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Dear Dr Coulson Barr

In June 2020, Queensland Health commenced a two-year pilot allowing pharmacists across Queensland to provide
treatment to women with a suspected urinary tract infection (UTI), the Urinary Tract Infection Pharmacy Pilot -
Queensland (the UTIPP-Q).

AMA Queensland conducted a survey of doctors in March 2022 who had seen patients treated under the UTIPP-Q
(Attachment A). The survey revealed the UTIPP-Q was a failure and had harmed patients. In fact, it showed there
were 240 incidents where doctors had to treat patients who experienced complications as a result of participating in
the UTIPP-Q. The harm to patients included:

incorrect diagnosis and treatment;

misdiagnosis, particularly of sexually-transmitted infections as UTls;

hospitalisation due to ineffective or inappropriate treatment or misdiagnosis; and

failure by pharmacists to follow the UTIPP-Q protocol (including treatment of patients who were ineligible,
including patients of male sex).

YV VY

AMA Queensland assesses at least 50 patients ended up in emergency departments as a result of these failings.

Dr Stephanie Dawson-Smith, a general practitioner, has undertaken a comprehensive analysis of the UTIPP-Q and
an evaluation report written by the Queensland University of Technology (QUT). Dr Dawson-Smith’s Issues Paper
and cover letter are enclosed with a letter from AMA Queensland to Queensland Health endorsing her analysis and
concerns (Attachment B).

Dr Dawson-Smith identifies extremely alarming and serious failings of the UTIPP-Q including that it was not
conducted according to ethical principles; adopted a flawed clinical protocol; and disregarded antimicrobial
stewardship safeguards. It is clear from her analysis that patients were harmed as a result of the pilot.

QUT have since responded to Dr Dawson-Smith’s letter and Issues Paper (Attachment C) and have recommended
the allegations be investigated by the Queensland Health Ombudsman. Despite this, Queensland Health and the
Pharmacy Guild of Australia are pushing ahead with another pilot to allow pharmacists to autonomously diagnose
and prescribe medications for 23 serious medical conditions in North Queensland, again without any collaboration
with doctors (the NQ Trial).

AMA Queensland holds grave fears for the safety of patients who will be treated under the NQ Trial. It is likely the

OHO may have received complaints from patients treated and harmed under the UTIPP-Q and will likely receive
far more if the NQ Trial proceeds.
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As such, AMA Queensland calls on the OHO to investigate these pilots as a systemic issue to ensure the safety of
all Queenslanders. Our President Dr Maria Boulton and | are available to meet with you and appropriate OHO staff
to provide any assistance needed to investigate these serious matters.

Yours sincerely

ik 11

Dr Brett Dale
Chief Executive Officer
AMA Queensland

Enclosed

» Attachment A: AMA Queensland Survey Report, May 2022

» Attachment B: Dr Dawson-Smith letter and Issues Paper re UTIPP-Q dated 30 August 2022 and associated
AMA Queensland letter to Queensland Health dated 12 September 2022

»  Attachment C: QUT letter to Dr Dawson-Smith dated 16 September 2022
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FOREWORD

Everyone who enters a healthcare profession does so out of
a desire to help people and contribute to their community.

We work as a team, focused on delivering the best outcomes

for patients. Pharmacists are vital to this teamwork.

Many patients end up seeing their GP because their
pharmacist has suggested they need a medical opinion.
Pharmacists are experts in medications and provide a critical

safeguard over prescriptions, picking up potential errors or
unintended adverse impacts. That is why prescribing and
dispensing are separated by legislation - to ensure the checks
and balances are there to protect patients and enhance
the health of our communities. We respect and thank all
pharmacists for the valuable contribution they make to
the health of Queenslanders.

This survey report is focused on health outcomes for patients.
Patients rely on us all to take care of them, to advocate for the
necessary policies, frameworks and support for doctors and all
healthcare professionals to be able to help them get better, to
recover and restore their health. Our survey shows that the Urinary
Tract Infection Pharmacy Pilot has failed. Women did not receive the
care they needed and an alarming number became more ill due to
their participation in the trial. This is not fair to patients, pharmacists
or doctors to operate in a flawed healthcare framework. It undermines
a key strength of our healthcare system - team work.

The Queensland Government has been careless with patient health

in this UTI pilot and failed to protect our community and investigate
the health outcomes. There is no thorough analysis, scientific evaluation
or genuine stakeholder engagement or feedback.

