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This webinar explores and demystifies the role of research ethics committees and 
their relationship to access to data under the Health Information Privacy Code 
2020.

The interaction between research ethics committees and obligations under the 
Health Information Privacy Code 2020 will be explained to help researchers 
navigate their dual responsibilities that span ethical and legal obligations.

This webinar will highlight, through the use of some real-world examples, the red 
flags and pitfalls applicants make in their research ethics submissions.

The webinar will support and uplift understanding of the ethics committee process 
and show respect for patient data in keeping with ethical obligations

Aim of Webinar



“Information has power. In the case of an individual, their 
personal information is their whakapapa – past and present. It 
tells a story about where they have come from and where they 
are going. It is their story; it is their information to give and to 
share” – Inquiry Leads Pania Gray and Michael Heron KC



• Shift in research focus away from clinician / practitioner 
dealing with a finite group of patients or patient files to 
studies that use large datasets made up of existing 
health data

• Rise in computer power and increased focus on large 
datasets | big data analytics to solve issues at the 
intersection of health, wellbeing, and social issues 

• Large number of databanks and ‘unofficial’ collections 
of data gathered previously with informal data sharing 
arrangements where there is little or no data 
governance structure (note many from persons with 
dual roles - clinician / researcher)

• Application of Māori Research Ethics principles such as 
Te Ara Tika principles and consideration of indigenous 
collective views of the right to privacy 

• Risk of re identification amplified by merging multiple 
datasets and power of new techniques that make most 
data potentially identifiable 

Why discuss this now?



Real world example – use of  
radiology files to build AI platform 

Effects of a comprehensive brain computed 
tomography deep learning model 
on radiologist detection accuracy, 
European Radiology (2024) 34:810–822 



Research Ethics Committees are mentioned in 
Health Information Privacy Code in four main 
areas:

• Rule 2 – Source of Health Information 

• Rule 10 – Limits on Use of Health Information 

• Rule 11 – Limits on Disclosure of Health 
Information 

• Schedule 3 - Secondary use of Newborn 
Babies’ Blood Samples

*Research exception discussed in Professor Peter Skegg, Faculty of Law, University of Otago. Human Rights Law and Practice, 

March 1996 (1(4) p 196- 210).

Health Information Privacy Code, Research Ethics Committees 

and the “Research Exception”*



Ethics Committees – Brief oversight   

ethics committee means—

(a) the Ethics Committee of the Health Research Council of 
New Zealand or an ethics committee approved by that 
committee; or 

(b) the National Advisory Committee on Health and Disability 
Support Services Ethics; or 

(c) an ethics committee required to operate in accordance 
with the currently applicable Operational Standard for 
Ethics Committees promulgated by the Ministry of Health; 
or 

(d) an ethics committee established by, or pursuant to, any 
enactment



Membership – importance of lay members 



Ethical Standards



(1) If a health agency collects health information, the information 
must be collected from the individual concerned. 

(2) It is not necessary for a health agency to comply with subrule (1) 
if the agency believes, on reasonable grounds,—

[…]

(g) That the information 

 (i) will not be used in a form in which the individual 
concerned is identified; or 

 (ii) will be used for statistical purposes and will not be 
published in a form that could reasonably be expected to 
identify the individual concerned; or 

 (iii) will be used for research purposes (for which approval 
by an ethics committee, if required, has been given) and 
will not be published in a form that could reasonably be 
expected to identify the individual concerned; 

Source of 

health 

information – 

Rule 2

Role of 

Ethics 

Committee



(1) A health agency that holds health information that 
was obtained in connection with one purpose may not 
use the information for any other purpose unless 
the health agency believes on reasonable grounds

e) that the information— 

(i) is to be used in a form in which the individual 
concerned is not identified; or 

(ii) is to be used for statistical purposes and will not be 
published in a form that could reasonably be 
expected to identify the individual concerned; or 

