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1.

Research Support Officer

PURPOSE
MDHB has a strong commitment to support and promote health and disability research. It
supports research activities that meet ethical and professional requirements, and clearly
demonstrate potential clinical, professional and/or strategic benefit to the organisation.
The purpose of this Health Research Policy is to:
•

facilitate research that meets organisational, professional, legal and ethical standards

•

set out appropriate systems to approve and monitor research to:
o

•

2.

protect the rights and wellbeing of people who are the subject of research studies

o

ensure MDHB’s research activities are consistent with the principles of the Treaty of
Waitangi, and

o

ensure research meets relevant statutory requirements (including requirements
relating to clinical trials under the Medicines Act 1981)

maintain and grow public confidence in MDHB, particularly in relation to contributing
to and overseeing health and disability research.

INTRODUCTION
This Policy also sets out:
•

the requirements which all health and disability research must meet

•

the processes for obtaining approval for a research study

•

links to guidance and relevant resources (italicised and underlined words are active
links).

Defined terms are set out in section 9.
This Policy is based on and includes excerpts from the National Ethics Advisory Committee’s
Ethical Guidelines for Observational Studies (2012) and Ethical Guidelines for Intervention
Studies (2012), and the Health and Disability Ethics Committee’s (HDEC) Standard Operating
Procedures for Health and Disability Ethics Committees (2014).
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3.

APPLICATION / SCOPE
This Policy applies to all:
•

MDHB employees, sub-contractors1, consultants and agents involved in health and
disability research activities; and

•

authorised persons accessing any MDHB premises, records or patients for the purposes
of undertaking health and disability research activities.

Different study activities have different risk profiles. Audit and related studies have a low risk
profile whereas clinical trials require significant oversight. Accordingly this Policy sets out
different approval requirements for each category of study. The general approach is illustrated
below.

All study proposals must
be approved by HDEC,
and approved and
registered by the
Clinical Board.
HDEC and/or Educational Institute
approval may be required. Study
proposals must be approved and
registered by the Clinical Board.
No approval required, however
ethical requirements apply.
See the Clinical Audit Policy.

4.

PRINCIPAL INVESTIGATOR’S RESPONSIBILITIES
All investigators conducting, or involved in conducting a study are responsible for ensuring their
activities meet the relevant ethical standards.
The principal investigator must prepare a suitable research study proposal that describes the
purpose of the study and the study methodology.
The principal investigator has the overall responsibility for ensuring the study meets or exceeds
the ethical standards contained in the relevant HDEC Guideline. This responsibly applies
whether or not HDEC, or other ethics committee or Clinical Board review and approval are
required.
The principal investigator is responsible for determining and obtaining the appropriate level of
review and approval required for the study (see links below).
The ethical standards investigators must meet or exceed in conducting intervention studies
are contained in the HDEC Ethical Guidelines for Intervention Studies.

1

‘sub-contractors’ does not include service providers funded by MDHB
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The ethical standards investigators must meet or exceed in conducting observational studies
are contained in the HDEC Ethical Guidelines for Observational Studies.
5.

ETHICAL REVIEW AND APPROVAL

5.1

Overview
All studies must:
•

be appropriately documented (including a written research methodology and reports)

•

be notified to and approved by MDHB in accordance with this policy, and

•

be undertaken in accordance with the approved research study proposal and all
conditions on approval (including as to cost management, professional support, etc.).

With the exception of audits and related studies, all proposals to undertake or contribute to a
study must be reviewed and approved by:
•

the MDHB Clinical Board; and

•

the relevant Educational Institute Ethics Committee approval; or

•

HDEC.

To be suitable for approval, a study must (amongst other things):

5.2

•

protect the rights and wellbeing of people who are the subject of the study (study
participant)

•

be consistent with the principles of the Treaty of Waitangi

•

not give rise to a conflict of interest between MDHB and its activities, strategic direction
or obligations, or any study participant’s wellbeing

•

comply with all relevant statutory requirements

•

meet or exceed the ethical standards set out in relevant guidelines for health research as
approved by the National Ethics Advisory Committee, New Zealand Health Research
Council or any government department, private or public statutory body, which regulates
health research in New Zealand.