We hold grave concerns that the Queensland Government is now looking
to expand this trial in North Queensland and wants to include more health
conditions. Queensland is a renegade in this regard and is on a fractured
pathway that defies national healthcare policies and frameworks, and flies
in the face of Australian medical safeguards and standards. The results of

our survey are unfortunately just the tip of the iceberg but we are compelled
to stand up for better healthcare for our patients and community.

| acknowledge that delivering high quality healthcare is not without
challenge and must embrace a commitment to continuous improvement.
However, the UTI trial and proposed expansion in North Queensland are
not improvements, but are an erosion of healthcare standards and patient
outcomes. They undermine the collaborative strength, standards and expertise
our current team-based healthcare system thrives on.

Our survey report is a compelling read for anyone who cares about the health
of Queenslanders. | urge you to join me in asking the Queensland Government
to change their current collision course and put patients first by investing in
strategies that strengthen, not fracture, our healthcare system.
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Professor Chris Perry OAM
President AMA Queensland
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After having been a community pharmacist for several years
and then a doctor, | know of the huge, indescribable gap of
knowledge and training between pharmacist and doctor.

(Pharmacy-trained doctor)

SURVEY CONTEXT

1. InJune 2020, Queensland Health commenced a two-year Urinary Tract
Infection Pharmacy Pilot - Queensland (Queensland-wide UTI pilot)
allowing pharmacists across Queensland to provide treatment to women
with a suspected UTI. This involves pharmacists diagnosing, prescribing
and dispensing treatment for UTIs.

2. Arrangements pertaining to the Queensland-wide UTI pilot are outlined
in the Health (Drugs and Poisons) Regulation ‘Drug Therapy Protocol
- Pharmacist UT] trial’?, stating that the Queensland University of
Technology (QUT) were engaged to manage the pilot’s implementation
and evaluation. QUT confirmed a research study has been undertaken
and that a report has been provided to Queensland Health.

J 3. None of this information is available to the public, nor to
¢ AMA Queensland.

Nonetheless, based on the ‘success’ of the UTI pilot, Queensland
Health intends to significantly expand the pilot in North
Queensland by implementing the North Queensland Pharmacy
Scope of Practice Pilot (NQ Pharmacy Pilot). This expansion would
facilitate pharmacists’ autonomous prescribing for 23 conditions
from June 2022.

In the absence of available data, reporting or evaluation of the
Queensland-wide UTI pilot, AMA Queensland invited doctors
across the state to report on their experiences with patients
treated under the UTI pilot. The survey also sought doctors’
views on the expansion of the pilot to additional conditions in
the NQ Pharmacy Pilot.

6. The survey was open to all Queensland doctors from 18
to 28 March 2022. Access to the survey was publicised via
the Queensland Doctors’ Community, the GP Alliance, the
Australasian Medical Publishing Company, the Business
for Doctors Facebook group, Local Medical Associations,
and communications with AMA Queensland members via
the Connect fortnightly newsletter and direct messaging.

1 Survey results were subject to independent statistical
analysis, and that analysis forms the basis of this report.
The results of this survey are the only publicly available
information on patient outcomes from the UTI pilot.

1 https://documents.parliament.qld.gov.au/tableOffice/
TabledPapers/2020/5620T974.pdf
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PROFILE OF
RESPONDENTS

8. Atotalof 1,307 doctors responded to the survey, 10. More than one third of respondents had an
comprising both AMA Queensland members undergraduate health or science qualification prior to
and non-members. qualifying as a doctor (35%), including 39 respondents

who had obtained a Bachelor of Pharmacy prior to

9. Respondents included general practitioners (52%), studying medicine.

other specialists (36%) and doctors in training (12%),
and were geographically spread across Queensland.

During the pharmacy degree there was little to no education on the process of diagnosis. There was a basic
education on the pathophysiology, with no education on the choices in diagnosis methods. As a pharmacist
we never had any education on how to examine a patient. Yes there was very good education on appropriate
drug treatment choices. And often this would be equal to or even superior to the drug treatment education we
received in medical school. However, there was very little focus on the non-drug treatment options.

(Pharmacy-trained doctor)




KEY FINDINGS

RESPONSES RELATING TO
DOCTORS' EXPERIENCES WITH

THE QUEENSLAND-WIDE UTI PILOT
(RUNNING SINCE JUNE 2020)

1. Doctors were asked about their experience with
the UTI pilot, specifically:

Question 8 - The Queensland Government has
conducted a trial allowing pharmacists to prescribe
medications for patients with suspected UTIs.

