared interests known before the meeting and whether alternate members 

are required to maintain quorum, expertise, independence or diversity of perspective. 

4. Where a required member cannot attend, the Secretariat will identify whether an 

approved alternate member in the same or appropriate category is available. 

5. If quorum, required member categories, appropriate expertise or independence 

cannot be maintained, the Chair must defer the affected item, convene another 

properly constituted meeting, seek external expert advice, refer the matter for 

external HREC review or use another documented process approved by the HREC. 

6. The HREC may include more than the minimum number of members to support 

continuity, attendance, quorum and availability of required perspectives. 

7. At the start of each meeting, the Chair will confirm whether quorum is present. 

8. Before each agenda item, the Chair will ask members to declare relevant interests. The 

Chair will assess whether any declared interest creates an actual, potential or perceived 

conflict requiring management. 

9. If a member is required to leave 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 for that item. 

10. If quorum is lost, the HREC must not make a decision on that item. The item must be 

deferred, reviewed at another properly constituted meeting, referred to an external 

HREC, or managed through another documented independent review process approved 

by the HREC. 

11. The minutes must state whether quorum was maintained for each decision and record 

the departure and return of members with declared interests requiring exclusion. 

Operational rule: Quorum is assessed for the decision being made, not only for the 

meeting as a whole. 

SOP 06: Submission receipt, screening and validation 

Purpose To ensure applications are complete and within scope before ethical 

review begins. 

Scope New applications, amendments, safety reports, monitoring reports 

and other submissions. 

Responsible owner HREC Chair and Secretariat 

Primary records As specified in this SOP and retained in the HREC records system. 

 

1. All submissions must be made through the HREC Secretariat using the current approved 

submission forms or an alternative format accepted by the Secretariat. 

2. The Secretariat will acknowledge receipt within 5 working days where practicable. 
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3. The Secretariat will conduct an administrative completeness and scope check before 

assigning the submission for review. 

4. Incomplete applications will not proceed to full ethical review until required information 

is provided, unless the Chair determines that preliminary review is appropriate. 

5. The Secretariat may request administrative corrections, missing documents or 

clarifications but must not make a judgement about ethical acceptability unless expressly 

delegated under this manual. 

6. Validated applications will be entered into the HREC application register with a unique 

reference number. 

Minimum document set 

for clinical research 
Examples 

Application form Completed HREC application form with investigator details 

and signatures. 

Protocol Version controlled protocol, synopsis and schedule of 

assessments. 

Participant materials Participant information sheet, consent form, assent form 

where applicable, recruitment materials. 

Risk and safety information Investigator brochure, device information, product 

information, safety data, risk management summary. 

Privacy and data plan Data collection, storage, access, transfer, retention, 

deidentification and destruction arrangements. 

Scientific rationale Evidence base, study objectives, endpoints and 

justification for design. 

Insurance and indemnity Where applicable for clinical trials or interventional 

studies. 

Site and governance 

information 

Site details, investigators, approvals required, CTN/CTX 

plan where relevant. 

Interest declarations Investigator, sponsor, institutional and financial interest 

disclosures. 

Payments and 

reimbursement 

Participant payments, reimbursement and compensation 

arrangements. 

Monitoring plan Study monitoring, safety reporting and annual reporting 

arrangements. 

SOP 07: Allocation of review pathway 

Purpose To allocate each submission to the correct review pathway based on 

risk, complexity, scope and declared interest considerations. 

Scope All submissions received by the HREC. 

Responsible owner HREC Chair and Secretariat 

Primary records As specified in this SOP and retained in the HREC records system. 

 

1. The Chair, with Secretariat support, will determine the review pathway after validation. 
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2. Clinical research involving more than low risk, interventional procedures, investigational 

products, vulnerable populations, significant privacy risks, or material institutional 

interests or conflicts will ordinarily require full HREC review. 

3. Expedited review may be used only for eligible low risk research, administrative 

amendments, minor amendments, low risk documents, annual reports without concerns, 

and other matters authorised by the HREC. 

4. Where the HREC lacks necessary expertise, the Chair will obtain external expert advice 

before decision making. 

5. Where an institutional interest creates an actual, potential or perceived conflict that 

cannot be adequately managed within HA Tech HREC processes, the HREC must 

consider referral to an external HREC or independent review mechanism. 

6. Where urgent review is required, the Chair must determine whether the matter 

requires Chair triage, Deputy Chair input, expedited review, out-of-session review, 

extraordinary HREC meeting, external expert advice or external HREC review. The 

rationale for the selected urgent review pathway must be documented. 

7. The selected review pathway and rationale must be recorded. 

Review pathway Typical use Decision authority 

Full HREC review New clinical research, more than low 

risk research, investigational product 

research, complex consent, vulnerable 

groups, significant safety or privacy 

risks. 