Processes and approval forms
MDHB’s process for obtaining approval for a research study is illustrated in Appendix 1.
MDHB’s process for obtaining approval for a clinical trial is illustrated in Appendix 2.
The form for seeking MDHB approval for research activity is set out in Appendix 3.

5.3

HDEC ethical review and approval
The principal investigator is responsible for:
•

determining whether the study requires HDEC or other ethical review, and

•

submitting to HDEC all documents required for review and obtaining approval.
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HDEC review is the process by which HDEC checks that a study meets or exceeds established
ethical standards. If HDEC is satisfied that this is the case, it approves the study.
Guidance for determining when a study requires HDEC review can be found on
http://www.ethics.health.govt.nz. See also the HDEC flow chart attached at Appendix 4.
Completion of the HDEC online screening questionnaire will allow investigators to ascertain
whether a study is within the scope of the HDEC review process.
5.4

Locality authorisation
Where a study requires HDEC review and the procedures outlined in the protocol of a study are
to be conducted at a hospital, health centre, or surgery for which MDHB is responsible, the
principal investigator must obtain MDHB’s locality authorisation.
Locality authorisation is a standard condition of HDEC approval for the conduct of a study at a
given locality. Locality review and authorisation may occur at any stage of the HDEC review
process. However, it is generally desirable that it occurs at the same time as or as close as
possible to HDEC review.
The circumstances which require locality authorisation and the provisions governing
authorisation are set out in section 10 of the Standing Operating Procedures for Health and
Disability Ethics Committees.
HDEC approval and locality authorisation are separate processes. HDEC review concerns ethical
issues relating to studies. Localities themselves, rather than HDECs, consider locality-specific
research governance issues. Locality review is the process by which the MDHB Clinical Board
assesses the locality’s suitability for the safe and effective conduct of a study. If the MDHB
Clinical Board is satisfied that this is the case, it authorises the study.

5.5

Educational Institute ethical review
Where a study is being undertaken to fulfil the requirements of completion for an academic
qualification, it must be submitted to the:
•

relevant Institutional Ethics Committee for approval, and

•

Clinical Board for registration.

From 1 January 2013, a study conducted wholly or principally for the purpose of an educational
qualification does not require HDEC review if it is:

5.6

•

an observational study, and

•

is conducted at or below Master’s level.

Other approvals
The principal investigator is responsible for ensuring all other required approvals are obtained
in relation to the study.
In addition to required ethical approvals and authorisations, specific approvals may also be
required depending on the nature of the study, including:
•

completion of the Clinical Trials Checklist (embedded in Appendix 5)
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5.7

•

National Radiation Laboratory approval for radiation used in research

•

SCOTT (Standing Committee on Therapeutic Trials) recommendations to Medsafe for
approval for unregistered medicines or formulations to be used in a trial, or other new
medicines

•

approval under other legislation such as the Hazardous Substances and New Organisms
Act 1996.

Clinical Board approval and registration
With the exception of audits and related studies, all intervention and observational studies
conducted by:
•
•

MDHB employees, sub-contractors, consultants and agents; or
authorised persons accessing any MDHB premises, records or patients for the purposes
of undertaking a study,

must be approved by and registered with the MDHB Clinical Board.
MDHB Clinical Board approval is required in addition to any HDEC, Educational Institute
ethical review or other approvals.
In order to obtain MDHB Clinical Approval the study proposal must be endorsed for approval
by each of:
•

the MDHB Operations Director

•

MDHB Professional and ethical advisors - including the MDHB Ethics Advisory Group,
Education and Research Committee (Nursing), Professional Leads and Advisors.

6.

OTHER REQUIREMENTS FOR STUDIES TO BE APPROVED

6.1

Māori consultation
The design and conduct of all studies must:
•

be consistent with and reflect MDHB’s commitment to fulfilling the special relationship
between iwi and the Crown under the Treaty of Waitangi

•

adopt research practices that ensure research outcomes contribute as much as possible
to improving Māori health and well-being

•

maintain or enhance mana Māori.