(iii) is to be used for research purposes (for which 
approval by an ethics committee, if required, has 
been given) and will not be published in a form that 
could reasonably be expected to identify the 
individual concerned

Limits on Use 

of Information 

– Rule 10 

Role of 

Ethics 

Committee



(1) A health agency that holds health information must not disclose 
the information unless the agency believes, on reasonable 
grounds,—

 (b) that the disclosure is authorised by— 

  (i) the individual concerned; or 

  (ii) the individual’s representative where the 
  individual is dead or is unable to give their 
  authority under this rule; or

(2) Compliance with subrule (1)(b) is not necessary if the health 
agency believes on reasonable grounds, that it is either not desirable 
or not practicable to obtain authorisation from the individual concerned 
and—

  (iii) is to be used for research purposes (for which 
 approval by an ethics committee, if required, has 
 been given) and will not be published in a form that 
 could reasonably be expected to identify the 

  individual concerned; -

Limits on 

Disclosure of 

Information – 

Rule 11 

Role of 

Ethics 

Committee



STEP ONE: Health agency
Rule 11(2)
Compliance with subrule (1)(b) 
is not necessary if the health 
agency believes on reasonable 
grounds, that it is either
- not desirable or 
- not practicable 
to obtain authorisation from the 
individual concerned and—

Example of “two step” approach in Rule 
11(2)(c):

STEP TWO: Ethics Committee
Rule 11(2)(c)-
(c) that the information—

(iii) is to be used for research 
purposes (for which approval by 
an ethics committee, if required, 
has been given) and will not be 
published in a form that could 
reasonably be expected to identify 
the individual concerned



“In numerous studies, deep learning algorithms have 
proven their potential for the analysis of histopathology 
images, for example, for revealing the subtypes of 
tumors or the primary origin of metastases. These 
models require large datasets for training, which must 
be anonymized to prevent possible patient identity 
leaks. This study demonstrates that even relatively 
simple deep learning algorithms can re-identify 
patients in large histopathology datasets with 
substantial accuracy. In addition, we compared a 
comprehensive set of state-of the-art whole slide image 
classifiers and feature extractors for the given task.”
Re-identification from histopathology images,  Jonathan Ganz et al Medical Image Analysis Vol 99, Jan 2025

The growing problem of re-identification



NEAC Standards (2019)- Guidance on 
‘Identifiable’ 



NEAC: There are two levels of non-identifiable data: de-
identified data and anonymised data

Anonymised data



Rule 2, Rule 10, Rule 11 - 
- All contain exception for research purposes 
with approval by an ethics committee

Note: Identifiable data can be used for 
‘statistical purposes’ without the need for 
ethics committee approval 

Proviso: It “will not be published in a form that 
could reasonably be expected to identify the 
individual concerned” 

Rule 2(g) (ii), Rule 10(e)(ii), Rule 11 (c) (ii)

Research purposes c.f. statistical purposes-



Eligibility Screening – access to patient files 
– NEAC Guidelines 

Rule 7.5.a

Researchers may review clinical notes and 

previously completed standard-of-care 

diagnostic tests prior to obtaining consent 

for the purposes of eligibility screening 

(eg, a diagnostic biopsy or CT scan in the 

case of lymphoma).



Publication does not mean an activity is 
classified as research

Publication does not make it a more 
than minimal risk activity

Publication does not alone trigger 
specific requirement for ethics 
committee review

National Ethics Advisory Committee. 2019. National 
Ethical Standards for Health and Disability Research 
and Quality Improvement. Wellington: Ministry of 
Health.

What does ethics committee ‘if required’ mean 
- 



Quality 
improvement 
or research ?