Properly constituted HREC 

meeting. 

Expedited review Low risk research, minor amendments, 

administrative changes, annual reports 

with no concerns. 

Chair, Deputy Chair or 

delegated member, with 

ratification or noting by 

HREC as required. 

Out of session 

review 

Urgent matters that cannot wait for the 

next scheduled meeting. 

Members or delegated 

reviewers as determined 

by Chair, subject to 

quorum and 

documentation rules. 

External expert 

advice 

Specialist scientific, clinical, cultural, 

legal, privacy, biostatistical or 

community advice. 

Advice only unless expert 

is formally appointed as 

member. 

External HREC 

referral 

Institutional interest that creates an 

actual, potential or perceived conflict 

that cannot be adequately managed, 

insufficient expertise, or research 

outside HA Tech review capacity. 

External HREC decision, 

with HA Tech governance 

acknowledgement as 

needed. 

SOP 08: Ethical review criteria for clinical research 

Purpose To define the matters considered by the HREC when reviewing 

clinical research. 
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Scope All new clinical research applications and relevant amendments. 

Responsible owner HREC Chair and Secretariat 

Primary records As specified in this SOP and retained in the HREC records system. 

 

• Scientific validity and social value: whether the research question is justified and the 

design can answer it. 

• Risk benefit assessment: whether risks, burdens and inconvenience are justified by 

potential benefits and knowledge gained. 

• Participant selection: whether inclusion and exclusion criteria are fair, justified and not 

exploitative. 

• Recruitment: whether recruitment is respectful, non-coercive, culturally appropriate and 

transparent. 

• Consent: whether consent is voluntary, informed, documented and understandable, with 

specific safeguards for limited capacity or dependent relationships. 

• Privacy and confidentiality: whether data and samples are collected, used, stored, 

transferred and retained appropriately. 

• Safety oversight: whether safety monitoring, adverse event reporting and stopping rules 

are adequate. 

• Clinical care: whether research procedures are appropriately separated from clinical care 

and do not compromise treatment. 

• Payments: whether reimbursements or payments are fair and not coercive. 

• Vulnerable groups: whether extra safeguards are included where participants may have 

increased vulnerability. 

• Declared interests: whether investigator, sponsor and institutional interests are 

disclosed, assessed and managed, including whether any interest creates an actual, 

potential or perceived conflict requiring additional safeguards. 

• Cultural considerations: whether research involving Aboriginal and Torres Strait Islander 

peoples, culturally diverse communities or other specific groups is appropriately designed 

and reviewed. 

• Commercial and product development context: whether HA Tech commercial, IP, 

regulatory or sponsor interests are disclosed to the HREC and participants where 

relevant. 

• Post approval obligations: whether monitoring, reporting, amendments and closeout 

arrangements are adequate. 

SOP 09: Full HREC review procedure 

Purpose To define the process for full HREC review of applications requiring 

committee deliberation. 

Scope New applications and substantial amendments requiring full HREC 

review. 

Responsible owner HREC Chair and Secretariat 

Primary records As specified in this SOP and retained in the HREC records system. 
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1. Following validation, the Chair will allocate one or more lead reviewers, considering 

expertise, member category and declared interests. 

2. Lead reviewers will review the application against the criteria in SOP 08 and prepare 

issues for discussion. 

3. Members must review the papers before the meeting and identify any concerns, 

questions or relevant interests to the Chair or Secretariat as early as practicable. 

4. At the meeting, the Chair will confirm quorum and declared interests before discussion 

begins. 

5. The lead reviewer will summarise the study, key ethical issues and proposed matters for 

discussion. 

6. The HREC will deliberate on the application, seeking consensus on ethical acceptability 

and any required changes or conditions. 

7. Where information is insufficient, the HREC may request clarification, modification or 

deferral rather than approve. 

8. The decision and reasons must be recorded in the minutes, including any conditions, 

required modifications, monitoring requirements, dissenting views and interest 

assessment and management actions. 

9. The Secretariat will prepare the decision letter in accordance with SOP 13. 

SOP 10: Expedited and out of session review procedure 

Purpose To define controlled use of expedited or out of session review 

without compromising ethical standards. 

Scope Eligible low risk research, minor amendments, urgent items and 

administrative matters. 

Responsible owner HREC Chair and Secretariat 

Primary records As specified in this SOP and retained in the HREC records system. 

 

1. The Chair determines whether a matter is eligible for expedited or out of session review. 

2. Expedited review must not be used for more than low risk clinical research unless the 

matter is an amendment or report where the ethical implications are minor and clearly 

understood. 

3. At least one suitably experienced reviewer must conduct the review. More reviewers may 

be required where the matter involves consent, safety, privacy, vulnerable groups, 

cultural issues or declared interests requiring management. 

