
The intent of this educational resource, developed by Roche Aotearoa New Zealand is 
to provide detail about how Whai Hauora Pai Healthcare Research works in Aotearoa 
New Zealand. It may help you and your whānau/family learn more about Whai Hauora Pai 
Healthcare Research and answer commonly asked questions.

Whai Hauora Pai Healthcare Research 
Whai Hauora Pai Healthcare Research (also known as clinical studies, or clinical trials) 
are medical research studies that involve whānau/patients and/or healthy volunteers. 
New medicines are first extensively studied in a laboratory. Those that look promising go 
on to be carefully studied in people through Whai Hauora Pai Healthcare Research, to 
understand whether they are safe, and how well they work to improve health or delay the 
course of disease progression.

Whai Hauora Pai 
Healthcare Research



Me hāpaitia ahau e Whai Hauora Pai kei mua,  
kei waenganui kei muri i te mahinga rangahau?
How will I be supported throughout and after Whai 
Hauora Pai Healthcare Research?

Whai Hauora Pai Healthcare Research 
is conducted according to a carefully 
designed plan known as a “protocol”. 
This seeks to answer specific research 
questions and is followed closely to 
protect you and other participants. A 
participant’s safety is always the top 
priority.

Before participating, you will receive 
in-depth information about the study 
through a process known as “informed 
consent”. Information will be shared 
about the purpose of the study, the 
length of your involvement, procedures 
and tests that will be completed, any 
predictable risks or potential benefits, 
how information will be collected and 
shared, and your rights throughout your 
participation. During the study, your 
doctor will also update you with relevant 
safety information as it arises, so you can 

reassess your decision to participate at 
any time. 

In Aotearoa, there are strict legislative, 
scientific and ethical guidelines that study 
doctors are expected to comply with, the 
primary purpose being to ensure whānau/
patient safety. The Health and Disability 
Ethics Committee and Aotearoa’s 
Regulatory Authority (Medsafe) operate 
within Aotearoa to ensure these guidelines 
are followed.

The Crown’s Te Tiriti o Waitangi 
obligations, Mātauranga Māori and tikanga 
Māori advice, also help guide government 
organisations and health services 
to uphold the safe participation and 
protection of patients before, during and 
after a study. A Māori worldview is further 
enhanced by the following Te Ao Māori 
themes.



In Whai Hauora Pai Healthcare Research:

Kaitiakitanga is about the responsibility 
to meet legal and ethical requirements. 
Legal requirements include the Pae Ora 
(Healthy Futures) Act 2022 (making sure 
we are making a difference), Te Tiriti o 
Waitangi Act 1995, the Privacy Act 2020 
and the Health Information Privacy Code 
2020 (making sure there are restrictions 
on access and use of tissue and data). 
Ethical requirements include making sure 
you fully understand what the study is 
about, including the risks and the benefits 
to you and your whānau, hapū and iwi. 

Whanaungatanga is about whether we 
can balance your rights with the rights 
of your whānau, hapū and iwi. We are 
asking you to take part in healthcare 
research because we believe the 
medicine might help you. We also believe, 
if the medicine works for you then it may 
benefit your whānau, hapū and iwi. We 
have a responsibility to you and your 
whānau to keep you informed as the 
study progresses. We will let you and your 

whānau (if they are present) know how 
the study is progressing each time you 
come in for a treatment. 

Manaakitanga is about 
recognising your mana and 
the mana of your whānau by 
introducing ourselves and learning 
about where you come from, finding 
out who you would like to have present 
when we talk to you about the study, 
making sure you have access to Māori 
experts culturally and medically to help 
you make decisions, and making sure your 
tissue and data is protected spiritually, 
legally and ethically.  If you choose not 
to take part, it will not affect the care you 
receive outside of healthcare research.



Rangatiratanga is about having control 
over your tissue and the data arising from 
your tissue. Once you agree to participate 
in this healthcare research you will not 
have rangatiratanga over your tissue and 
data anymore. When you sign the consent 
form, rangatiratanga will sit with your 
study doctor while it is in Aotearoa and 
then with the company conducting Whai 
Hauora Pai Healthcare Research when it is 
sent overseas. There are strict regulations 
around how tissue and data is stored in 
Aotearoa and the study doctors take 
these regulations seriously. 

We try to make sure the country the tissue 
is sent to will protect tissue and data the 
way it is protected in Aotearoa. However, 
tikanga Māori is mostly not part of this. 
Therefore, the team may do a blessing 
before tissue and data is sent overseas. 
You can discuss whether this is possible 
with the Māori cultural support person 
at the research site/centre (their contact 
information can be found at the end of the 
informed consent form).

Whakapapa is about making sure your 
data can be accessed and used by Māori 
for research or health planning purposes. 
Only de-identified data can be accessed 
for research and planning purposes 
and ethical approval is required prior 
to this. This may or may not be possible 
depending on the type of study - speak 
with the research team if you want further 
information.

Kotahitanga is about making sure the 
tissue and data being collected is used 
for its rightful purpose as stated in the 
information form and that nothing arising 
from the study will be harmful to you or 
your whānau. The information gathered 
about you may not benefit you directly 
or benefit any members of your whānau, 
hapū or iwi. In the future, if the medicine 
being tested works it may be beneficial, 
but at this time, the extent of these 
benefits is unknown.

He aha te aha o taku kiri me taku raraunga? 
What will happen to my tissue and my data? 

As part of the informed consent process, you will receive information about personal 
data and how it will be collected, used, shared and protected. Protecting privacy and 
sharing data in a responsible manner are important considerations of Whai Hauora Pai 
Healthcare Research. Identifiable information is only accessible to the study doctor and 
study team. The tissue and data sent overseas is what we call de-identified. This means 
that any information that might identify you is removed, including your name and ethnicity. 
Sharing clinical data helps healthcare providers and their whānau/patients make informed 
treatment decisions.

In Whai Hauora Pai Healthcare Research:



He aha te rongoā e tukuna ki au? He placebo, he 
rongoā rangahau rānei? 
Will I be receiving a placebo or investigational medicine?

Whai Hauora Pai Healthcare Research 
may compare a new therapy to one 
that is already available, to a placebo 
(which contains no active component), 
or to no medicine at all.  The comparison 
group that does not receive the new 
investigational treatment is known as the 
“control” group - this group is included to 
determine how effective the new therapy 
is when compared to current practice.

Information provided during the informed 
consent process is very clear about the 
type(s) of treatment(s), and you will be 
informed before enrolling in Whai 

Hauora Pai Healthcare Research if there 
is a possibility that you might receive a 
placebo. In the case of life-threatening or 
debilitating conditions, such as cancer, 
participants either receive the current 
standard of care or the investigational 
treatment, either alone or with a placebo 
— i.e., they do not receive a placebo 
alone. Placebo alone is only used where 
an existing treatment has not been 
established as the most appropriate 
treatment for the disease being studied 
or there is no existing treatment for 
this disease.
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Whai Hauora Pai? Ka kimihia e au i hea?
Where can I get information about Whai Hauora Pai 
Healthcare Research?

While your doctor may be able to direct 
you to the availability of healthcare 
research, they may not be aware of all 
the options available to you. If you are 
interested in looking for information 
about options, information can be 
found at the Australian New Zealand 
Clinical Trials Registry (ANZCTR) 

www.anzctr.org.au, and the National 
Library of Medicine website  
www.clinicaltrials.gov. Patient 
Organisation Group websites are also 
excellent resources. 

You should always talk to your doctor 
or healthcare professional who will help 
you make the right choice for you.


