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Introduction

Kia ora and welcome to the Independent Human Research Ethics Committee - Health (IHREC - Health) application form. Here are some notes on how to speed up your review through the committee.


Top Tips for Completing This Form:
Be Clear and Concise: Use plain language wherever possible to explain your research objectives, methodology, and participant engagement.
Provide Detailed Responses: Include specific examples and sufficient detail to demonstrate your research's ethical and practical soundness.
Equity & Responsiveness: Address how your research aligns with Te Tiriti o Waitangi and ensures equity for Māori and other typically marginalised participant groups.
Complete All Sections: Do not leave any section blank. If a section does not apply, provide a brief explanation of why that is
Attach Supporting Documents: Ensure all required documents (e.g., Participant Information Sheets, Consent Forms, Recruitment Materials) are included. Please combine all participant information sheets, consent forms, and other materials into one document. 
Review Thoroughly: Check for completeness and accuracy before submission.
Consult Early: Engage with stakeholders, especially Māori communities, during the planning stages.
If you need assistance, please contact info@ihrec.co.nz



IHREC Screening Questionnaire for Health Sciences Research

Instructions: Please complete the following scoping questions to confirm that your health sciences study requires IHREC- Health review. Please ensure all questions are answered. If unsure, contact info@ihrec.co.nz.


1. Is your project health research?

|_|Yes

|_|No

Please note: IHREC- health defines ‘health research’ in accordance with the New Zealand Health Strategy: “Health research in New Zealand aims to advance scientific knowledge, understand disease causes and risk factors, and develop better ways to prevent, treat, and manage illnesses.”

If No: Your study does not require IHREC-health review. Please contact info@ihrec.co.nz to discuss if your project requires review by our social science committee. 

If Yes: Please proceed to Question 2.


2. Have you completed an HDEC scope application?

|_|Yes

|_|No

If No: Please complete the HDEC screening application. Further information of this process can be found at HDEC Review Process. 

If Yes: Please ensure this is attached as part of your application, and proceed to Question 3. 



[bookmark: human]3. Please confirm that your study does not involve any of the following HDEC triggers:

· Recruitment of participants (or their relatives/caregivers) as ‘consumers of health or disability support services’

· Collection of identifiable health data without consent of the individual participant (unless for justified audit or quality assurance project)

· Volunteers in clinical trials for new medicines or approved medicine for a new indication/mode of administration (including bioequivalence studies)

· A new medical device (Class IIb, III, or active implantable per TGA guidance).

· A new surgical intervention or change to standard treatment/care.

· Creation/use of human gametes, embryos, or hybrid embryos.

· Human tissue samples from NZ’s Newborn Metabolic Screening Programme (Guthrie cards).

· Human tissue collected stored/preserved/used without consent of the initial donor 

· Intention to create a biobank of tissue for future research purposes 

Confirmation:

|_|Yes

|_|No

If No: Please submit to the HDEC. Please contact the Secretariat if you believe that an HDEC exemption applies for your research project. 

If Yes: Please proceed to the declaration.



Declaration
I confirm the answers above are accurate and understand that:

· If HDEC triggers apply, I must seek HDEC review.

· If I am affiliated with an Institutional Ethics Committee, I must submit through the Institutional Health Ethics Committee (if applicable). 

Signed:
Dated:



IHREC-Health Application form
Where applicable, please ensure all questions are answered in full. 

Section 1: Applicant Details
1.1 Principal Investigator
[bookmark: _Hlk192411055]Name: 
Title: 
Organisation (& department): 
Contact Information:
Email:
Phone:
1.2 Co-Investigators and Students
Please List the names, roles, and affiliations of all researchers involved.

Name: 
Title: 
Organisation: 

1.3 Expertise
Please provide a summary of the research team’s expertise relevant to this project, including experience with similar studies or methodologies:

1.4 Funding
Is the research funded by, or carried out on behalf of, another organisation? 

No |_| 			Yes |_|If yes, please provide details, and if necessary, explain how you will mitigate any conflicts of interest that funding creates.

1.5 Involvement of Te Whatu Ora | Health New Zealand

Does this research involve Health New Zealand, including the recruitment of participants or staff from this organisation?

