Australian Government

Australian Clinical Trials

Frequently Asked Questions: Indemnity and insurancerrangements for clinical
trials in Australia.

Insurance and indemnity requirements vary across Australia and between
institutions. These FAQs provide an overview of general requirements but do not
constitute insurance or legal advice.

In 2014, NHMRC engaged Rallis Legal to review indéy and insurance
arrangements for clinical trials in the public gmivate sectors. Theeportoutlines
the indemnity and insurance arrangements (as at RHyl) and concludes that
indemnity and insurance arrangements should net lb@rier to a national approach
for ethical and research governance.

The following FAQs, which are informed by the repdrave been developed to
inform researchers involved in clinical trials oaquirements for indemnity and
insurance arrangements relating to conductingagirtrials in Australia.

Definitions:

* HREC: Human Research Ethics Committee, including itglividual
members.

* Insurance: A policy taken out by an individual or individuatganisation to
cover their liabilities.

e Indemnity: An indemnity is a promise by one party to anottiet it will
cover a loss arising from an event that happetiset@ther party.

* Private sector An organisation (whether run for or not-for ptpfior
individual not covered by a State or Territory ir@ce or indemnity scheme.

* Reinsurance An arrangement entered into by an insurance gesywhereby
it seeks its own insurance against certain events) as it having to pay out a
large number of large insurance claims — for exanafer a natural disaster.

» Selfinsurance Self-insurance is where an organisation or imliai sets
aside and manages their own funds to cover thahililies, rather than buy an
insurance policy from an insurance provider or saekndemnity for a third
party. Except for large entities — such as StatelsTerritories — self-insurance
is not suitable coverage for clinical trial sponsorsesior investigators.

GENERAL
What is the difference between insurance and indenmy cover?

An insurance policy is generally taken out by an individual or ingdiitas to cover
their own risks or liabilities. The person who takes antinsurance policy is called
theinsured.

For example, General (or Public) liability insurancovers risks that occur on an
institution’s property or at events organised bg thstitution; while product liability



insurance may cover risks arising from the use oheicine or medical device.
Professional liability insurance covers risks thase from giving or performing a
professional service such as medical advice otnresat.

The insured must pay a premium for the cover axce@ in rare circumstances, this
premium is determined on the risk-profile and cldnmstory of the institution or
individual and the types of activities cover isrigesought for.

An indemnity is a promise by one party to another that it wiler a loss arising
from an event that happens to the other party. @dr¢y covered by an indemnity
arrangement is called tiedemnified.

If cover is provided by way of an indemnity or mgad fund or scheme arrangement,
the relevant State or Territory underwrites th&gsjsalthough the fund or scheme is
often supported by reinsurance arrangements taamdtithe State's or Territory's

exposure. Unlike insurance arrangements, the gqanestided under an indemnity or

managed fund arrangement may be discretionary.

How can | find out details about my insurance cove? Or the insurance cover of
another party?

Important insurance details are recorded in a feete of Insurance, for example the
types of liabilities covered and any monetary lifoita single event.

Many insurers require an insured individual or migation to not disclose specific

details of their insurance cover, including the npken paid. However, you can

request a Certificate of Currency from an insurece@dence that their insurance is
current and meets certain conditions.

Why do clinical trial sites require insurance and/@ an indemnity?

Indemnity and insurance arrangements are takenooptotect the clinical trial site
against liabilities that it may incur in the courskits clinical trial activities. In the
case of insurance, thiasured will typically be the institution, its directorsnd
employees (including researchers).

Although clinical trial participants are neith@ndemnified or insured parties,
insurance and indemnity arrangements ensure thistitution or sponsor is able to
compensate participants who are harmed in a tfat. this reason, evidence of
appropriate insurance and indemnity arrangementst roa provided as part of
documentation submitted for ethics review.

Do public hospitals provide insurance for their emjoyees?

All public hospitals provide insurance to cover éoypes, including clinical trial
researchers directly engaged by the institutiorsdme situations, such as where the
researcher is a visiting medical officer or adjuappointee, and therefore not an
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employee of the institution, the individual may caleeed to take out their own
professional indemnity insurance. This insurancefisn a standard requirement of
registration for health practitioners.

Do private health providers provide insurance for heir employees?

While an employee engaged by a private health gesvis normally covered by the
institution’s insurance, researchers such as medgicactitioners are not usually
employed directly by a private provider. Insteaéytthave an arrangement which
enables them to practise privately.

Researchers with such an arrangement are geneeglyired to have in place
professional (also known as medical) indemnity iasae that includes coverage for
clinical trials as a condition of conducting a @@l trial. The researcher must provide
evidence to the private hospital that they haveirersce in place before the trial
commences.

Who provides insurance and indemnity cover for climncal trials?
In the public sector

In the public sector, each State and Territory ey indemnity or insurance
coverage in relation to their clinical trial acties. The arrangements are implemented
and managed through a State or Territory agencyremdtake the form of insurance
or an indemnity fund or a self-insurance scheme.sufmary table of State and
Territory insurance arrangements can be foundeagtia of the FAQs.