4. The reviewer may approve, request modification, refer the matter to full HREC review or 

decline to make a delegated decision. 

5. Expedited decisions must be documented with the rationale for expedited review and 

reported to the next HREC meeting for noting. 

6. Out-of-session review may be used for urgent safety matters, urgent amendments, time-

critical decisions or matters that cannot wait for the next scheduled meeting. The Chair 

must determine the appropriate level of member input, taking into account urgency, risk, 

complexity, required expertise, declared interests and whether quorum or required 

member categories are needed for the decision. 
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7. Chair-only action is limited to triage, administrative action, urgent protective action, 

referral to the correct review pathway, or interim action required to protect 

participants. Chair-only action must not be used to approve new more-than-low-risk 

clinical research. 

8. Where an urgent matter has ongoing implications for participant safety, ethical 

acceptability, study continuation, suspension, withdrawal, consent, recruitment or 

protocol design, the Chair must convene an extraordinary meeting or refer the 

matter to full HREC review as soon as practicable. 

9. Any urgent or out-of-session decision must be documented, including the reason the 

matter could not wait for the next scheduled meeting, persons consulted, interests 

declared, decision made, rationale and whether further HREC review is required. 

10. If any reviewer raises a significant ethical concern, the matter must be escalated to full 

HREC review unless urgent participant safety action is required. 

SOP 11: Use of external experts and external HREC review 

Purpose To ensure the HREC obtains appropriate expertise or independent 

review where required. 

Scope Applications requiring expertise not available within the HREC or 

where institutional interests or conflicts require additional 

safeguards. 

Responsible owner HREC Chair and Secretariat 

Primary records As specified in this SOP and retained in the HREC records system. 

 

1. The Chair may seek external expert advice where the HREC does not have sufficient 

scientific, clinical, statistical, legal, cultural, privacy, consumer, technical or regulatory 

expertise. 

2. External experts must declare relevant interests and sign confidentiality undertakings 

before accessing materials. 

3. External expert advice must be provided in writing or recorded in the minutes if provided 

verbally. 

4. The HREC remains responsible for ethical decision making and must consider but is not 

bound by external expert advice. 

5. Where a HA Tech institutional interest creates, or may reasonably be perceived to 

create, a material conflict and cannot be adequately managed internally, the Chair must 

consider referral to an external HREC or independent ethics review mechanism. 

6. Any decision to rely on external HREC review must be documented, including the scope 

of reliance, HA Tech governance responsibilities and ongoing monitoring arrangements. 

Trigger Potential response 

Novel clinical intervention or 

investigational product 

External clinical or regulatory expert advice. 

Complex statistics or sample size 

concern 

External biostatistical review. 
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Aboriginal and Torres Strait Islander 

participants or communities 

Appropriate cultural review and community 

engagement advice. 

Material HA Tech commercial or IP 

interest 

External independent reviewer or external HREC 

review. 

Chair or multiple members have 

declared interests requiring 

exclusion 

Deputy Chair, external Chair, external HREC or 

deferral until properly constituted review is 

possible. 

 

SOP 12: Deliberation, decision making and voting safeguards 

Purpose To ensure HREC decisions are fair, transparent, documented and 

grounded in ethical review. 

Scope All HREC decisions. 

Responsible owner HREC Chair and Secretariat 

Primary records As specified in this SOP and retained in the HREC records system. 

 

1. The Chair will facilitate deliberation so that all required member perspectives can be 

heard. 

2. Declared interests are expected and may assist the HREC to understand members’ 

perspectives, expertise and relationships relevant to the matter under review. 

3. The Chair will determine whether a declared interest is recorded only, managed by 

disclosure, permits participation in discussion but not deliberation or decision-

making, or requires the person to leave the meeting for the relevant item. 

4. A person with a declared interest may be invited by the Chair to provide factual 

information or answer questions where this assists the HREC, provided the Chair 

determines that this will not compromise independent deliberation. 

5. A person with a declared interest must not participate in final deliberation or 

decision-making where the Chair determines that the interest creates an actual, 

potential or perceived conflict requiring exclusion. 

6. Decisions will be made by consensus wherever possible. 

7. Where consensus is not immediately reached, the Chair will identify the ethical issues 

preventing consensus and support further discussion. 

8. Majority voting must not be used to silence unresolved ethical concerns. If a serious 

ethical concern remains unresolved, the HREC should defer or request further 

information unless urgent participant safety action requires immediate decision. 

9. Where a decision is made despite dissent, the dissenting view and ethical basis must be 

recorded in the minutes. 

10. A decision must not be made unless quorum is maintained, declared interests have been 

assessed and managed, and sufficient information is available. 

