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Safeguarding genomic care

Across Victoria, more medical specialties are offering genomic care. Safeguards should be put in place to ensure this increase in genomic care
is delivered in a safe way. The following tables outline safeguarding strategies used in different clinical settings during the Melbourne
Genomics program. While these examples are not recommendations, they do provide useful information to organisations that are providing or
planning to integrate genomic care. Safeguards observed have been defined in the following groups:

e Guardrails provide a fixed or permanent mechanism for safe and effective care and are only deployed with the organisation’s
engagement, resourcing and authorisation (see Table 1).

e Supports guide clinicians and enable new processes while capability is developing (see Table 2).
e Workarounds indicate a barrier or gap that warrants a systemic response (see Table 3).

To identify appropriate safeguards, organisations should consider clinical governance arrangements, workforce needs and a thorough risk
assessment. The Genomics in Your Hospital Toolkit Guide to Risk will help identify issues and plan appropriate responses for your model of
care.

When planning a genomic care pathway, it may be helpful to consider risks associated with each step and the safeguards that can help reduce
them (summarised in Figure 1).
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https://www.melbournegenomics.org.au/sites/default/files/2024-11/Genomics%20and%20Your%20Hospital%20-%20Guide%20to%20understanding%20and%20mitigating%20risks%20specific%20to%20genomic%20care_0.pdf

Figure 1: Safeguards used along the genomic care pathway
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Table 1: Guardrails (independent of the program)

Guardrail Example Point in care

pathway

Implementation considerations

Multidisciplinary To support the use of genomic testing in maternal-fetal medicine at 1. Identification of
team meeting Monash, the existing neurogenetics multidisciplinary team meeting patients who should be
expanded the range of fetal indications discussed. Maternal-fetal considered for genomic

medicine doctors, geneticists and other relevant specialists jointly testing.
reviewed patients at the meeting. The meeting provided an avenue
for approving funding of patient tests and for all teams involved to be
informed about testing. The consolidation of care through this forum
reduced the need for patients to see genetics and maternal-fetal-
medicine specialties separately.

2. Referral process for
consideration of
potential testing
pathways.

3. Consideration of
genomic test options.

8. Clinical application of
genomic results in the
context of an individual
patient.

Enables clinical consensus on the appropriate
access and application of genomics in complex,
time-critical contexts.

Work is needed to establish resource implications.

This was an established safeguard at a large hospital. The pathology
unit employs a genetic counsellor (GC), who reviews complex genetic
and genomic test requests for clinical suitability, cost, turn around
time and laboratory choice. They are able to provide support and 5. Ordering genomic
information to hospital clinicians regarding the most appropriate test teSts:

for their patient as well practical considerations. The pathology-based

GC coordinates a genetics review meeting to support decision making

about test requests and provides feedback to clinicians on test

decisions and alternative pathways when a requested test does not

progress.

3. Consideration of
genomic test options.

Genetics review
meeting

Improves visibility of cost and value for hospital
decision makers.

Provides oversight of the quality and suitability of
test ordering.

Mitigates hospital exposure to variations in care
due to fluctuations in lab availability and
turnaround times.

Communication channels must be established to
ensure broader transparency and understanding
of decisions.
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Laboratory genetic Similar to the genetics review meeting described above, the entry

counsellors point into a genetics lab provides another checkpoint in the genomic
conducting test care pathway for appropriate and safe genomic care.
intake checks

One genetics lab has appointed GCs to ensure the appropriate intake
of tests when they are received. GCs are available to check consent
and other clinical documentation, answer doctor’s questions about
testing, and ensure appropriate gene lists have been selected for the
query requested. This safeguard was already established.

3. Consideration of
genomic test options.

4. Assessing and
undertaking consent;
and legal implications.

5. Ordering genomic
tests.

These GCs can only review and respond to tests
and information that come to them. This doesn't
provide a control when clinicians send tests to
multiple labs without hospital oversight.

Table 2: Supports

Example

Point in care

Implementation considerations

Statewide A statewide multidisciplinary meeting was established to provide
multidisciplinary access to genomic expertise within a given specialty (nephrology).
meeting The fortnightly meetings were chaired by a geneticist and genomics-

trained nephrologist and open to any nephrologists in Victoria to
discuss patient identification, test ordering and results interpretation.
These meetings provided a crucial guardrail for developing
consistency of care and appropriate use of genomic medicine, and by
expanding access to genomics expertise for regional specialists they
also mitigated geographic barriers to genomic medicine.

