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1. Purpose

This Complaints Policy establishes a fair, transparent, and efficient process for addressing complaints related to The Collective’s (and its established committees) ethical review process or approved research. It applies to:

· Applicants dissatisfied with the The Collective’s review process, decisions, or procedural fairness.

· Participants (or their representatives, including whānau, caregivers, or welfare guardians) who believe an ethical breach has occurred in research approved by the committees, impacting their rights, safety, or well-being.

The policy ensures compliance with New Zealand’s National Ethical Standards for Health and Disability Research, Code of Health and Disability Services Consumers’ Rights 1996, Privacy Act 2020, Health Information Privacy Code 2020, and principles of natural justice, while respecting cultural values (e.g., tikanga Māori, Pacific models of health) and equity for Māori, Pacific peoples, and other communities.


2. Scope

This policy covers:

· Complaints about The Collective’s review process (e.g., delays, procedural errors, fairness of decisions in Sections 7.2, 7.3, 7.9 of the relevant terms of reference).

· Complaints about ethical breaches in approved studies (e.g., participant safety, consent violations, cultural disrespect, per National Ethical Standards Chapters 3–6).

· It does not cover:

· Commercial, legal, financial, or contractual disputes (refer to relevant authorities).

· Disciplinary or employment matters (refer to institutions or legal bodies).

· Findings under the Code of Health and Disability Services Consumers’ Rights, Privacy Act 2020, or Health Information Privacy Code 2020 (refer to the Health and Disability Commissioner or Privacy Commissioner).

Complaints must relate to The Collective decisions or approved research, not individual member actions (unless acting under The Collective authority, per Section 5.7).


3. Who Can Complain

· Applicants: Coordinating Investigators (CIs), co-investigators, or authorised representatives dissatisfied with The Collective processes or decisions (e.g., approvals, declines, conditions in Sections 7.2–7.9).

· Participants: Individuals actively participating in the committees approved studies, or their representatives (e.g., whānau, caregivers, welfare guardians under Protection of Personal and Property Rights Act 1988), who identify ethical breaches. Third parties (e.g., community advocates) may submit information, but formal complaints must come from participants or representatives.


4. Complaint Types and Processes

4.1 Complaints About the Review Process (Applicants)

What Can Be Complained About: 

· Procedural non-compliance with The Collective ToR or SOPs 

· Unfairness, lack of transparency, or impartiality in decisions 

· Inadequate response to queries or requests for clarification during reviews 

Process: 

1) Lodging a Complaint: Submit in writing (email or hard copy) to The Collective Secretariat within 10 working days of the decision or issue, detailing:

3. Nature of the complaint (e.g., paragraph of ToR/SOPs not followed).

3. Reasons for dissatisfaction (e.g., timeline breach, fairness concerns).

3. Desired resolution (e.g., reconsideration, clarification).

3. Contact details and, if applicable, study reference number.


2) Initial Review: The Secretariat acknowledges receipt within 2 working days, forwarding to the Chairperson within 5 working days. The Chairperson assesses jurisdiction (per Section 2) and, if within scope, assigns a subcommittee of 2 members (1 lay, 1 non-lay, per Section 5.1) within 5 working days.

3) Investigation: The subcommittee reviews within 10 working days, ensuring natural justice (e.g., inviting applicant response, per HDEC SOPs Section 9). If cultural issues (e.g., Māori tikanga) arise, the subcommittee consults Māori/Pacific experts or community representatives, maintaining confidentiality (per Section 11).

4)Decision: The subcommittee recommends one of:

3. Reaffirm the original decision (with reasons).

3. Reconsider the decision (e.g., approve/provisionally approve if declined, lift suspension/cancellation if applicable), reviewed online per Sections 7.2 within 14–15 days, with pre-screening (18–19 days total if changes needed).

3. Suggest improvements or conditions (non-binding, per Section 4.2).

3. Refer to external bodies (e.g., HRC, Health and Disability Commissioner) if beyond The Collective’s scope.

5) Communication: The Secretariat communicates the decision in plain language, with reasons based on National Ethical Standards. Records are stored per Section 11 of the Terms of Reference.

6) Escalation: Applicants may appeal to the Health Research Council Ethics Committee (HRC EC) per HRC EC Terms of Reference within 20 working days, if unsatisfied (final and binding). Contact HRC EC for details.

4.2 Complaints About Ethical Breaches (Participants)

What Can Be Complained About: 

· Breaches of participant rights, safety, or well-being in approved studies (e.g., consent violations, harm, cultural disrespect, per National Ethical Standards Chapters 3–6).