11. The decision options are approval, approval with conditions, request for modification or 

information, deferral, rejection, suspension, withdrawal or additional monitoring 

requirements. 
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SOP 13: Decision letters, approval conditions and communication 

with researchers 

Purpose To ensure decisions are communicated clearly, promptly and with 

adequate reasons. 

Scope All HREC decisions and correspondence with applicants and 

investigators. 

Responsible owner HREC Chair and Secretariat 

Primary records As specified in this SOP and retained in the HREC records system. 

 

1. The Secretariat is the primary communication point between the HREC and researchers 

unless the Chair authorises another arrangement. 

2. Decisions should be communicated in writing within 10 working days after the meeting 

or decision where practicable. 

3. Approval letters must identify approved documents by title, version and date, the period 

of approval, conditions of approval, reporting requirements, amendment requirements, 

safety reporting requirements and HREC contact details. 

4. Requests for modification or further information must clearly identify each issue and, 

where appropriate, reference the ethical concern or relevant guidance. 

5. Rejection letters must include clear reasons and any available process for resubmission 

or response. 

6. Where the HREC requires changes before approval, the Secretariat will track responses 

and confirm whether Chair, delegated or full HREC review is required for the response. 

7. All substantive communication must be retained in the HREC records system. 

Letter type Required content 

Approval Study title, reference number, approved documents, approval 

date, approval period, conditions, monitoring, amendments, 

safety reporting, complaints information. 

Modification required Specific issues, required changes, response pathway, deadline or 

next meeting timing. 

Deferral Reason for deferral, information required, whether full HREC re-

review is required. 

Rejection Reasons, ethical basis, resubmission options if any. 

Suspension or 

withdrawal 

Reason, effective date, required immediate actions, participant 

protection actions, reporting and appeal or response process if 

applicable. 

SOP 14: Amendments and post approval changes 

Purpose To control changes to approved research. 

Scope Protocol amendments, document updates, investigator changes, site 

changes and other post approval modifications. 

Responsible owner HREC Chair and Secretariat 

Primary records As specified in this SOP and retained in the HREC records system. 
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1. Investigators must obtain HREC approval before implementing amendments, except 

where urgent safety measures are necessary to eliminate an immediate hazard to 

participants. 

2. Amendment submissions must describe the change, rationale, affected documents, 

ethical implications, participant impact and whether re-consent or notification is required. 

3. The Secretariat will screen amendments and the Chair will allocate the review pathway. 

4. Minor administrative amendments may be reviewed by expedited process where they 

have no material ethical implications. 

5. Substantial amendments must be reviewed by the full HREC where they affect risk, 

burden, consent, participant population, intervention, endpoints, safety monitoring, 

privacy, data use, sites, sponsor role, institutional role or declared interest profile. 

6. The HREC may approve, request changes, defer or reject amendments. 

7. Approved amended documents must be version controlled and listed in the approval 

correspondence. 

Amendment 

type 
Examples 

Typical review 

pathway 

Administrative Typographical corrections, contact 

updates, non-substantive formatting. 

Expedited or Secretariat 

check if delegated. 

Minor Clarifying participant wording, minor 

recruitment material change, investigator 

addition with no unmanaged declared 

interest. 

Expedited or Chair 

review. 

Substantial Change to intervention, dose, 

procedures, risk, eligibility, safety 

reporting, consent, privacy, sites, 

sponsor role, institutional role or 

declared interest profile. 

Full HREC review unless 

Chair documents why 

expedited review is 

sufficient. 

Urgent safety 

measure 

Immediate change to remove hazard to 

participants. 

May be implemented 

immediately, report to 

HREC as soon as possible 

and no later than 72 

hours where practicable. 

SOP 15: Monitoring of approved research 

Purpose To ensure approved research remains ethically acceptable 

throughout its lifecycle. 

Scope All HREC approved research. 

Responsible owner HREC Chair and Secretariat 

Primary records As specified in this SOP and retained in the HREC records system. 

 

1. The HREC will determine monitoring requirements proportionate to risk at approval and 

may revise them during the study. 
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2. All approved studies must submit annual progress reports unless a shorter reporting 

interval is specified. 

3. All approved studies must submit a final report at completion or closure. 

4. The HREC may require additional monitoring, including more frequent reports, safety 

updates, consent audits, document review, site visit, triggered audit or independent 

monitoring, where risk warrants. 

5. Failure to submit required reports may result in reminders, escalation, suspension or 

withdrawal of approval. 

6. The HREC may review monitoring reports by expedited process if no concerns are 

identified, or by full HREC review if concerns arise. 

7. Monitoring outcomes and required actions must be recorded and tracked to closure. 

Risk category Minimum monitoring 
Additional monitoring 

examples 

Low risk Annual report and final report. Triggered report if complaint, 

deviation or privacy concern 

arises. 

