In the long run: How data linkage
supports clinical trials
When QIMR Berghofer researcher Professor Rachel Neale
was studying vitamin D, she knew it had been linked to a host
of serious diseases. Low vitamin D had been associated with
everything from some cancers to dementia, heart attacks,
depression and early death.
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The Vitamin D Link
Could giving everyone vitamin D tablets
help us live longer, happier lives?
But it was hard to know why. Was it
because active, healthy people eat
well and spend lots of time outside,
and so happen to have more vitamin
D in their blood?

Dr Kotwal, who is also a researcher
at the George Institute, wanted to
trial a series of interventions she
hoped would lower patients’ risk
of infection.

Or does vitamin D itself help ward
off serious illness? And if so, could
giving everyone vitamin D tablets
help us live longer, happier lives?

But there was no national data on
how many people got infections from
dialysis catheters in the first place.

On the other side of the QueenslandNew South Wales border, Prince
of Wales Hospital nephrologist Dr
Sradha Kotwal was studying blood
infections from dialysis catheters.

It also wasn’t clear how long people
with the infections were hospitalised
for, what infections cost the
healthcare system, and how
likely patients were to die.

PUTTING VITAMIN D TO THE TEST
In Brisbane, Professor Neale and
her colleagues began recruiting
thousands of Australians to
take part in a one of the world’s
largest clinical trials of vitamin D
supplementation.
Known as the D-Health Trial, the
study enlisted 21,315 participants
aged in their 60s, 70s and 80s.
Once a month for five years, they
took either a 60,000IU vitamin D
capsule or a placebo.
The last participant took their
last dose in early 2020, and the
researchers are now analysing what
happened to the people who took
part in the trial.
Professor Neale says linked data—
such as hospital records, cancer
registers and death records
—have been incredibly important
for the study.

www.phrn.org.au

“Trying to follow all of those people up
individually to capture their outcomes
is really difficult whereas linkage
makes it all possible,” she says.

Without linked data, Professor
Neale says there would have been
information missing from people
who dropped out of the trial, couldn’t
be contacted or weren’t sure about
the details of their medical history.
“And if someone died, we would then
be relying on their relatives to get in
touch with us to let us know about
that,” she says. “We would miss a
lot of deaths, particularly after the
trial finished.”

THE D-HEALTH TRIAL
With data linkage, the study can
now continue for years, tracking
the participants to see what
effect five years of vitamin D
supplementation has on their
future health and lifespan.

“It’s absolutely critically
important and we
couldn’t have done
D-Health without having
linked to this data,”
Professor Neale says.

ANALYSING DIALYSIS INFECTIONS
In Sydney, Dr Kotwal and her
colleagues set about measuring
infections rates from dialysis
catheters at 37 units across all
Australian states and territories.
They then implemented a suite
of evidence-based interventions
around how catheters are inserted,
cared for and removed.

PRIVACY AND SECURITY
Privacy protection and data security
lie at the heart of the Population
Health Research Network.

It covered everything from hand
washing to dressing changes.

DR SRADHA KOTWAL
Dr Kotwal says without linked data
there would be no way to study
how long people stayed in hospital,
the cost or the future health
implications from dialysis infections.
“It’s very, very time consuming and
would cost millions of dollars, which
you’re not going to get funding for,”
she says.
Dr Kotwal says having that
information is vital for the health
system as a whole.
“As a patient, it’s really important for
you to know, ‘well, actually yes this
thing will reduce my infection rate’,”
she says.

“But at a health system level, you
also want to get a sense for how
many patients are affected and how
much it costs.
“Every time somebody comes into
hospital with an infection in their
blood that’s related to catheters,
Canadian data suggests that it’s
about $45,000.”
Linked data is also allowing
Dr Kotwal to study participants
over the long term, seeing if the
intervention reduces their time
in hospital into the future.

Professor Neale says she’s incredibly grateful for access
to linked data through the PHRN data linkage units.

“I think it puts Australia in a really enviable
position to be able to do this high-quality
research,” she says.

The collection, use and disclosure of
personal information by government
agencies is bound by strict
legislative and regulatory conditions.
Researchers wishing to access linked
data must also adhere to stringent
conditions, including ethics approval,
data custodian approval and the
development of a detailed data
security plan.
Researchers are typically given
access to a linked data set put
together to meet the specific needs
of their project. This de-identified
data includes only the minimum
information required for the research,
such as age rather than date of birth.
Government agencies handle
personal information in highly-secure
environments. Data is delivered
to researchers through a secure
remote access facility, ensuring
no information is stored on the
researcher’s personal computer
or their institutional network.
Researchers cannot export raw data
from this system, only their analyses,
and these are checked.
Researchers must only use the data
for the approved purpose and are not
allowed to link any other information.
At the conclusion of the project, all
data must be destroyed or returned.
Penalties for researchers and
government employees can include
criminal conviction, jail time or
substantial fines. In the more than ten
years since the network began, there
has never been a breach.
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