No |_| 			Yes |_|If yes, please provide details, and if necessary, explain how you will mitigate any conflicts of interest that funding creates. Please ensure that locality approval is provided from the relevant site who will be recruited. Please contact the local Research Office for further information.


Section 2: Project Overview
2.1 Project Title and Summary
Title: 
Research Questions: 

Summary of proposal (500 words max): please describe your research's purpose, key objectives, and significance in plain language.

Summary of method, ie please describe the practical steps of your research, without jargon:

Please provide a scientific background comment for this application. Peer review should be attached as part of this submission.

Please remember to attach a study protocol as part of this submission. 
[bookmark: _Hlk192413684]
Section 3: Participants
3.1 Recruitment
Please describe how potential participants will be identified : 
Recruitment Process (please remember that you cannot receive private contact details of participants without their prior consent, and that any advertisements etc need to be attached to the application): 
Please describe the Inclusion/Exclusion Criteria of the intended participants: 
3.2 Participant Activities
Briefly, please describe what participants will be asked to do:
Time Commitment:
Location(s) of Activities:
3.3 Informed Consent
Describe how consent will be obtained (e.g., written, oral, electronic). Please attach participant information sheets and consent forms, or scripts if informed consent is to be obtained verbally. 
Will vulnerable populations be included? (Vulnerable includes participants who are in a dependent situation, residents of a hospital, nursing home or prison, patients highly dependent on medical care, or children) 
[bookmark: _Hlk192429681][bookmark: _Hlk192429495][bookmark: Check5][bookmark: _Hlk192424561][bookmark: Check3]No |_| 			Yes |_|If yes, describe how their needs will be addressed (including if researchers have necessary checks done to work with children): 
3.4 Participant Risks
Please indicate each of the following criteria that apply to this research (either for the participant or the researcher)
	YES
	NO
	

	|_|
	|_|
	Physical risks (e.g., Invasive physical procedures or potential for physical harm)

	|_|
	|_|
	Psychological risks (e.g., tasks that might cause emotional stress)

	|_|
	|_|
	Social risks (e.g., peer group involvement, participants are known to the researcher)

	|_|
	|_|
	Employment/professional/service user risks (e.g., if a service provider such as a hospital can identify who did/did not participate in a study)       

	|_|
	|_|
	Personal or sensitive issues (e.g., that people don’t typically discuss with unfamiliar people)

	|_|
	|_|
	Cross-cultural issues (e.g., topics focussed on aspects of different cultures or countries)

	|_|
	|_|
	Moral or religious issues (e.g., participant demographics and/ or topics involved)

	|_|
	|_|
	Investigation of illegal behaviour(s)

	|_|
	|_|
	Invasion of privacy

	|_|
	|_|
	Collection or use of information that might be disadvantageous to participants

	|_|
	|_|
	Use of information already collected for which agreement of use/confidentiality was not agreed upon at the time data was collected 

	|_|
	|_|
	Conflict of interest (e.g.,  there is any other power relationship between the researcher and the research participants, such as the clinician and patient)

	|_|
	|_|
	Participants who are unable to give informed consent (e.g., children under 16 years)

	|_|
	|_|
	Audio or visual recording without participants’ consent 

	|_|
	|_|
	Withholding benefits from “control” groups	 


Where “YES” was selected for any of the above, please describe the potential risk in detail, and explain how this will be mitigated. Please also explain each risk and the steps taken to mitigate these in the Participant Information Sheet:

If “NO” was selected for all of the above but you are aware that reviewers may question that judgement please provide an explanation below as to why the research is low-risk (i.e., no higher risk than a participant might expect to experience in everyday life). 

3.5 Benefits
Direct Benefits to Participants: Clearly describe any benefits participants may experience directly as a result of their involvement. Often research has no direct benefit for participants. It is good to be honest about this.
Wider Benefits: Discuss the broader impacts of your research, such as contributions to knowledge or community health.
Example: "This study aims to inform public health policies on smoking cessation."
3.6 Balancing Risks and Benefits
Please, discuss why the potential benefits outweigh the risks.
Example: "While participants are likely to receive no direct benefit knowledge from this research will allow better informed policy about …"
3.7 Inducements
Will some form of inducement be used to support recruitment (e.g., vouchers, koha, food, contribution to course assessment, reimbursement of a direct cost)?
If yes, please provide specific details on the type and amount of inducements, and the source of funding for the inducements. If you are giving a koha, as opposed to a gift, please indicate that you understand the local tikanga for koha.