More than low risk Annual report, final report and 

safety reporting as applicable. 

More frequent progress reports, 

monitoring plan review, targeted 

document review. 

Clinical trial or 

interventional clinical 

research 

Annual report, final report, 

safety reports, amendment 

review and study status 

updates. 

Safety updates, site visit, 

independent monitoring review, 

consent process audit. 

Vulnerable 

participants or 

sensitive data 

Annual report with specific 

participant protection and 

privacy updates. 

Enhanced consent review, data 

access review, additional 

participant information review. 

Material institutional 

interest or conflict 

Monitoring plan specified at 

approval. 

Independent monitoring, 

external expert review, external 

HREC review of continuing 

approval. 

SOP 16: Safety reporting and urgent safety measures 

Purpose To ensure safety issues are reported, reviewed and acted on in a 

timely and proportionate manner. 

Scope All clinical research and any approved research where participant 

safety may be affected. 

Responsible owner HREC Chair and Secretariat 

Primary records As specified in this SOP and retained in the HREC records system. 

 

1. Investigators and sponsors must report safety information to the HREC in accordance 

with the approved protocol, HREC conditions, applicable guidance and this SOP. 

2. The Secretariat will log safety reports and notify the Chair promptly of urgent or 

significant issues. 
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3. The Chair will determine whether the safety report requires immediate action, expedited 

review, full HREC review, external expert advice or institutional escalation. 

4. Urgent safety measures may be implemented before HREC approval where necessary to 

eliminate an immediate hazard to participants. The investigator or sponsor, as 

applicable, must report the measure and rationale to the HREC as soon as possible and 

no later than 72 hours where practicable. 

5. The HREC may require protocol modification, updated consent, participant notification, 

additional monitoring, temporary halt, suspension, withdrawal or other corrective action. 

6. Safety decisions and actions must be documented and tracked to closure. 

Safety event or report 
Expected reporting to 

HREC 
Typical HREC action 

Urgent safety measure As soon as possible and 

no later than 72 hours 

where practicable. 

Chair review, confirm 

participant protection, full 

HREC review if ongoing 

implications. 

Significant safety issue Within 72 hours of 

awareness where 

practicable or as specified 

in applicable guidance. 

Chair triage, possible urgent 

meeting, require corrective 

action. 

Serious adverse event 

affecting participant safety or 

ethics 

Promptly in accordance 

with protocol and 

applicable requirements. 

Assess causality, impact and 

need for amendment or 

monitoring. 

Suspected unexpected 

serious adverse reaction, 

where relevant 

As required by applicable 

clinical trial safety 

guidance and protocol. 

Review risk implications and 

participant information. 

New safety information As soon as it may affect 

participant safety, consent 

or ethical acceptability. 

Consider consent update, 

protocol amendment or 

additional safeguards. 

Annual safety update At least annually for 

ongoing clinical research 

where applicable. 

Continuing review and 

monitoring decision. 

SOP 17: Protocol deviations, non-compliance and breaches 

Purpose To define how deviations and non-compliance are reported, assessed 

and managed. 

Scope All approved research and all investigators under HA Tech HREC 

approval. 

Responsible owner HREC Chair and Secretariat 

Primary records As specified in this SOP and retained in the HREC records system. 

 

1. Investigators must report deviations or non-compliance that may affect participant 

safety, rights, welfare, consent, privacy, confidentiality, data integrity or ethical 

acceptability. 
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2. Minor deviations with no participant or ethical impact may be summarised in annual 

reports unless the HREC requires earlier reporting. 

3. Serious or repeated deviations must be reported promptly and include root cause, 

participant impact, corrective action and preventive action. 

4. The Chair will triage reports and determine whether full HREC review is required. 

5. The HREC may require corrective action, protocol amendment, re-consent, participant 

notification, additional training, increased monitoring, audit, suspension or withdrawal of 

approval. 

6. Patterns of repeated minor deviations must be assessed for systemic non-compliance. 

Category Description Reporting expectation 

Minor deviation No material effect on safety, rights, 

welfare, consent, privacy or data 

integrity. 

Record by study team and 

summarise in periodic or 

annual report. 

Major deviation May affect participant safety, rights, 

welfare, consent, privacy or key study 

integrity. 

Report promptly, usually 

within 7 calendar days 

where practicable. 

Serious non-

compliance 

Serious or repeated failure to comply 

with approved protocol, HREC 

conditions, ethical requirements or 

law. 

Report immediately or as 

soon as practicable with 

corrective action plan. 

Privacy or 

confidentiality 

breach 

Unauthorised access, disclosure, loss 

or misuse of participant information. 

Report promptly and 

manage under privacy 

and HREC requirements. 