The relevant Treaty of Waitangi principles that apply include:
•

partnership: working together with iwi, hapū, whānau and Māori communities to
ensure Māori individual and collective rights are respected and protected in order to
achieve health gain

•

participation: involving Māori in the design, governance, management,
implementation and analysis of research, particularly research involving Māori
•

protection: actively protecting Māori individual and collective rights, and Māori data,
cultural concepts, norms, practices and language in the research process.
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Study design must consider how Māori are involved, the impact the research will have on Māori
health, which Māori will be involved and how Māori can be involved in the study team.
Early in the research methodology design process, the principal investigator should consult with
Māori concerned, including appropriate whānau, hapū or iwi. Consultation should also occur
on completion of the study prior to dissemination of results.
Advice on the consultation process should be sought from the Māori Health Unit. Investigators
should refer to Health Research Council guidelines on studies involving Māori, see
http://www.hrc.govt.nz/news-and-publications/publications/maori.
6.2

Contracts with third parties
Where a third party is involved in a study conducted at or by MDHB, the principal investigator
or the Operations Director (as appropriate) must ensure a person authorised by MDHB enters
into appropriate contractual arrangements with that party.
MDHB Contracts Department approval of the relevant contract terms is required.
The MDHB Contracts Department will advise on the form of a suitable contract for studies
conducted at or by MDHB involving third parties. That contract must include:
•

the role and responsibilities of the third party (eg, as a funder or providing other
resources or contributions to the study);

•

the terms and conditions upon which MDHB has approved the study;

•

MDHB’s contribution and responsibilities with regard to the study;

•

any additional conditions laid down by HDEC;

•

the agreed performance measures for quality assurance;

•

the principal investigator’s obligations to provide timely written feedback on the project
outcomes and recommendations to the Clinical Board and other relevant MDHB
personnel (eg, Operations Director);

•

the process and approvals required if any change or increase to the likely cost of the
study occurs;

•

suitable protection of MDHB and other parties’ respective intellectual property rights;
and

•

6.3

that the principal investigator will acknowledge MDHB in any publication or publicity
arising out of the study, unless agreed otherwise by the Clinical Board (eg, in cases where
inappropriate identification of participants may result).

Indemnity and compensation agreements for clinical trials
All clinical trials must use the Standardised Indemnity and Compensation Agreement (sICA).
The sICA can be downloaded from http://www.nzacres.org.nz.
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6.4 Review by insurers
The following studies must be referred to MDHB’s insurers for a review and directive before
they commence:
•

studies that are not subject to New Zealand Law and jurisdiction

•

studies in respect of which MDHB is not the investigator, but rather the sponsor.

The principal investigator must consult with the MDHB Contracts Departments on all studies.
The MDHB Contracts Department will determine whether the study needs to be referred
MDHB’s insurers for review.
6.5

Information privacy and access to clinical records
Where a study involves collecting, using, storing or disclosing personal information (including
health information), the relevant activities must comply with the Health Information Privacy
Code 1994 and MDHB’s Information Privacy Policy.
The study methodology must set out:
•

the health information required for the proposed study and how this is limited to that
required to carry out the study

•

steps to ensure the information is accurate, up to date, complete, relevant and not
misleading

•

the steps that will be taken to protect health information against loss, unauthorised
access, use, modification, disclosure or other misuse

•

how the study information and/or results will be presented or published and in
particular how this complies with the principles of the Treaty of Waitangi, Statement of
Privacy policy, Informed Consent policy and any contractual requirements

•

how long the study information will be kept and how it will be disposed of.

Where a study involves the use of health information, the repository staff (eg, Clinical Records
Department) will require the investigator to present the study authorisation to validate access to
the clinical records.
6.6 Informed consent
Investigators must obtain the prior informed consent of study participants (unless an exception
applies) and must comply with MDHB’s Informed Consent policy.
A checklist (Appendix 6) is attached to assist with the process to determine if the study is in
the best interests of the patient where they are not competent to consent (Right 7(4) of the Code
of Health and Disability Consumer Rights).
7.