3.8 Tissue Collection

Will your study involve collecting human tissue (e.g., blood, saliva, skin cells) from participants?
No |_| 			Yes |_| 

If Yes is selected:
Type of Tissue: What tissue will be collected (e.g., blood samples, buccal swabs)?


Purpose: Why is tissue collection necessary for your research objectives?


Collection Process: Describe how tissue will be collected (e.g., method, equipment, trained personnel). Attach any protocols.


Consent: Confirm informed consent will be obtained for tissue collection and use. Attach updated Participant Information Sheet (PIS) and Consent Form (CF) explaining tissue use, risks, and participant rights.


Risks: Are there physical risks (e.g., minor discomfort, bruising)? Detail mitigation (e.g., sterile techniques, medical oversight).


Tissue includes material from living individuals (Human Tissue Act 2008). IHREC reviews only consented, minimal-risk collections—not unconsented use or biobanking for unspecified future research (HDEC scope).

3.9 Health status of participants
Will your study involve participants with specific health conditions or disabilities?
No |_| 			Yes |_| 

If Yes is selected:

Condition(s): Specify (e.g., diabetes, mobility impairment).

Relevance: How does their health status relate to your research objectives?

Support: What provisions ensure their safety and accessibility (e.g., medical oversight, wheelchair access)?

Health conditions may increase vulnerability; mitigation ensures equity and safety (National Ethical Standards, Ch. 5).
3.10 Health resource impact

Will your study use health-related resources (e.g., clinic space, staff time, equipment)?
No |_| 			Yes |_| 
If Yes is selected:
Resources: What’s used (e.g., nurse time, blood pressure cuffs)?

Approval: Evidence of permission from resource owners (e.g., clinic letter)? Attach if applicable.

Impact: How will this avoid disrupting standard care?

Guidance: Resource use must not compromise health services (National Ethical Standards, Ch. 6).
Section 4: Methodology

Please Note:

Interviews and focus groups: for structured or semi-structured interviews or focus groups, please provide a topic guide or proposed list of interview questions.  Please ensure you add an indication in the Participant Information Sheet of the kinds of questions that participants will be asked.

Questionnaire: A questionnaire is a written or electronic list of questions to be answered by participants. A questionnaire is a specifically designed set of questions that a participant completes independently and returns to the researcher. Questionnaires should be submitted in the final format in which they will be viewed by participants or, in the case of an online questionnaire, in a format that is as close as possible to the proposed final format. 
For all online questionnaires, researchers must ensure that participants are able to print and/or save the PIS section of the questionnaire for future reference. 

Observations: A clear statement of the nature of the observations and a list of the kind of data that will to be collected must be provided. 

4.1 Study Design
Which research methodology/ies will be used to collect data?
Please select all that apply.

|_| Survey/ Questionnaire
|_| Interview
|_| Kaupapa Māori   
|_|Experiment
|_|Observational
|_|Focus group   
|_|Clinical Trial   
|_|Other (please specify):

4.1.1 Does the research involve any intervention administered to the participant, such as drugs, medicine (other than in the course of standard medical procedure), placebo, environmental conditions, food/drink?
|_|No.   |_|Yes. 

If ‘Yes’, please explain:
 

4.1.2 If ‘Clinical Trial’ has been selected at 4.1, please explain:


4.1.3 Will the study involve the administration of ionising radiation that is not needed for participants’ normal clinical management?*
|_|No.   |_|Yes. 

If ‘Yes’, describe the form(s) in which ionising radiation will be administered:*


If  ‘Yes’, attach a statement from a medical physicist of the effective doses of radiation, together with an appraisal of their appropriateness and safety. 

4.1.4  Does the research involve processes that involve EEG, ECG, MRI, TMS, MRI, EMG, invasive or surface recordings?
|_|No.   |_|Yes. 