SOP 18: Complaints and concerns 

Purpose To ensure complaints are accessible, fairly handled and used to 

protect participants and improve HREC processes. 

Scope Complaints or concerns from participants, researchers, families, staff, 

collaborators, members or the public about approved research or 

HREC processes. 

Responsible owner HREC Chair and Secretariat 

Primary records As specified in this SOP and retained in the HREC records system. 

 

1. HA Tech must maintain a publicly accessible HREC complaints procedure, including 

contact details for complaints and concerns. 

2. Complaints may be received by email, phone, letter, web form, direct contact with the 

Secretariat or referral from an investigator, site or institution. 

3. Where a complaint or concern is received by HA Tech in its role as sponsor, funder, 

employer, institution, product developer, collaborator, site contact or project 

operator, and the complaint may relate to participant welfare, consent, privacy, 

study conduct, recruitment, safety, protocol compliance or ethical acceptability, the 

HREC must be informed promptly. 
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4. The Secretariat will acknowledge receipt within 5 working days where practicable, unless 

anonymous or impracticable. 

5. Complaints will be triaged by the Chair or delegate to determine urgency, participant 

welfare implications, confidentiality requirements, declared interests, any conflicts 

requiring management, and investigation pathway. 

6. Where a complaint relates to participant safety, welfare, consent, privacy, coercion, 

distress or serious non-compliance, the Chair must consider immediate protective action. 

7. A person with a declared interest that creates an actual, potential or perceived conflict 

must not investigate or decide the outcome of a complaint unless the conflict is minor 

and managed by disclosure. 

8. The HREC may request information from investigators, sites, sponsors, participants or 

external experts as needed. 

9. Outcomes must be communicated in writing to the complainant where contact details 

are available and disclosure is appropriate. 

10. Complaints and outcomes must be logged, reported to the HREC and escalated to 

institutional governance where needed. 

11. The HREC must consider whether the complaint requires amendment, additional 

monitoring, participant notification, suspension, withdrawal, training or process 

improvement. 

Complaint type Triage priority Potential action 

Immediate participant 

safety concern 

Urgent Chair notified immediately, consider halt 

or urgent safety action. 

Consent or coercion 

concern 

High Review consent process, interview 

investigator, consider participant 

notification. 

Privacy or confidentiality 

concern 

High Privacy assessment, containment, 

participant notification if required. 

Researcher concern about 

HREC process 

Standard unless 

urgent 

Review correspondence, provide written 

response, escalate if procedural issue. 

General enquiry or 

dissatisfaction 

Standard Acknowledge, respond, log and identify 

improvement opportunities. 

SOP 19: Declaration, assessment and management of interests 

Purpose To ensure relevant interests are declared, assessed, managed and 

documented so that the HREC can benefit from appropriate expertise 

and perspectives while preserving independent ethical review. 

Scope HREC members, Chair, Deputy Chair, Secretariat, external experts, 

investigators, sponsors and HA Tech institutional interests. 

Responsible owner HREC Chair and Secretariat 

Primary records As specified in this SOP and retained in the HREC records system. 

1. All HREC members and relevant personnel must complete an interest declaration at 

appointment and at least annually. 
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2. Members must declare relevant interests at the start of each meeting and again when a 

relevant item arises. 

3. Interests may include professional, personal, financial, commercial, academic, 

supervisory, employment, institutional, sponsor, regulatory, product-development or 

reputational interests. 

4. Declared interests are not automatically conflicts. The Chair will assess each declared 

interest and determine whether it creates no conflict, a manageable interest, an actual 

conflict, a potential conflict or a perceived conflict. 

5. Investigators must disclose financial, personal, professional, supervisory, institutional, 

sponsor and commercial interests in the application. 

6. External experts must declare relevant interests before accessing materials. 

7. Institutional interests must be considered for research where HA Tech has commercial, 

contractual, regulatory, intellectual property, product development, sponsor, funding or 

reputational interests. 

8. The Chair will determine the management strategy for declared interests. Where the 

Chair has a declared interest, the Deputy Chair or another independent experienced 

member will manage the interest assessment for that item. 

9. Management strategies may include recording the interest only, participation in 

discussion, participation in factual clarification only, exclusion from deliberation and 

decision-making, exclusion from the full item, external expert advice, external HREC 

review, enhanced consent disclosure, additional monitoring, separation of sponsor and 

HREC roles, or escalation to institutional governance. 

10. Declared interests, Chair determinations and management actions must be recorded in 

the minutes and interest register. 

Declared interest situation Minimum management 

Member has relevant expertise but no 

personal, financial, sponsor or 

institutional interest 

Interest may be noted; member may 

participate fully. 