Use available 
resources and 
if not sure ask 
for help 



- Examining how ethics decisions are made

Demystifying the Ethics Ecosystem in Aotearoa – 



Why did research ethics 
develop?
• There is a long history of abuse of participants in research 

trials

• From 1932- 1972 experiments were conducted by the U.S. 
Department of Health on 400 African American men 
without their consent (Tuskegee Syphilis Study)

• In Nazi Germany brutal experiments were conducted by 
Nazi scientists on concentration camp prisoners leading to 
war crime prosecutions called the “Nuremberg Trails” – 
from which we get the Nuremberg code

• In New Zealand, Doctor Herbert Green conducted 
experiments at National Woman's Hospital on women with 
cervical cancer without their consent, resulting in patient 
deaths from delayed treatment 



Principles of Research 
Ethics

• Respect for persons, capacity for self-determination 
(informed and voluntary consent)

Autonomy – Respect 
for persons          

• Acting in the public good and promoting the good of 
other people (assessment of risks and benefits)          Beneficence                                                 

• Consider the harm that the research project might 
cause (minimising harm)    Non-maleficence                                       

• Treating others equitably and distributing burdens 
and benefits fairly (selection of participants)                Justice                                                          







National Ethics 
Advisory Committee 
standards 2019 p99



Waiver of 
consent – 
examining 
the NEAC 
threshold 

❑ Gaining consent to use previously collected identifiable 
data should always be the default starting point 

❑ If you ask for a waiver of consent you must justify to the 
ethics committee that you meet the threshold in Rule 7.47 
of the NEAC Standards

The Ethics Committee will consider the following:
✓ Potential benefits (to individuals or wider public)
✓ Nature and degree of likely harms (to individuals and / or the 

public)
✓ The scientific, practical, or ethical reasons why consent 

cannot be obtained
✓ A review of what data governance plans are in place
✓ To what extend consultation has taken place by the research 

team with cultural or other groups and whether these 
groups support the secondary use 

✓ If there is any known reasons why the participant (or group) 
would not support the data being used in this way



Tips and Red Flags to 
Avoid 



➢ Reach out to ethics committee support staff in your organisation 
early to assess the need for ethics approval

➢ Facts matter! Small distinctions can tip a project from audit, to 
quality improvement and on to research 

➢ Carefully consider if your project is going to use identifiable 
health information

➢ Consider the potential  for data to be identifiable through 
improvements in computational techniques, use of AI, and 
merging of datasets 

➢ Consider the statistical purposes exception in Health 
Information Privacy Code

➢ Consider the research exception and the need for approval by an 
ethics committee

➢ If applying to an ethics committee make sure you can identify 
what datasets you want to use and can provide organisational 
permissions

➢  If asking for a ‘waiver of consent’ use the list in Rule 7.47 of the 
NEAC Standards to guide your answers

➢ Consider any conflicts of interest or dual roles you may have, or 
members of your team may have, and state these for the 
committee



➢ Conflicts of interest not disclosed or mitigated
➢ Commercialism not disclosed 
➢ Lack of data management plan to show how data will be transferred from an 

organisation(s) to the research team and at what stage the data will be deidentified
➢ Researcher with ‘dual roles’ who does not separate out clinical role from research 

project
➢ Applications that ask for wide range of data without justifying this in terms of research 

design
➢ Applications that seek to create an AI platform without being able to answer questions 

around AI – new pre-screening questions are being introduced 
➢ Lack of engagement with Te Ara Tika principles and failure to address issues of Māori 

Data Sovereignty

Red Flags to Avoid 



Areas of further clarification 

➢ Weighing the public interest in research v’s individual right to 

privacy

➢ Further consideration of what the term “not be published in a 

form that could reasonably be expected to identify the individual 

concerned” means

➢ How to weigh issues of justice when health data from public 

health agencies is accessed for commercial gain and benefits 

may not be evenly distributed 

➢ If ethics committees are asked for a waiver of consent, further 

understanding of how this balancing is arrived at, and if there is 

consistency across all ethics committees

➢ Clarification for researchers on the division between ‘statistical 

purposes’ and the ‘research exception’ in the Health Information 

Privacy Code



Thank you.

Questions?
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