Tips for submission of Public Health Act 2005
research applications

Researchers applying under Chapter 6, Part 4 of the Public Health Act 2005 (Qld) (PHA) to be
given health information held by Queensland Health or a Hospital and Health Service for
research purposes (a ‘PHA application’) may find the following information useful as an
addition to the application form.

Why a PHA application may be required?
When consent for the research has not been obtained, another legally valid permission must
be obtained by the researcher/s to have Queensland Health information disclosed to them
and used for research purposes. This is pertinent for Queensland Health clinicians who have
access to patient information in their clinical roles. A consensual process requires that, for
the clinician to use their patients’ information for research, those patients consent
specifically to use of their information for the specific research. The PHA offers a legally
valid non-consensual means for the researcher (perhaps the clinician in the example) to
apply to be given the information. A PHA application form, properly completed by a
researcher, together with accompanying supporting documents, is the primary document in
relation to which the Director-General or Director-General’s delegate makes a decision under
the PHA as to whether to give the information to the researcher/s. Accordingly, it is
important that the PHA application details sufficient information to enable the decision
maker to make a decision.

Human Research Ethics Committee (HREC) approval for the research
project
Section 282(2)(i) of the Public Health Act 2005 (PHA) provides that an application must state
the views of a HREC about the research. Evidence of HREC approval (ie a copy of the final
HREC approval letter and any relevant amendments) must be an attachment to the PHA
application form. As a policy matter, Queensland Health (QH) requires HREC approval of the
research project and HREC approval must be maintained for the entire period during which
the information approved via the PHA is being used in any way for the project.

Discrepancies between the research described in the PHA application
and the HREC documentation
The project scope must be the same in both the HREC documentation (including the
approved protocol) and the PHA application. If the project changes after HREC approval but
prior to approval of a PHA grant, then the applicant must gain HREC approval for the
amended project before PHA grant approval is considered. If approval of a PHA application
has been granted previously then an application for amendment to the previously approved
PHA grant must be requested. In some cases, changes to the research project may not
require further HREC approval or further PHA grant approval for the amendments. However,
applicants are advised to check with their HREC and QH for advice on the process required in
respect of their changes. Changes to personnel and patient information requested always
require approval of an amendment to a PHA grant.
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Waiver of consent versus PHA approval
A waiver of consent is an element of an HREC application and approval process. It is not an
element of the PHA approval process. PHA approval is a decision by QH to grant an
application to be given QH patient information for research (i.e. this is not a waiver of
consent).

Who may be approved to be given QH patient information for research:
PHA approval is a decision by QH to grant an application that permits a relevant person to
give QH patient information to a person for the purposes of specified research. The
definition of a relevant person under section 281(4) of the PHA can be found at
https://www.legislation.qld.gov.au/view/html/inforce/current/act-2005-048.

Only relevant persons may directly access QH information systems for the purpose of the
research provisions of the PHA. Individuals who are not QH employees are not relevant
persons. A relevant person and a designated person are often confused. The definition of
relevant person is narrower than that of a designated person as defined in section 139A of
the Hospital and Health Boards Act 2011 (HHB Act).
The definition of a designated person can be found at
https://www.legislation.qld.gov.au/view/html/inforce/current/act-2011-032

Names of persons who may be given the requested information for the
research project
All individuals who may be given the requested information must be named on the PHA
application form regardless of whether they may receive identifiable / re-identifiable /
potentially identifiable information, per section 282(2)(g) of the PHA (more information on
these terms is included below). The risk that a breach of patients’ privacy and confidentiality
will occur increases with increasing numbers of people who are given the patient
information and, so, researchers are asked to only include individuals who need to be given
the information to conduct the research. If requested, the PHA applicant must be able to
justify why each individual needs the patient information.

Terms relating to how information may be considered identifiable, reidentifiable, non-identifiable and potentially identifiable
A combination of factors (e.g. date of birth; sex; postcode) may make information potentially
identifiable particularly in the case of an uncommon disease or condition and in a small
community. Providing a URN or using a technique that allows a researcher to go back to
identify a particular patient makes the information identifiable, potentially identifiable, or
re-identifiable.

What is ‘potentially identifiable’ information
Data containing variables other than name and address (i.e. direct identifiers) can still be
potentially identifiable if indirect identification of an individual or organisation is possible
from the data. For example, data including a combination of date of birth, sex, and postcode
may render the information identifying if this combination of variables can uniquely identify
an individual. In particularly small data sets, even a single variable such as a postcode may
be an indirect identifier. If only one or more of the persons or organisations are potentially
identifiable, then the full data set is considered potentially identifiable. Researchers
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requesting data items such as a patient’s principal diagnosis, procedure, admission date, age
and hospital of admission, should note that these data could be considered potentially
identifiable data.