Member has prior knowledge of the 

project but no decision-making, sponsor 

or investigator role 

Chair determines whether disclosure is 

sufficient or whether participation should be 

limited. 

Member is investigator, sponsor 

representative or project team member 

Member may provide factual clarification if 

invited by the Chair, then leaves for 

deliberation and decision. 

Member has commercial, sales, 

marketing or product responsibility for 

study product 

Declare interest; Chair determines whether 

exclusion from discussion, deliberation and 

decision is required; consider whether quorum 

remains. 

Chair has a declared interest Deputy Chair or independent experienced 

member manages the item; consider external 

Chair or external review. 
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HA Tech has product, IP, sponsor or 

regulatory interest 

Document institutional interest assessment 

and safeguards; consider external 

independent review or external HREC review. 

Interest cannot be managed Refer to external HREC or defer until 

independent review is available. 

SOP 20: Suspension, withdrawal or lapse of approval 

Purpose To define how the HREC protects participants when approved 

research is no longer ethically acceptable or required conditions are 

not met. 

Scope All approved research. 

Responsible owner HREC Chair and Secretariat 

Primary records As specified in this SOP and retained in the HREC records system. 

 

1. The HREC may suspend or withdraw approval where participant safety, rights or welfare 

may be compromised, the research is no longer ethically acceptable, serious or repeated 

non-compliance occurs, monitoring reports are not provided, safety obligations are not 

met, declared interests are not disclosed, assessed or managed, or approval conditions 

are not satisfied. 

2. Where urgent action is required, the Chair may issue an interim suspension pending full 

HREC review. 

3. Suspension or withdrawal decisions must identify the reason, effective date, required 

immediate actions, participant protection requirements, communication requirements 

and conditions for reinstatement if applicable. 

4. Investigators must stop relevant research activities as directed, except activities 

necessary to protect participant safety or welfare. 

5. The HREC may require notification to participants, sponsors, sites, regulators or 

institutional governance authorities where appropriate. 

6. Approval may lapse where the approval period expires and continuing approval or 

extension has not been granted. The Secretariat will maintain reminder processes but 

investigators remain responsible for timely reporting. 

SOP 21: Records, confidentiality, privacy and access control 

Purpose To ensure HREC records and confidential information are protected, 

retained and available for audit or registration purposes. 

Scope All HREC records, correspondence, registers, applications, minutes 

and confidential materials. 

Responsible owner HREC Chair and Secretariat 

Primary records As specified in this SOP and retained in the HREC records system. 

 

1. HREC records must be accurate, complete, version controlled and stored in secure 

access controlled systems. 
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2. Access to HREC records is limited to authorised HREC members, Secretariat personnel 

and authorised institutional governance personnel where required for legitimate 

governance purposes. 

3. Confidential HREC papers must not be forwarded, copied or stored outside approved 

systems unless authorised by the Chair or Secretariat. 

4. Members, observers, external experts and Secretariat personnel must sign confidentiality 

undertakings before accessing HREC materials. 

5. Records must be retained for at least 7 years after study completion, or longer where 

required by law, regulatory requirements, sponsor arrangements, clinical trial 

requirements or institutional policy. 

6. Destruction of HREC records must be authorised and documented in accordance with the 

record management procedure. 

7. Personal information must be handled in accordance with privacy law, participant 

consent and approved study documents. 

Record type Retention expectation 

Applications and approved 

documents 

At least 7 years after study completion or longer if 

required. 

Minutes, agendas and decisions At least 7 years after study completion or longer if 

required. 

Safety reports, deviations and 

complaints 

At least 7 years after study completion or longer if 

required. 

Membership, training, interest 

declaration and confidentiality 

records 

Duration of appointment plus at least 7 years or 

institutional policy. 

Public complaints procedure and 

applicant guidance versions 

Retain superseded versions for audit trail. 

SOP 22: Public information and applicant guidance 

Purpose To ensure researchers, participants and stakeholders can understand 

the HREC process and access complaints pathways. 

Scope Information made public or available to applicants. 

Responsible owner HREC Chair and Secretariat 

Primary records As specified in this SOP and retained in the HREC records system. 

 

1. HA Tech will maintain publicly accessible information explaining the HREC role, scope, 

contact details and complaints pathway. 

2. The HREC complaints procedure must be publicly accessible. 

3. Applicant guidance must describe submission requirements, meeting or submission 

timelines where available, review pathways, amendment requirements, safety reporting 

requirements, monitoring obligations and fees if any. 

4. Public and applicant information must explain that HA Tech may act in different roles in 

relation to research, including sponsor, funder, product developer, collaborator, 
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institution or HREC administrator, and that the HREC conducts ethical review 

independently from HA Tech sponsor, commercial and project delivery functions. 

5. Public information must distinguish documents that are publicly available from 

documents available to applicants on request and confidential internal controlled 

documents. 