Similarly, an existing molecular tumour board meeting was leveraged
for the Cancer Statewide project. The meeting was open to all
doctors who ordered tests through Peter Mac and provided a forum
to discuss results and trials that might be relevant/open for particular
patients. It was observed during the project that participation helped
regional doctors build relationships and connection to the clinical
trials network, consequently providing a mechanism for improved
access to clinical trials for regional patients.

pathway

1. Identification of
patients who should be
considered for genomic
testing.

7. Interpreting genomic
test results.

8. Clinical application of
genomic results in the
context of an individual
patient.

Access to external genomic expertise enables the
diffusion of genomic care among non-genetic
clinicians and hospitals/clinicians without in-house
genetic supports.

Participation builds connection between
geographically dispersed clinicians and centralised
expertise, broadening awareness of treatment
options, including clinical trials.

Success is dependant on individual engagement
and participation — no compulsion for clinicians to
attend.

Funding source and governance model needed to
sustain statewide multidisciplinary meetings
beyond project life. Consider who bears cost and
responsibility when scope is statewide.
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Pre-clinic assessment Nurse champions and genetic counsellors (GCs) were employed to 1. Identification of Supports behaviour change within the unit by

by genetic champions support genetic testing within a mainstream setting. In a busy clinic  patients who should be building the expectation that genetic testing is
setting, they observed that doctors who were new to genetic testing considered for genomic  within the scope of practice for these clinicians.
needed additional prompting to incorporate a new task into their testing.
practice. By pre-screening clinic lists using the traffic light tool as a
guide (see below), the nurse or GC champion was able to highlight
patients whose symptoms and background indicated suitability for Is most effective when the expected practice
genetic testing and notify the treating clinician. The nurse or GC change is reinforced by leaders.
champion could then follow up in post-clinic meetings.

Dependent on defined and agreed testing criteria
3. Consideration of for patients.
genomic test options.

Patient and test When genetic testing is available for use by mainstream clinicians (for 1. Identification of Supports clinician’s ability to identify patients who
selection tools example through the availability of MBS funding), they may need patients who should be are suitable for testing.
support to select the right test for the right patient. considered for genomic

- _ testing Easily accessible.
= A traffic light tool is a one-page, easy to follow resource ’
describing how to best manage a patient’s genomic care. 2. Referral process for
consideration of
potential testing

o Amber: discuss with the relevant genetics MDT pathways.

Dependent on defined and agreed testing criteria
for patients.
o Green: initiate testing within specialty clinic

o Red: do not proceed with testing, refer to genetics 3. Consideration of
clinic. genomic test options.
= A decision aid tool guides non-genetics specialists to the right

test for their patient based on clinical presentation. 5. IREAE, EEREIE

tests.
These tools were part of a suite of resources promoted through
participating sites and to other health services across Victoria, and
shared on the Melbourne Genomics website.
See traffic light and decision aid tools.

Consent checklist While consent for genetic and genomic testing follows the same 4. Assessing and As with any point of care resources, successful
principles of consent that govern all clinical practice in Australia, there undertaking consent; implementation is supported by ease of access
are additional considerations for genomics that clinicians must be and legal implications and ease of use, promotion by trusted peers and
aware of: endorsement by leadership.

= Purpose of test (predictive, diagnostic, to guide Consider supplementing checklists with more
treatment) experiential consent supports, such as observation
»  Explanation of possible results (incl. caveats around of a GC consenting a patient, or video examples.

inconclusive or uncertain results)
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https://www.melbournegenomics.org.au/sites/default/files/2023-06/2023%2006%2005%20Traffic%20Lights%20Tool%20FINAL.pdf
https://www.melbournegenomics.org.au/sites/default/files/2023-06/2023%2006%2020%20Decision%20Aid%20FINAL.pdf

= Potential medical, reproductive, and psychosocial
implications of genetic test results, including
implications for relatives

= Potential management options

= Confidentiality and genetic discrimination protections

= Practical test considerations, e.g. turnaround time,
results disclosure and post-test counselling.

As part of a suite of tools, clinicians were provided with a checklist for
conducting a consent conversation with patients. It included the key
points to cover and a list of the information needed in genomics that
is different to other types of tests.

