Insurance Services Guide

Indemnity Insurance for
Research Projects/Clinical Trials
Review of Indemnity
Role and Responsibility of Human Research Ethics Committee
The relevant Human Research Ethics Committee (HREC) will consider any risks associated
with the research project/clinical trial, and ensure that they are identified in the participant
information sheet as appropriate, and appropriately acknowledged by the participant as part of
the consent form.
In order for indemnity to be provided the consent form must include a statement that the
participant acknowledges any risks outlined in the participant information sheet. The preferred
format which researchers should be encouraged to use are the Standardised Participant
Information and Consent Forms which can be found at:
https://hrep.nhmrc.gov.au/toolbox/standardised-forms
Examples of acceptable clauses to be included in consent forms are:
 I understand the purposes, procedures and risks of the evaluation described in the research
project/clinical trial.
 I have read, or have had read to me in a language that I understand, this document and I
understand the purposes, procedures and risks as described within it.
 Details of procedures and any risks have been explained to my satisfaction.
Role and Responsibility of Research Governance Officers
Research Governance Officers (RGOs) will collate the documents in relation to the research
projects/clinical trials as part of the Site Specific Assessment (SSA) submissions. For Ethics
approved research projects/clinical trials in which the Principal Investigator is an SA Health
employee and conducting the research in the capacity of their employment, and there is no
third party sponsor, indemnity can be confirmed. Legal Governance and Insurance Services
(LGIS) does not need to review the research project/clinical trial to confirm indemnity, the RGO
can confirm the indemnity with the Principal Investigator.
It is the responsibility of the Principal Investigator/Researcher to identify in their application
whether the research project/clinical trial is being conducted in the capacity of the SA Health
employment, or outside their SA Health employment (e.g. as part of their employment with a
University or SAHMRI, or for private studies). In the event that the research project/clinical trial
is not undertaken as part of their SA Health employment they must provide external
confirmation of indemnity for the research project/clinical trial, to the RGO. The RGO will
ensure that acceptable confirmation of indemnity has been provided by the University or
SAHMRI. Once this confirmation has been received the RGO can confirm indemnity for the
Principal Investigator.
Third Party Sponsor and Referral to Legal Governance and Insurance Services
If a third party sponsor (e.g. pharmaceutical company) is involved, evidence of indemnity
(certificate of currency) must also be submitted by the Principal Investigator to the RGO. A
copy of the HREC approval letter, a copy of the National Ethics Application Form (NEAF)
and/or SSA together with certificate of currency is to be forwarded to LGIS by the RGO. LGIS
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will review the certificate of currency and provide confirmation to the RGO that indemnity
provided by the Sponsor is acceptable and meets LGIS requirements.
It should be noted evidence of indemnity (certificate of currency) is only required if a third party
sponsor is involved. This is not a requirement for trial/projects with Grant Funding.
RGOs are to provide a list of all governance approved research projects/clinical trials to LGIS
on a quarterly basis.
Please refer to flowchart which outlines the process for reviewing research project/clinical trial.

Additional Information
SA Health Employment and Indemnity
Indemnity does not extend to research which an SA Health employee undertakes in their own
time without the approval/support of SA Health, even if conducting the research on SA Health
premises.
It is the responsibility of the principal investigator to determine and clarify if they are conducting
the research ‘within the capacity’ of their SA Health employment. This is not based on what
percentage of their employment is with SA Health or what percentage is with a University, or
where the research is being undertaken, but whether conducting research is within the scope of
their employment contract with SA Health and the research project/clinical trial is being
conducted with the approval of SA Health.
For example, if a principal investigator is employed with a university 80% and SA Health 20%,
and conducting research within their SA Health employment contract which is
approved/supported by SA Health management, then they will be covered by SA Health
indemnity arrangements.
Offsite Research
SA Heath employees will be indemnified for research projects/clinical trials conducted offsite at
non SA Health premises (eg. at the university). It is important to note that the work being
undertaken must be directly related to the SA Health research project/clinical trial, and being
conducted in their role as the principal investigator under SA Health employment
arrangements, for it to be covered offsite at non SA Health premises.
Sub-studies
Sub-studies which form part of a larger study will be indemnified (assuming all requirements for
indemnity as outlined in this document have been met) if:
 The sub-study has been considered and approved by the HREC as part of the approval
process; and
 The context of the study and supporting documentation does not vary from the initial study.
In the event that the sub-study has not been considered by the HREC as part of the approval
process, ethics approval will be required together with a further review of indemnity.
Additional Sites
If a new site is being added to a previously HREC approved research project/clinical trial and
the context of the study and supporting documentation is not altered, a further review of
indemnity is not required. Indemnity will be extended to include the additional SA Health site.
Extensions and Exclusions to Indemnity Arrangements
 SA Health employees will be indemnified if:
o

They are involved in a HREC approved research project/clinical trial; and
Public – I1 – A1

o

Their involvement is approved as part of their SA Health employment.

SA Health employees will also be indemnified if they are participating, as part of their SA
Health employment, in a HREC approved research project/clinical trial which is being
conducted by a University or SAHMRI (provided the University or SAHMRI has confirmed
their indemnity for the trial).
 SA Health will indemnify university students for their involvement in SA Health initiated
research project/clinical trials:
o

Where the principal investigator is an SA Health employee conducting the research
within the capacity of their employment; and

o

Where the university student is acting under the direct supervision of the SA Health
employed principal investigator. This does not require the Principal Investigator to be
present to monitor all tasks, but they are responsible for overseeing the trial/project
and directing the university student in the research. It is expected the university
student will report to the principal investigator and in conducing the research will
comply with any SA Health guidelines and policies.

o

The indemnity is only applicable to any activities which are carried out directly in
relation to the SA Health indemnified research project/clinical trial.

 SA Health indemnity does not extend to private organisations, and their employees.
 SA Health’s indemnity and insurance arrangements will cover staff involved in research
projects/clinical trials in the event of injury or death being caused by their negligence, but
does not include cover for deliberate breaches of confidentiality, wilful misconduct, or the
misuse of information, fraud or similar risks.
 SA Health indemnity does not extend to research projects/clinical trials conducted in an
employee’s private practice, unless they have a Rights of Private Practice (ROPP)
Agreement in place, and the research project/clinical trial is within the scope of their ROPP
Agreement. The indemnity applies to the SA Health employed principal investigator
conducting the research in line with their approved ROPP only, and does not extend to
employees of the private practice.
 SA Health indemnity only applies to the activities and procedures directly relating to the
approved research project/clinical trial, and any standard of care procedures which would be
provided to the patient/participant regardless of their involvement in the trial, are not covered
by the research project/clinical trial indemnity. Therefore normal standard of care
procedures performed outside of the public health system (eg. at a private hospital or
practice) must be covered under the private organisation’s insurance arrangements. If a
private hospital or company is being paid to provide services in relation to a research
project/clinical trial a Services Agreement should be in place between the Local Health
Network and that organisation. If further clarification is required regarding the terms of a
Services Agreement, a formal request for Legal Advice can be submitted to Legal
Governance and Insurance Services at HealthLegalRequests@sa.gov.au

Any queries in relation to research projects/clinical trials should be directed
to LGIS by the RGO at the following email:
Health.LGISResearchTrials@sa.gov.au
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