ASSISTANCE
The Research Support Officer is the principal contact and person responsible for the Office of
the Chief Medical Officer (CMO Office) processes described in section 8. The Research Support
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Officer’s role is to facilitate and support the process of developing proposals for research studies,
getting approval and registering research studies (as described).
The principal investigator should contact the Research Support Officer at the initial stages
developing a research study proposal. The Research Support Officer will:

8.

•

assist the principal investigator to identify stakeholders

•

facilitate communications between the principal investigator and parties involved in the
research development and approval process and other stakeholders (as described in
section 8)

•

provide advice in relation to developing the research study proposal (including
requirements for specialist input, eg. from a statistician)

•

guide the principal investigator to navigate the approval process

•

provide advice on issues that arise in relation to the research.

APPROVAL PROCESS ROLES & RESPONSIBILITIES
The following table sets the process, roles and responsibilities for obtaining approval for a
research study as required by this policy.
The left column sets out each of the process steps in the order they are generally undertaken
from consulting on the design of the research study methodology to reporting and reviewing the
study outcomes. The other five columns identify the relevant roles and responsibilities of each
of the:
•

Principal Investigator

•

MDHB CMO Office – including the Chief Medical Officer, Clinical Board and Research
Support Officer

•

MDHB Operations Directors

•

MDHB Contracts Department

•

MDHB Professional and ethical advisors - including the MDHB Ethics Advisory Group,
Education and Research Committee (Nursing), Professional Leads and Advisors

The process is also illustrated in the flow diagrams set out in Appendices 1 and 2.
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Process, roles and responsibilities for obtaining approval for a research study as required by this policy
Roles and responsibilities:
Activity /
process steps

Principal Investigator

CMO Office

Operations Directors

Contracts Department

Professional / ethical advisors

Consult on
methodology
design

Obtain advice and agreement from
MDHB parties and stakeholders
involved including (as relevant):

Provide advice and support for initial
study idea development and ongoing
advice as required.

Consult regarding study resource
requirements or potential to impact
on hospital operations (eg, for large
studies).

Determine whether the study needs
to be referred MDHB’s insurers for
review.

Provide professional advice and
guidance.

•

Pharmacy for drug trials 2

•

Māori Health Unit

•

Data Quality & Health
Information

•

Clinical Coding (Planning &
Support Unit) for data,

•

Patient Safety & Clinical
Effectiveness

•

Allied health.

Assist principal investigator to identify
stakeholders.
Facilitate communications between
the principal investigator and MDHB
parties involved in the research
development and approval process
and other stakeholders.

Consult with Contracts Department
on the form and negotiation of a
suitable contract for studies involving
third parties.

Advise on the form and negotiation of
a suitable contract for studies
involving third parties.
Review and provide advice on MDHB
liability under research contracts
(completed within 7 working days).
Where legal advice is required a
further 7 days may be taken.
Negotiate with the study sponsor
regarding costs of legal advice.
Liaise with legal advisors where
necessary.

Refer study design to Contracts
Department for assessment for
insurer review.
Obtain external
ethical approval

Obtain MDHB
approval
including budget
2

Ensure external ethical approval is
sought and obtained (where required)
•

HDEC (see 5.3)

•

Educational institute (see 5.5).

Ensure the study design complies
with NEAC Ethical Guidelines for
intervention or observational studies

Guide the principal investigator to
navigate the approval process.
Confirm external ethical approval is
sought (where required).
Sign locality authorisation for HDEC
applications (where applicable) (see
5.4).
Ensure indemnity requirements and
approvals are in place, in particular
non-standard requirements for:

Respond to the application within ten
working days of receipt of the
proposal.

Undertake professional review and
endorse study for approval (as
applicable) (eg, Director of Nursing,
Chief Medical Officer, Medical Officer

refer MDHB – 994, Investigator Procedure for the Initiation of Drug Trials
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Roles and responsibilities:
Activity /
process steps

Principal Investigator

CMO Office

(as applicable).

•

non-MDHB employees
undertaking studies

•

studies undertaken on behalf
of another agency (eg, a
pharmaceutical company).