Patient results info  Clinicians working in @ mainstreaming project observed that while

sheets capacity and confidence was developing in non-genetics specialists
incorporating genomic care, support may be needed to ensure
consistent explanation of common genomic test results. They also
noted that patients could benefit from take-home information to help
them absorb and share their results with family members.

A suite of patient/clinician information sheets was developed to aid
the return of genomic test results. They cover the most common
results within the specialty, and explain what the test result means
for the individual, their family (including recommendations for
subsequent testing where appropriate) and explain the inheritance
pattern and advice for family planning. They serve as a guardrail
against misinterpretation of results (e.g. the significance of variations
of uncertain significance being overstated) and misunderstanding
family implications.

7. Interpreting genomic
test results.

8. Clinical application of
genomic results in the
context of an individual
patient.

9. Family support
considerations and
requirements.

These patient info sheets were developed by a
multidisciplinary team (including genetic
counsellors) to ensure all relevant information was
captured.

Importantly, they were reviewed by a panel of
consumers to ensure the information included was
relevant, understandable and met their needs.

Access to genomic Appropriate genomic care requires knowledge to identify the right

expertise test for the right patient, at the right time, informed discussion of
consent and incorporation of results into patient care. Where this
knowledge or clinician confidence is developing or new or complex
clinical cases arise, access to genomic expertise supports the safe
and effective delivery of care.

Some projects used GCs embedded in non-genetics specialty clinics
to provide ongoing access for patient follow-up and extended family
counselling as part of the care delivery model.

1. Identification of
patients who should be
considered for genomic
testing.

2. Referral process for
consideration of
potential testing
pathways.

3. Consideration of
genomic test options.

Access to genomic expertise can be provided in
different ways depending on clinical complexity,
existing knowledge and capability and service
delivery model.

Access to expertise can be titrated down as
knowledge and confidence builds.
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Others used the temporary presence of GCs or an internal genomics-
trained champion to support and train their specialty teams while
their capacity is developing in a mainstream setting.

Following the initial period of engagement, many of these GCs and
champions became a source of on-call advice — available via phone,
email or Teams chat for quick questions or clarification.

4. Assessing and
undertaking consent;
and legal implications.

7. Interpreting genomic
test results.

8. Clinical application of
genomic results in the
context of an individual
patient.

9. Family support
considerations and
requirements.

Table 3: Workarounds

Example

Care pathway
points relevant

Implementation considerations

Manual follow-up of Genetic test results are not yet systematically embedded in a

test process patient’s record. They can be housed in scanned media files, emailed
individually to a doctor, or there may be relevant information within
the minutes of a genetic review meeting. Clinicians new to genetics
may not know that a report exists, or where to find it. This can be
compounded by staff movement or clinic rotations — patients often
see a different doctor by the time results come through. And with
different tests going to different labs, current systems make it
difficult for hospitals to easily track the progress of an individual test.

GCs working in different specialties and different hospitals have
developed workarounds as a temporary guardrail to these system
gaps:

= Manually chasing up labs to check whether a report has
been released

= Using multiple channels to distribute results to relevant
clinicians

= Copying decisions or findings into patient notes to
increase visibility transfer/’promotion’ of results in EMR

4. Assessing and
undertaking consent;
and legal implications.

8. Clinical application of
genomic results in the
context of an individual
patient.

9. Family support
considerations and
requirements.

While necessary as a temporary stop-gap, these
manual tasks reflect an inefficient use of
expertise. Their dependence on an individual
exposes these steps in the genomic care pathway
to risk.

A genomic module that enables systemic
management of some tasks is available for EPIC
but is not yet in use in Victorian hospitals and not
all hospitals use EPIC.
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= Checking through notes to see if results have been
disclosed to patients.

Genetics services Issues arose regarding return of results to patients and their use in 8. Clinical application of Clinical responsibility for patient care remained
copied into results care under the ‘independent’ delivery model. The project team genomic results in the  with the treating team — this was only considered
ordered by non- decided to ensure clinical genetics teams at participating sites were ~ context of an individual a temporary safety-net as part of the

genetic clinicians copied into these reports. Genetic services periodically reviewed patient. learning/transition process.

cases and cross-checked that an appropriate course of action had
been taken. For example, if cascade testing was warranted, they
could check whether that family had been referred to their service.

9. Family support
considerations and
requirements.
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