· Failure to adhere to approved protocols, conditions, or cultural commitments (e.g., Māori tikanga, Pacific models of health).

· Actions tantamount to ‘research misconduct’ as described in the HRC Ethics Guidelines (2021). Please refer to that guideline for additional information.

Process: 

1) Lodging a Complaint: Submit in writing (email or hard copy) to The Collective Secretariat within 10 working days of identifying the breach, detailing:

3. Nature of the breach (e.g., consent issue, harm, cultural insensitivity).

3. Study details (e.g., reference number, participant involvement).

3. Desired resolution (e.g., investigation, corrective action).

3. Contact details and, if applicable, representative status (e.g., whānau, caregiver).

3. If unable to write, the Secretariat assists documentation within 2 working days.

2)Initial Review: The Secretariat acknowledges receipt within 2 working days, forwarding to the Chairperson within 5 working days. The Chairperson assesses jurisdiction (per Section 2) and, if within scope, assigns a subcommittee of 2–4 members (at least 1 lay, 1 non-lay, per Section 5.1, discretion of Chairperson based on complaint complexity) within 5 working days.

3)Investigation: The subcommittee investigates within 15 working days, ensuring natural justice:

3. Notifies complainant and respondent (e.g., CI, sponsor) immediately, providing complaint details and response opportunities (written or interview).

3. Offers complainant/respondent meetings (online or in person, with support persons if needed) and additional information requests, prioritising cultural sensitivity (e.g., hui, fono for Māori/Pacific participants).

3. Consults external experts (e.g., Māori/Pacific leaders, ethicists) if cultural or ethical complexity arises, maintaining confidentiality (per Section 11).

3. Seeks further information from other parties/witnesses if relevant, balancing privacy (per Privacy Act 2020).


4)Decision: The subcommittee recommends one of:

3. No action (if no breach found, with reasons).

3. Investigation findings and recommendations (e.g., protocol correction, participant support, cultural consultation), communicated to CI/sponsor for action within 10 working days.

3. Suspension/cancellation of approval (per Section 7.6) if serious concerns (e.g., participant safety, ethical conduct), reviewed fully within 18–19 days (pre-screening included).

3. Referral to external bodies (e.g., Health and Disability Commissioner, Privacy Commissioner) if beyond The Collectives scope.

5)Communication: The Secretariat communicates the decision in plain language with reasons based on National Ethical Standards. Records are stored per Section 11 of the Terms of Reference.

6)Escalation: Applicants may appeal to the Health Research Council Ethics Committee (HRC EC) per HRC EC Terms of Reference within 20 working days, if unsatisfied (final and binding). Contact HRC EC for details.

4.3 General Principles

· Natural Justice: All complaints are processed impartially, transparently, and expeditiously, giving parties fair opportunity to be heard and respond.

· Confidentiality: Complaints and investigations are confidential (per Section 11), with anonymised data shared only as required by law protecting participant/applicant privacy (e.g., Māori data sovereignty, Pacific cultural norms).

· Cultural Sensitivity: The Collective ensures culturally appropriate processes (e.g., hui, fono, te reo Māori, Pacific languages) and consultations with Māori/Pacific communities, addressing equity and whānau ora (per National Ethical Standards Chapter 6).

· Timelines: Complaints are resolved within 20–30 working days extendable for reasonable delays (e.g., cultural consultation, legal advice), with progress updates to parties.

· Records: Stored electronically per Section 11 of the terms of reference.

5. Limitations

The Collective cannot:

· Resolve commercial, legal, financial, or contractual disputes (refer to courts, sponsors, or institutions).

· Make disciplinary findings/orders against individuals (refer to institutions or legal bodies).

· Address Code of Health and Disability Services Consumers’ Rights, Privacy Act 2020, or Health Information Privacy Code 2020 breaches directly (refer to relevant commissioners).

Serious ethical breaches may trigger reconsideration of approval (Section 7.6), but enforcement lies with sponsors/CIs or regulators.


6. Implementation

This policy is effective from 9 March 2025 integrated into The Collective Terms of Reference (Sections 7.6, 9, 11) and published separately. 

Complaints pre-dating this date follow existing processes until resolved.

The Secretariat trains members annually (per Section 8.3) on complaints handling, cultural competence, and natural justice, ensuring compliance with New Zealand standards.


7. Review

The Collective reviews this policy every three years (per Section 14), or sooner if legislative/cultural changes arise, amendable by the advisory board or governance body.
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