If ‘Yes’, describe the form(s) in which ionising radiation will be administered:


4.2 Data Collection Tools and Procedures
Outline the steps in data collection and any piloting procedures:

4.3 Research phases
Does the research involve multiple phases (e.g., survey and focus groups, or multiple surveys, or a pilot study followed by a main study)?
[bookmark: Check6][bookmark: Check7]|_|No.   |_|Yes. 

If yes, please briefly describe each phase (i.e., description, purpose, research methods etc.) Provide a detailed description of the study design, including key elements such as intervention, observation, or analysis approaches:


4.4 Sample Size and Justification
How many participants will be recruited?

How was the sample size determined? Was a power calculation performed? If so, provide details.

4.5 Fair Participant Selection
How will you ensure a fair selection of participants? Please discuss how you will ensure that your recruitment methods do not create bias in your sample.  For example, what provision has been made to ensure disabled or other typically marginalised people who are possible participants can participate equitably and that you or a team member understand the issues they face and the risks they face in research when they reveal their experiences?

[bookmark: Check8][bookmark: Check9]Are any groups excluded? No |_|		Yes|_| If yes, please justify.

What are the potential aspects of this research that are of value to, of concern for, or even exclude, participants who are disabled?

How is an awareness of disability integrated into the research e.g in your participant recruitment, participation, funding, and researcher expertise?

4.6 Timeline
Please provide a brief timeline for the project, including recruitment, data collection, and analysis phases:
4.7 Tissue Handling and Analysis

If tissue is collected or used, how will it be handled and analysed?
Not applicable  |_|		Applicable (using tissue)|_| 
If Applicable is selected:

Handling: Describe processing steps (e.g., centrifugation, freezing) and who will perform them (e.g., lab technician qualifications).

Analysis: What tests or analyses will be conducted (e.g., biomarker screening, DNA extraction)?

Safety: How will participant and researcher safety be ensured (e.g., biohazard protocols)?
4.8 Low-risk health interventions or devices

Will your study involve low-risk health interventions or devices (e.g., Class I medical devices like thermometers, non-invasive monitoring)?
No |_|		Yes|_| 
If yes is selected, please consider the following:

Description: What intervention/device (e.g., wearable fitness tracker)?

Purpose: How does it support your research?

Risks: Any minor risks (e.g., skin irritation)? Detail mitigation (e.g., hypoallergenic materials).

Training: Who administers it, and are they qualified?

Remember: IHREC reviews minimal-risk devices/interventions (Class I per TGA); higher-risk (Class IIb+) requires HDEC. Attach usage protocol if applicable.
4.9 Health data collection

Will your study collect health-related data beyond tissue (e.g., vital signs, medical history, survey responses on health)?
No |_|		Yes|_| 
If yes is selected, please consider the following:

Type: What data (e.g., blood pressure, self-reported symptoms)?

Method: How  will this be collected (e.g., monitor, questionnaire)? Attach tools.

Accuracy: How will data quality be ensured (e.g., calibrated equipment, validated scales)?

4.10 Clinical Audit or Quality Improvement

Is your study an audit or quality improvement activity (e.g., reviewing clinical data to enhance healthcare delivery)?
No |_|		Yes|_| 
If yes is selected, please consider the following:

Objective: What healthcare process or outcome are you auditing (e.g., patient wait times, medication adherence)?

Standards: What benchmarks or guidelines will you compare against (e.g., Ministry of Health standards)?

Data Source: What clinical data will be used (e.g., patient records, staff surveys)? Attach access permissions if applicable.

Publication Intent: Do you plan to publish findings? 
No |_|		Yes|_| 

If Yes, explain how this meets ethical publishing standards (e.g., anonymisation):

[bookmark: _Hlk192420839]
Section 5: Other organisations, Community groups or interested parties.
Will the research require permission from, or consultation/engagement with, another organisation (e.g., government agency, New Zealand Health entity, business, community group etc.) to recruit participants or access information? 

[bookmark: Check22][bookmark: Check23]|_|No.		 |_|Yes. If yes, please provide details

Note: If the response is yes, please explain how this approval has been or will be obtained (and attach copies of relevant correspondence).