6. The Secretariat will review public information at least annually and when SOPs, ToR, 

contact details, fees or complaint procedures change. 

Information item Availability 

HREC contact details Public. 

HREC complaints procedure Public. 

HREC Terms of Reference Public or available to applicants and stakeholders 

on request, as determined by HA Tech. 

Application requirements and 

applicant guidance 

Public or available to applicants. 

Fee schedule, if any Public or available before submission. 

Detailed SOP manual Available to NHMRC and applicants on request 

unless confidential sections are redacted. 

Minutes, member personal details 

and conflict register 

Confidential internal records unless disclosure is 

legally or institutionally required. 

SOP 23: SOP review, document control and quality assurance 

Purpose To ensure the SOP manual remains current, implemented and 

effective. 

Scope This manual and related HREC controlled documents. 

Responsible owner HREC Chair and Secretariat 

Primary records As specified in this SOP and retained in the HREC records system. 

 

1. This manual will be reviewed at least annually or earlier following changes to the 

National Statement, NHMRC registration requirements, applicable law, clinical research 

guidance, HA Tech governance arrangements or HREC operating experience. 

2. SOP amendments must be approved by the HA Tech institutional governance authority 

or authorised delegate and communicated to HREC members and relevant stakeholders. 

3. Changes affecting HREC operation must be accompanied by training or briefing as 

appropriate. 

4. The Secretariat will maintain a controlled document register, version history and 

superseded document archive. 

5. The HREC will conduct periodic self assessment against the Terms of Reference, SOPs 

and NHMRC registration expectations. 

6. A corrective action plan must be created for significant audit findings, complaints, 

registration feedback, recurring non-compliance or process failures. 

Appendix A. HREC agenda template 

• Meeting details: date, time, location or virtual link. 
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• Attendance, apologies and quorum confirmation. 

• Declaration, assessment and management of interests. 

• Confirmation of previous minutes and actions. 

• New applications for review. 

• Amendments and post approval changes. 

• Safety reports, urgent safety measures and significant safety issues. 

• Protocol deviations and non-compliance. 

• Monitoring reports, annual reports and final reports. 

• Complaints and participant concerns. 

• Membership, training and governance matters. 

• Other business and next meeting. 

Appendix B. HREC minutes template 

Minute field Required content 

Meeting details Date, time, location, Chair, Secretariat. 

Attendance Members present, apologies, observers, external experts. 

Quorum Whether quorum and required member categories were 

present for the meeting and for each decision, including after 

any member departure due to declared interests. 

Declared interests Interests declared, Chair assessment, management decision, 

member participation, departure and return where applicable. 

Item summary Study title, reference, documents reviewed. 

Discussion Key ethical issues, questions, advice, dissenting views. 

Decision Outcome, conditions, reasons, required actions. 

Actions Action owner, due date and follow-up method. 

Appendix C. Decision letter template - approval 

Dear [Investigator], 

The HA Tech HREC has reviewed and approved the following research: [study title], HREC 

reference [reference number]. 

• Approved documents: [list document title, version and date]. 

• Approval date: [date]. 

• Approval period: [date to date]. 

• Conditions of approval: [insert conditions or state none]. 
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• No changes may be made to approved documents or procedures without prior HREC 

approval, except urgent safety measures required to eliminate an immediate hazard to 

participants. 

• Safety reports, protocol deviations, complaints, annual reports and final reports must be 

submitted in accordance with the HREC SOPs and approval conditions. 

• Participant complaints or concerns may be directed to [public HREC complaints contact]. 

Appendix D. Decision letter template - modification required 

Dear [Investigator], 

The HA Tech HREC reviewed [study title], HREC reference [reference number], and requires 

modification or further information before a decision can be made. 

• Issue 1: [describe issue and required response]. 

• Issue 2: [describe issue and required response]. 

• Please provide a response document and revised documents with updated version 

numbers and dates. 

• The Chair will determine whether the response may be reviewed by delegated review or 

must return to the full HREC. 

Appendix E. Public HREC complaints procedure  

HA Tech must publish or otherwise make publicly accessible a complaints procedure that 

includes the following information: 

• Who may make a complaint or raise a concern. 

• What types of concerns may be raised, including concerns about participant welfare, 

consent, privacy, research conduct or HREC processes. 

• How to lodge a complaint, including email address, phone number or postal address. 

• Whether anonymous complaints can be submitted and any limits on investigation of 

anonymous complaints. 

• Expected acknowledgement and response timeframes. 

• How confidentiality and declared interests are assessed and managed. 

• How urgent participant safety concerns are escalated. 

• Possible outcomes, including corrective action, monitoring, suspension or referral. 

• How complainants will be informed of outcomes where appropriate. 