Clinical trials coverage is usually a subset of thedical indemnity or professional
indemnity coverage. Details for each State anditbeyrscheme can be found at:

ACT - Australian Capital Territory Insurance Authority

NSW- Treasury Managed Fund

NT- A self-insurance program that covers the ricthe Territory’s agencies
QLD - Queensland Government Insurance Fund

SA - SAICORP

TAS - Tasmanian Risk Management Fund

VIC - _Victorian Managed Insurance Authority
WA - RiskCover

In the university sector

The university sector has access to theimutual scheme, which covers trials
conducted by university researchers. Unimutua discretionary mutual, operating
on not-for-profit principles and was formed to offeigher education and research
institutions a cost-effective alternative to inswe.



I n the private sector

In the private sector, sites that conduct clinicells will usually purchase clinical
trials insurance from a commercial insurer.

Commercial insurers offer the following types o$umance policies in each of these
categories:

* A comprehensive insurance policy covering all clahitrials conducted by an
insured during a specified period; or

* An insurance policy that is specific to, or coverdy, a particular clinical
trial. This type of policy is purchased on a thgltrial basis.

Does the clinical trial site require insurance andindemnity cover (or is this
already covered by the trial sponsor for commerciatrials)?

Yes. A trial site requires either its own insuraremer or an indemnity from a
sponsor to cover the trial site’s liabilities. Irergeral, the commercial sponsor’s
insurance or indemnity arrangementsndd provide cover for the trial site’s liabilities
and so a separate insurance policy or indemnitggsired.

What indemnity and insurance requirements do Statesnd Territories impose
on commercial sponsors of clinical trials?

Public sector institutions conducting a clinicaéltrequire the sponsor to provide a
contractual indemnity to the trial site and eviden insurance arrangements.

Schedule 2 in theeport details each State and Territory’s specific mimmu
requirements for sponsors. The ethical principkdating to insurance requirements
are also set out in sections 3.3.24-3.3.25 of\thgonal Statement.

What indemnity and insurance requirements do Statesnd Territories impose
on non-commercially sponsored trials?

Schedule 2 of theeport details each State and Territory’s specific mimmu
requirements. These include ensuring that exteno&ifor-profit sponsors, e.g. a
charity or network, have sufficient indemnity amdurance arrangements.

TRIAL TYPE
Does the phase of trial affect the insurance and/andemnity cover?

At the time of thereport indemnity and insurance providers did not distish
between the types or phases of clinical trials wetfpect to providing coverage.

Do State and Territory indemnity and insurance arrangements distinguish
between single centre and multi-centre trials?

The State and Territory indemnity and insurancersgements cover both single
centre and multi-centre trials. Each State andifbeyr has its own insurance and
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indemnity arrangements which cover trials at puldlealth trial sites in their
jurisdiction.

HUMAN RESEARCH ETHICS COMMITTEES (HREC)

Does the insurer/indemnity provider have explicit equirements or prohibitions
regarding acceptance of a HREC review that is perfoned by a HREC of
another body, whether in the public sector or privae sector?

The reportdid not identify any specific issues regarding théemnity or insurance
arrangements for clinical trials that would preventpublic health service from
accepting ethical review performed by an extermpiabate sector HREC.

However, a number of State and Territory healthadepents have formal policies or
procedures, and some have developed practicesnthatprevent a public health
service under their jurisdiction from acceptingieghreview performed by a HREC
outside that jurisdiction, whether in the privatepablic sector.

This issue should be less prevalent for institiigrarticipating in the National
Approach to Single Ethical Review, or in the NatibiMutual Acceptance (NMA)
system, and for Phase Il, lll and IV clinical tgal

If in doubt, you should check with the institutisiresearch office.

What about insurance and indemnity provisions in réation to the establishment
of a national approach for research governance

The report concluded that indemnity and insurance arrangesnehould not be a

barrier to a national good practice process foeassh governance or, in the public
sector, with the National Mutual Acceptance (NMAG®Em using existing indemnity

and insurance arrangements of the States andararsit

Are HREC members covered by any insurance and indenity arrangements?

Members of a public health service’s HREC are eifipecifically identified as being

entitled to indemnity (for example, the arrangensates that ‘'members of a HREC’
are covered) or fall within a group (for examplmembers of any committee
appointed by the Agency’) entitled to indemnity.

However, in certain situations, indemnity may ohk extended to employees of the
public health service (see schedule 1 of tbpgort for details for each State and
Territory).

The expectation and practice of public health sewiis thatll members of their
HRECs are covered by the public health service'denmmnity and insurance
arrangements.

TRIAL PARTICIPANTS

Are trial participants directly covered by the heakh service’s insurance and
indemnity arrangements?



No. A participant in a clinical trial (or, indeedny patient of a public health service)
is not an insured or indemnified person under dnyp® State or Territory indemnity
and insurance arrangements. If injured, a triatigpant would be required to make
and prove their claim against the relevant pubdalti service.



Table 1: Summary of who is covered by which indemty and insurance policies.

Sponsor | Trial HREC Researcher/Investigator: Investigator: Participant
site members | Public hospital private
hospital

Covered by the | Yes No No No No No
commercial
sponsor’s
indemnity
policy
Insured by No Yes No Yes Depends nNo
site’s insurance policy
State and No Yes Usually Yes N/A No
Territory’s
indemnity
cover: site
Personal No No No No Yes No
(professional
medical)
indemnity

cover- private
sector