Apply for and obtain professional
review and endorsement (if
applicable) (eg, Director of Nursing,
Chief Medical Officer, Medical Officer
of Health, Allied Health Director,
Director of Midwifery).
Complete, MDHB Approval Form for
Research Activity (Appendix 3)

Operations Directors

Contracts Department

Finalise and agree budget (where
applicable) – record agreed budget or
other support in MoU with principal
investigator.

of Health, Allied Health Director,
Director of Midwifery).
Ensure the investigator has the
relevant skill level, expertise and
support.

Endorse study for approval.

.

Forward study proposal for approval
to Clinical Board including:
•

external ethical approval
obtained (where required) –
HDEC or Institutional Ethics
Committee

•

all other external approvals
are obtained as required (see
section 5.6).

Professional / ethical advisors

Note where Clinical Board approval is
the only approval required.
Confirm indemnity requirements and
approvals are in place.
Register the
research study

Maintain a register of MDHB
research studies.
Register approved studies and note
any conditions on approval.

Agree the
research study
Contract

Prepare and negotiate the contract
for the research study (jointly with the
Operations Director).

Required for
studies involving
third parties

CMO signs approved research
contracts on behalf of MDHB and
third parties (instead of CEO if
required).

Prepare and negotiate the contract
for the research study (jointly with the
Principal Investigator).

Consult on the development and
finalisation of the research contract.
Approve the final research contract.
Enter research contract into Contract
Management System and assign
contract reference number.
Prepare two original research
contracts (once approval), and
arrange signing by CEO or Chief
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Roles and responsibilities:
Activity /
process steps

Principal Investigator

CMO Office

Operations Directors

Contracts Department

Professional / ethical advisors

Medical Officer.
Hold originals of all contract
documents.
Undertake the
research study

Ensure approval has been obtained
for the study by the CMO prior to
commencing any study activity.

Provide advice and support where
required.

Comply with MDHB, HDEC (or other
ethical approvals) and legislative
requirements and contracts / MoU.

Monitor the study’s progress.
Raise invoices for third party
contributions (if any).

Provide advice on managing
contractual issues (ie, third party
performance) that may arise in
relation to study implementation.

Provide professional advice and
guidance as required.

Notify MDHB’s insurer of any claim or
circumstances that may give rise to a
claim associated with a study.

Provide professional advice and
guidance.

Submit annual reports to HDEC (if he
study is subject to HDEC approval).
Notify and
manage
adverse events
/ issues

Notify and consult with the CMO on
issues that arise.

Notify issues that arise with regard to
any study to the Clinical Board.

Receive and review adverse event
reports.

Report all adverse events via the
incident reporting process to CMO
Operations Director, and Contracts
Department (as required) in a timely
manner.

Provide advice and support where
required.

Provide advice on remedial action.

Seek approval
for changes to
the research
study

Submit any change to the initial
application for further review to CMO.

Review changes and refer to Clinical
Board for approval.

Complete any further HDEC approval
process required as a result of the
change.

Record approved changes in the
Register.

Attend to preparation and signing of
contract variations (if required).

Close the
research study

Notify study close as set out in the
research study proposal to CMO and
Contacts Department.

Record the study as ‘closed’ in the
Register.

Notify insurers that the study has
closed (if required).

Receive final study reports and
forward to the Clinical Board.

Ensure contract reporting as
required.

Manage related contract issues.

Liaise with Contracts Department
regarding implications for insurers.
Review and endorse any change to
the initial application.

Notify MDHB’s insurer of any
changes as required.

Provide professional advice and
guidance.

Notify study close to HDEC (if the
study is subject to HDEC approval).
Report on the
research study

Submit a final report to the:
•

Clinical Board via the CMO
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Roles and responsibilities:
Activity /
process steps

Principal Investigator
•

the Clinical Library.

Undertake further consultation with
stakeholders / Māori as required.
Disseminate the study findings in
accordance with the study proposal
(including to HDEC if required).
Review the
research study

Participate in the agreed review
process (if any)
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Participate in the agreed review
process (if any)
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9.

DEFINITIONS
The terms set out below have the following meanings. They are set out in alphabetical order.