Note: Consultation with a community is recommended when the research involves participants from an identifiable group (e.g., geographically-bounded, like-minded individuals, specific hobbyists, specific professional group). A useful, though not exhaustive test of whether a community should be consulted, is whether that community has a leadership group that can be contacted. Once support or approval is obtained please forward this to IHREC. The IHREC understands that in many cases, consultation is informal, and does not produce official approval documents. In such cases, simply note with whom consultation has taken place, why it is those particular communities/individuals, and provide contact information.


Section 6: Engagement with Māori 
6.1 Māori Participation and Partnership
This information informs the committee about aspects of the research that may have implications for Māori and the need for Māori engagement and co-design considerations.
Will the research involve - 

	YES
	NO
	

	|_|
	|_|
	Intentional recruitment of Māori participants or communities?

	|_|
	|_|
	Recording and analysis of ethnicity for reporting on Māori participants’ data?

	|_|
	|_|
	Implications for iwi Māori stemming from the design, implementation or outcomes?

	|_|
	|_|
	Use of culturally sensitive material/knowledge/mātauranga?

	|_|
	|_|
	Access to Māori sites, or sampling of flora/fauna?

	|_|
	|_|
	Genetic or human tissue of Māori participants

	|_|
	|_|
	Research that will/could impact on Māori health outcomes specifically?



[bookmark: _Hlk192414007]If the answer is ‘YES’ to any of the criteria above, please provide evidence that engagement has occurred with the relevant communities, their representatives, or Mātauranga holders. Or, if engagement is underway, please describe it and provide a copy of the letters or emails about the engagement once they are available:



Suggested resources:

[bookmark: _Hlk192420504]Read Te Ara Tika: Guidelines for Māori research ethics – A framework for researchers and ethics committee members. Te Ara Tika principles are drawn from tikanga Māori (Māori protocols and practices) and its philosophical base of mātauranga Māori (traditional knowledge), and integrate understandings from Te Tiriti o Waitangi, Indigenous values and Western ethical principles.
The partnership of Māori and Western ethics principles is also  described in section 3 of the National Standards for Health and Disability Research and Quality Improvement (National Ethics Advisory Committee, 2019).   

Section 7: Data Management and Privacy
7.1 Data Collection and Storage
Describe what data will be collected and how it will be securely stored (and backed up)
[bookmark: _Hlk192415217][bookmark: Check10][bookmark: Check11]Will identifiable data be used? No |_|		Yes |_| If yes, please explain how confidentiality will be maintained: 
How will you abide by the principles of data sovereignty?
7.2 Data Retention and Disposal
Duration of storage:
Method of disposal: 
In what form will the data from the study be stored after the study has finished?

|_|Identified          |_|Potentially identifiable    |_|Partially de-identified 
|_|De-identified    |_|Anonymous                    |_|Other 

 If ‘Other’, provide more information:

 
The Health (Retention of Health Information) Regulations 1996 require that some health information be retained for a period of ten years.

7.3 Data Sharing
[bookmark: _Hlk192415297]Will data be shared with third parties? No |_|		Yes |_| If yes, please provide details of sharing agreements:

Consider if attaching a research data management plan is necessary for your project. 

Please ensure that data management and future use are explained in your participant information sheet and consent form. Participants will need to explicitly consent to the future use of their data for a secondary research purpose or third party. 
7.4 Tissue storage and disposal 

If tissue is collected, how will it be stored and disposed of?
Not applicable |_|		Applicable (tissue will be collected) |_| 

If applicable is selected:
Storage: Where and how will tissue be stored (e.g., secure lab, -80°C freezer)? Duration of storage?

Identifiability: Will tissue be linked to identifiable data? 
No |_|		Yes |_| 
If Yes, explain confidentiality measures (e.g., coding, access controls):

Disposal: Method of disposal at study end (e.g., incineration, return to participant if requested)?

Māori Considerations: If Māori, or other participants that are known to have concerns with the handling of human tissue,are involved, please attach evidence of engagement on tissue handling. Please also provide details on the steps in the protocol that will meet those participants’ needs. See for guidance Te Ara Tika..

