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Case Study

Ongoing off-label prescribing of high-risk medications
sees GP’'s registration suspended for two years

Key messages from the case

Off-label prescribing may be clinically
appropriate but particular care is
needed. If considering off-label or
unconventional uses of medications,
doctors need to ensure their prescribing
choice meets the required standards

of professional practice.

Details of the decision

Dr T was a GP with nearly 40 years'
experience when his prescribing
came to the attention of the Medical
Board. Concerns were raised over
his prescribing or administering
medications including peptides
(GRHP), steroids (testosterone

and DHEA), aromatase inhibitors
(Anastrozole), thyroxine medications
(T3 & T4) and metformin to 20 patients
over the course of 8 years.

Informed consent

The Medical Board alleged Dr T had
prescribed unapproved or off-label
medications without advising patients
of the experimental nature of the
prescribing and therefore failed to
obtain effective informed consent.

Standard of care

The Board also claimed he had put
patients atrisk by:

. prescribing based on his own
‘unconventional understanding’
with insufficient evidence of
appropriateness or clinical efficacy

- failing to adequately examine

the patients or assess the
appropriateness of his prescribing

+ prescribing medications to patients
for whom they were contraindicated

(for example prescribing metformin
to a patientinrenal failure)

- failing to appropriately monitor the
dosages, effectiveness or potential
adverse effects of the treatments

- failing to address symptoms
or consider more appropriate
treatments when patients
experienced possible adverse
effects of the medications.

Expertevidence indicated Dr T's
treatments were largely experimental
and not supported by evidence. The
risks and benefits were unknown.

Dr Tinitially disputed that his prescribing
was below the standard expected

but over time, and after receipt of the
Board's expert evidence, changed that
position. By the time of the hearing,

Dr Tindicated that his registration

had lapsed and he was relinquishing

his practice.

The tribunal concluded Dr T's
prescribing amounted to a serious
departure from the standard of care
expected.Dr T ultimately accepted
his behaviour constituted professional
misconduct.



Medical records

The Medical Board also alleged

Dr T had breached his professional
obligations to keep appropriate records
of his prescribing or monitoring of the
patients. He had failed to:

- record his reasons for prescribing the
medication or substantiating that the
medications were clinically indicated

« record his assessment of the patients

- document his explanation to the
patients or obtain their written
informed consent to unconventional
or experimental treatments

- outline any ongoing treatment and
monitoring plan

- document any evidence indicating
that the treatments were likely to
be effective.

Dr T accepted the expert evidence that
his record-keeping was inadequate.

The tribunal noted that the inadequate
record-keeping and failure to obtain
and documentinformed consent

was a significant aggravating factor
where patients were being prescribed
unproven and potentially

harmful medications.

Outcome

As well as the risk of harm to the
patients, the tribunal noted the
broader publicinterest concern

about the lucrative market for
medications for body-building and
similar non-therapeutic purposes.

It noted with approval previous
determinations that sanctions needed
to be sufficiently severe to provide a
disincentive for practitioners to service
this market.

The tribunal found Dr T expressed no
insight regarding his behaviour and
that he could not currently be trusted
to practise safely.

Dr T was reprimanded and disqualified
for two years.
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Key lessons

always follow appropriate prescribing
practices, including taking an
adequate history, examining

the patient and assessing the
appropriateness of the medication

ensure that you can support your
prescribing with high-quality
evidence

make sure you are aware of and
follow any applicable guidelines

explain that the prescriptionis
off-label and what this means
in termsof risks or limitations
inthe evidence

obtain the patient’s written
informed consent to an off-label
use where possible

always plan appropriate monitoring
and follow-up

if other healthcare providers are
involvedin the patient’s care,
communicate with them about
the prescribing and your
clinicalreasoning

clearly document your prescribing
decision, consent discussion and
ongoing monitoring.
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For more information orimmediate
medico-legal advice, calluson
1800128268, 24/7 in emergencies.
avant.org.au/mlas
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Visit our Insights & Resources
page for further educational
contentincluding webinars,
elearning courses, case
studies, articles and checklists.

EJAvant

By doctors for doctors

The case discussed in this article/publication is based on areal case. Certain information has been de-identified to preserve privacy and confidentiality.
*IMPORTANT: This publication is not comprehensive and does not constitute legal or medical advice. You should seek legal or other professional advice before
relying on any content, and practise proper clinical decision making with regard to the individual circumstances. Persons implementing any recommendations
contained in this publication must exercise their own independent skill or judgement or seek appropriate professional advice relevant to their own particular
practice. Compliance with any recommendations will not in any way guarantee discharge of the duty of care owed to patients and others coming into contact
with the health professional or practice. Avantis not responsible to you or anyone else for any loss suffered in connection with the use of this information. Information
is only current at the date initially published. © Avant Mutual Group Limited 2024 Case-096 Published and current as of: 24/01 (DT-3611)


https://avant.org.au/resources/prescribing-principles-general
https://avant.org.au/resources/prescribing-principles-general
https://assets-au-01.kc-usercontent.com/cdf6134c-01d7-0292-26f5-2f5cf1db96f8/c6cea030-b11a-4d04-8dc0-92344789184d/Connect%20Issue%2021_v17_digital.pdf
https://assets-au-01.kc-usercontent.com/cdf6134c-01d7-0292-26f5-2f5cf1db96f8/c6cea030-b11a-4d04-8dc0-92344789184d/Connect%20Issue%2021_v17_digital.pdf
https://www1.racgp.org.au/ajgp/2021/may/off-label-medicine-use
https://www1.racgp.org.au/ajgp/2021/may/off-label-medicine-use
http://avant.org.au/mlas
https://avant.org.au/insights-resources
http://avant.org.au