Audits and
related studies

Audits or related studies are studies that do not have any impact on the
intervention or service levels received by participants and are often
undertaken retrospectively. Examples of audits or related studies are: 3
Audits
systematically evaluating aspects of health or disability support service
delivery by considering measurable indicators of performance and/or
quality.
Clinical Audits are require to comply with MDHB’s Clinical Audit Policy.
Evaluation studies
evaluating the relevance, effectiveness and impact of activities in the light
of their objectives. Several types of evaluation are distinguished, including
evaluation of the structure, process and outcome of an activity.
Programme evaluation
evaluating a whole programme, rather than specific interventions.
Quality assurance
assessing the adequacy of existing practice against a standard to improve
health and disability support services.
Outcome analyses
assessing health and disability support service quality by reviewing health
care information to evaluate outcomes without comparing them against a
standard. For example, clinicians may retrospectively examine health care
notes and perform descriptive analyses to determine the outcome of
medical treatment or course of a particular illness.
Benchmarking
comparing two or more health and disability support services to improve
practice.
Public health investigations
exploring possible risks to public health. Examples are investigations into
outbreaks or clusters of disease, analyses of vaccine safety and
effectiveness, and contact tracing of communicable conditions.
Public health surveillance
monitoring risks to health, including by systematically collecting,
analysing and disseminating information about disease rates.
Pharmacovigilance (post-marketing surveillance)
monitoring the adverse effects of pharmaceuticals after their introduction
into the general population, by such methods as the spontaneous
reporting of adverse events and the monitoring of all adverse events for a
restricted group of medicines (prescription event monitoring).
Resource utilisation reviews
evaluating the use of resources in a particular health or disability service

3 National Ethics Advisory Committee. 2012. Ethical Guidelines for Observational Studies: Observational research, audits and related
activities. Revised edition. Wellington: Ministry of Health, pp 4-5.
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activity, for example, by reviewing health records to determine health care
inputs such as chest X-rays for patients with a particular diagnosis.
Clinical Trial

A research study using human subjects in which an investigator controls
and studies the interventions which are provided to participants for the
purpose of adding to the knowledge of health (or other) effects of the
intervention.

Ethical
Review/Approval

A review and approval provided by:
•

the New Zealand Health and Disability Ethics Committees; or

•

the ethics committee of the relevant academic institution (ie, for
Health Research undertaken for an academic qualification).

Funder

A person or organisation that provides funding for the study (eg HRC,
Marsden Fund).

Intervention
study

A study in which the investigator controls and studies the intervention(s)
provided to participants for the purpose of adding to knowledge of the
health effects of the intervention(s). (For further definition of
‘intervention study’ see the HDEC Ethical Guidelines for Intervention
Studies.)

HDEC

The New Zealand Health and Disability Ethics Committee.

Locality
authorisation

Refers to MDHB’s responsibility for governance issues arising from the
conduct of research within its locality (Standing Operating Procedures for
Health and Disability Ethics Committees, chapter 10, Locality
Authorisation. Version 1 May 2012
http://ethics.health.govt.nz/operating-procedures).
The locality authorisation ensures that the host organisation is aware of
the proposed research and has assessed whether (in light of staff,
resources and other governance matters) it is safe and appropriate for the
study to be conducted.

MDHB

MidCentral Health, the health services provider arm of the MidCentral
District Health Board.

Observational
study

All health and disability research that is not an intervention study is an
‘observational study’. Like intervention studies, observational studies may
involve looking at the health effects of interventions provided to human
participants. However, researchers in such an observational study do not
control these interventions, which would have been provided regardless of
participation in the study. (For further definition of ‘observational study’
see the HDEC Ethical Guidelines for Observational Studies.)
There are two types of observational studies: observational research, and
audits and related studies.

Principal
investigator

Means the lead investigator or researcher in relation to a study.

Professional
advisors

Senior MDHB personnel who provide professional direction and strategic
advice for the relevant discipline across the organisation.

Document No: MDHB-1997

C:\Users\dalewi\Desktop\Health Research -Policy V8 2019-.doc

Page 14 of 25

Version: 8

Printed 22/12/2020 7:54:00 AM

Doc. Code:

I -2-R 30

Policy for Health Research

sICA

Standardised Indemnity and Compensation Agreement developed by the
New Zealand Association of Clinical Research (NZACRes) available as a
download from http://www.nzacres.org.nz.