[bookmark: _MON_1804342852]7.5 Existing sample use   
Will your study use existing human tissue (e.g., from prior collections, imported sources)?
No |_|		Yes |_| 

If Yes is selected:
Source: Where was the tissue obtained (e.g., hospital archive, commercial supplier)?

Consent Status: Confirm prior informed consent covers this use or tissue is de-identified. Attach documentation.

Justification: Why is existing tissue necessary instead of new collection?

Note: IHREC reviews only consented or de-identified existing tissue use—unconsented use requires HDEC.
7.6 Health Data Linkage

Will your study link health data to other sources (e.g., hospital records, public datasets)?
No |_|		Yes |_| 

If Yes is selected:
Sources: What datasets (e.g., Ministry of Health records)?

Consent: Is linkage consented? [ ] Yes [ ] De-identified [ ] No 
No |_|		Yes |_|     De-identified |_|
If No, justify:

Privacy: How will linkage protect participant identity (e.g., encryption, anonymisation)?

7.7 Audit Data Ethics

If an audit, how will clinical data be ethically managed?
Not applicable |_|		Applicable |_|     

If Applicable is selected:
Access: Who authorises data access (e.g., hospital management)? Attach approval evidence.

Consent: Is data use consented? 
No |_|		Yes |_|     De-identified |_|


If No, justify exemption (e.g., Code of Health and Disability Services Consumers’ Rights, Right 7(10)(c))


Impact: How will findings avoid harm to audited parties (e.g., staff, patients)?



Section 8: Post-Research Responsibilities
8.1 Dissemination
[bookmark: _Hlk192415467]How will results be shared with participants and relevant communities after the study is completed?
Example: "A summary report will be provided to all participants and shared in local hui."

8.2 Follow up with Participants
Will any other follow-up be conducted with participants (e.g., health referrals, ongoing communication)?No |_|		Yes |_| If yes, If yes, describe the follow-up plan: 
Describe how long-term obligations, such as archiving data or community engagement, will be handled:
8.3 Tissue Outcomes
|_|	Not applicable
If tissue is collected, what happens post-study?

Please specify a method of disposal:

Please clarify if samples will be returned to participants (if requested):

Please clarify if tissues will be stored for future specified research:

Note: Banking for unspecified future use requires HDEC-approved biobank status—contact info@ihrec.co.nz if intended.

8.4 Health Outcomes Feedback

Will your study generate health-related findings relevant to participants (e.g., abnormal vitals, lifestyle insights)?
No |_|		Yes |_|     


If Yes is selected:
Findings: What might be discovered (e.g., high cholesterol flags)?


Communication: How will participants be informed (e.g., summary letter, referral option)? Attach feedback plan.



Support: Any follow-up resources (e.g., GP referral contacts)?


Guidance: Please see ethical duty to share actionable health info (National Ethical Standards, Ch. 8).

Section 9: Attachments Checklist
[bookmark: _Hlk202411094]Please make sure the following documents are attached. This list may not cover everything your study needs. If any item doesn’t apply to your project, it will be helpful to the reviewers to know why, so please provide your reasons.
	[bookmark: Check12]|_|
	Information Sheet (PIS)

	[bookmark: Check13]|_|
	Consent Form (CF)

	[bookmark: Check14]|_|
	Recruitment Materials (e.g., posters, emails)

	[bookmark: Check15]|_|
	Data Collection Tools (e.g., surveys, interview guides)

	[bookmark: Check17]|_|
	Evidence of Consultation with Māori Stakeholders (e.g., letters of support, consultation records)

	|_|
	Scientific Peer Review

	|_|
	Locality approval (if applicable)

	[bookmark: Check18]|_|
	Study Protocol

	|_|
	HDEC out of scope

	|_|
	Research Data Management Plan 

	[bookmark: Check19]|_|
	Risk Mitigation Plan

	[bookmark: Check20]|_|
	Budget Details (if applicable)

	[bookmark: Check21]|_|
	Other (please specify): 




Section 10: Signatures

Principal Investigator: 
Date:

Locality approval (as applicable): 

Classification: In-Confidence

Classification: In-Confidence
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