Rationale for why the giving of information is in the public interest per
section 284 of PHA
The decision as to whether to grant a PHA application to be given patient information for
research requires a weighing of the public interest. Accordingly, the PHA application form
requires the applicant to submit a rationale (i.e. justification) to explain how the giving of
the information potentially benefits the public and outweighs the potential detriments to
the public.

Date range for information sought
QH only permits a grant for a PHA application to be given for a specific date range that does
not exceed the expiry date of the HREC approval submitted with the PHA application. A
specific start date and a specific end date must be provided. Further, these dates must be
consistent throughout the PHA application form. In terms of prospective data, the date range
should not exceed five (5) years from, or the expiry date of the HREC approval, whichever is
sooner.

Duration of the PHA approval grant
A PHA grant aligns with the HREC approval for the research. If the HREC approval has an
expiry date, the PHA grant expires on this date. If the PHA application is supported by an
HREC approval that does not have any expiry date (for example, because the HREC approval
is valid for the life of the project subject to receipt by the HREC of an annual report) then, if
an annual report is not received by the HREC on or by the date specified for receipt by the
HREC of the annual report every year, the PHA grant expires on that date.
A copy of the HREC letter/document that confirms receipt of the annual report and that the
approval is ongoing is required to be submitted annually to the PHA office until the project
is completed. Principal Investigators are required to submit evidence of ongoing HREC
approval to the PHA office within 60 days of the due date for the annual report to the HREC.
If the HREC approval has an expiry date and the researcher submits a request for HREC
extension, which is approved by the HREC, and the researcher wishes to extend the PHA
approval as well, then the researcher should request this via an amendment application to
the PHA office before the expiry of the PHA grant. The HREC amendment approval
documentation is required as an attachment to the amendment submission. If the Principal
Investigator does not submit an amendment application with evidence of a new HREC expiry
date, or does not provide evidence of receipt of an annual report and ongoing approval by
the HREC within 60 days of the due date of the annual report to the HREC, then the PHA
grant expires and the use of any information given under the PHA grant must not continue.

Description of information sought
Applicants are required to describe exactly the data items / datasets / databases to which
the PHA application relates. Applicants should check with data custodians of the patient
information sought for correct details to be inserted into the PHA application form. Before a
data custodian signs a PHA application form they should understand the information for
which the applicant is asking, from where it will be extracted, and the relevant person/s to
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whom the information will be given. The data custodian can only provide data as described
in the approved PHA application. The names of the dataset / databases should be identified
clearly at the section where the data custodian signs to approve the giving of the
information. These names must align exactly with the data referenced throughout the PHA
application form (i.e. all references to data items must be consistent throughout the
application form).

Data custodian authorisation
Data custodians are required to review and sign the PHA application form prior to its
submission by the applicant. A list of data custodians for data commonly sought for PHA
applications is available on the QH webpage (where the PHA application form is available)
and a link to the list of data custodians is also included in the PHA application form:
https://www.health.qld.gov.au/__data/assets/pdf_file/0034/843199/data_custodian_list.pdf

Heads of Departments are not necessarily data custodians. Letters of Support for Site
Specific Applications (SSA) are not acceptable as data custodian approvals for PHA
applications because of the different purposes of these applications (i.e. a PHA application
is a legislative requirement, whereas research governance to which an SSA relates is a due
diligence process). The giving of patient pathology information must be approved by
Pathology Queensland regardless of the source (e.g. from ieMR) and, so, the Pathology
Queensland data custodian must have reviewed the PHA application and signed the data
custodian section of the PHA application form to approve the giving of the information prior
to lodgement of the application.

Privacy, confidentiality and security of information
PHA applicants must specify how security and confidentiality of patient information given to
them is proposed to be maintained, including, but not limited to, who of the applicants will
receive the information from Queensland Health in the first instance, to whom the applicant
proposes to provide the information, how the researchers propose to transfer the
information securely, how it is proposed the information will be held, stored and accessed
securely, who will have access to it, and the locations at which the information will be held,
stored and accessed. Details are also required about the long-term storage and eventual
destruction of the data.

Undertaking of confidentiality
The signing and dating of the undertaking of confidentiality at the end of the PHA
application form is frequently missed. The person to whom the HREC approval is addressed
is taken to be the Coordinating PI / PI for the purpose of the PHA application and is required
to sign the undertaking of confidentiality in the PHA application form.
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