Sponsor

A person (or entity) who controls the design, running, and funding of a
study (eg an industry-funded clinical drug trial).

Study

Research that aims to generate knowledge for the purpose of improving
health and independence outcomes, and includes clinical trials, other
intervention studies, observational studies and audit and related studies.

10.

REFERENCES
• Towards Clinical Excellence – An Introduction to Clinical Audit, Peer Review and Other
Clinical Practice Improvement Activities, Ministry of Health, April 2002
• Guidelines for Completion of the National Application for Ethical Approval of a Research
Project (NAF-2005 v1), Health Research Council, January 2005
• Health Research Council Act 1990
• Health and Disability Commissioner Act 1994
• Code of Health and Disability Services Consumer Rights
• Medicines Act 1981, section 30
• Privacy Act 1993
• Health Information Privacy Code 1994

11.

FURTHER ASSISTANCE
• Patient Safety & Clinical Effectiveness
• Quality and Clinical Risk
• Contracts Department
• MidCentral Health Ethics Advisory Group
• Health Research Council of New Zealand (National Ethical Research forms are available)
• Ethic Committees: http://www.ethicscommittees.health.govt.nz/
• Guidelines for Researchers on Health Research Involving Māori, (2010), Health Research
Council, http://www.hrc.govt.nz/news-and-publications/publications/maori
• Refer to references for detailed information relating to research and innovative ethical review.
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Appendix 2

PROCESS FOR MIDCENTRAL HEALTH SPONSORED/COOPERATIVE GROUP/
INVESTIGATOR DRIVEN CLINICAL TRIALS

Study proposal received by
Investigator/Clinical Trials Unit

Initial assessment of general interest in trial
by investigator/department

Confidentiality agreement signed by
principal investigator and returned to sponsor

Protocol/protocol summary circulated to
co-investigators to confirm interest

Feasibility questionnaire completed by investigator/clinical trials
coordinator and sent back to sponsor

Site selection visit by sponsor or
equivalent as required

•
•
•
•

Ethics submission
Part IV declaration signed by principal
investigator and HOD/Ops Director
Maori consultation with Maori Health
Unit
Part A/B signed by principal
investigator
Locality assessment signed by Ops
Director

Contract/Budget, legal and
risk reviewed and negotiated
by Contracts, Patient Safety
& Clinical Effectiveness, then
signed off by CEO or Chief
Medical Officer as delegated
authority.

Professional leads and
services approval as
appropriate signed off by
lead medical consultant,
CMO, DON, Allied Health
Director, Midwifery, lab,
pharmacy, radiology etc

Final sign-off by CEO or CMO as delegated authority

Submit completed approval to Clinical Board via CMO

Site activation and recruitment as per contract

Commenced research and provide progress reports to Clinical Board
as agreed
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Appendix 3 MDHB-7116 MDHB APPROVAL FORM FOR RESEARCH ACTIVITY

Document No: MDHB-1997

C:\Users\dalewi\Desktop\Health Research -Policy V8 2019-.doc

Page 19 of 25

Version: 8

Printed 22/12/2020 7:54:00 AM

Doc. Code:

I -2-R 30

Policy for Health Research

Document No: MDHB-1997

C:\Users\dalewi\Desktop\Health Research -Policy V8 2019-.doc

Page 20 of 25

Version: 8

Printed 22/12/2020 7:54:00 AM

Doc. Code:

I -2-R 30

Policy for Health Research

Document No: MDHB-1997

C:\Users\dalewi\Desktop\Health Research -Policy V8 2019-.doc

Page 21 of 25

Version: 8

Printed 22/12/2020 7:54:00 AM

Doc. Code:

I -2-R 30

Policy for Health Research

Appendix 4 HDEC FLOW CHART
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Appendix 5 CLINICAL TRIALS CHECKLIST

CLINICAL TRIALS
CHECKLIST

[click on embedded object]
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Appendix 6 CHECKLIST FOR CONSIDERING THE BEST INTERESTS OF THE PATIENT
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