Have you seen patients with complications after
accessing the UTI pharmacy trial?

Question 9 - If possible, please describe the issues
your patient/s experienced in a de-identified manner.

12. Approximately 15% of respondents (184 doctors)
provided care for patients with complications
following their treatment by a pharmacist as
part of the UTI pilot.

13. Ofthe 184 respondents who reported post-trial
complications, 148 of these were GPs. This equates to
one in five GPs seeing patients with complications.

14.  Some doctors saw more than one patient with
complications. Through the survey, approximately
240 incidents were reported of doctors treating
patients experiencing complications?.

2 Question 8 saw 184 doctors respond ‘yes’ when asked whether they had seen
post-trial complications. Of those 184 respondents, 157 respondents
provided details of their experiences, with some doctors seeing up to five
patients with complications. Based on analysis of written responses, at least
239 patients experienced complications.

Diagnosis is more than a set of symptoms
described by a patient. It involves examination
and targeted investigations. Often times there
is subtlety involved in teasing out symptoms or
finding signs. If you have not had appropriate
training and experience this is very difficult. We
do not let junior doctors practice unsupervised.

Therefore, it would be remiss to allow other

fields to also do the same.

(Pharmacy-trained doctor)

15. The most frequent comments from doctors related to:

» inappropriate or ineffective antibiotic use

» misdiagnosis and treatment of a condition that
was not a UTI

» patients needing hospitalisation as a result of
ineffective or inappropriate treatment or misdiagnosis

» patients being reluctant to disclose accurate and
relevant information to the pharmacist due to lack
of privacy and proximity of other customers

» patients being up-sold unnecessary products

» treatment of male patients (trial was limited to
female patients).

16. Misdiagnoses of another condition as UTI was the most
commonly seen complication reported by doctors®.

3 Aconservative analysis of respondents’ comments indicated at least 73
occurrences of misdiagnoses.
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17.

18.

19.

20.

The most common misdiagnosis related to the patient
having a sexually transmitted infection (STI) rather
than UTI. These included chlamydia, herpes and
gonorrhoea. A number of patients were also reported
to have pelvic inflammatory disease.

Pregnancy was misdiagnosed as UTI on at least six
occasions, with a number of patients prescribed
antibiotics that are unsafe in the first 12 weeks of
pregnancy. One patient was reported to have been
treated for UTI when her symptoms were actually
related to an ectopic pregnancy.

Cancerous conditions were overlooked on at least nine
occasions, with doctors reporting incidents of patients
being treated for UTI when the symptoms related to
cancer or pre-cancerous conditions, including bladder,
gut, cervical and vulval cancers.

Other misdiagnosed conditions treated as UTI included
lichen sclerosis, prolapse, menopausal symptoms,
atrophic vaginitis, a 15cm pelvic mass, renal colic,
ruptured ovarian cyst, bladder pain syndrome,
pyelonephritis and interstitial cystitis.

No pharmacy | ever worked in had an appropriate

set up for where accurate diagnosis and a

consultation could occur. Often the ‘consultation

rooms’ were simply a cordoned off section of
the pharmacy behind the makeup. This had no
privacy for patients at all.

(Pharmacy-trained doctor)

AMA Queenslang

21.

22.

23.

24.

After misdiagnoses, inappropriate or ineffective
antibiotic use was the next most commonly occurring
complication*. Of the 240 incidents reported through
the survey, approximately 30% related to antibiotics.
Specifically, comments related to:

» the UTl-causing bacteria being resistant to the
prescribed antibiotic

» repeated courses of the same antibiotic being
prescribed

» patients being prescribed an antibiotic to which
they were allergic.

Through the survey, doctors reported eight cases
where misdiagnosis or ineffective treatment resulted
in hospitalisation of patients suffering urosepsis

or pyelonephritis.

Three doctors reported having seen complications in
male patients treated for UTls, despite the pilot being
specifically limited to ‘uncomplicated cystitis in a non-
pregnant woman®.

A common theme among doctors’ comments,
especially relating to misdiagnosis of STls, was
patients’ reluctance to provide full and frank
information to a pharmacist in the presence of other
customers or to discuss sexual history over the
counter. Non-disclosure of sensitive or embarrassing
information due to a lack of privacy may have
contributed to misdiagnoses.

4 A conservative analysis of respondents’ comments indicated at least
67 occurrences of problematic use of antibiotics.

5 https://documents.parliament.qld.gov.au/tableOffice/
TabledPapers/2020/5620T974.pdf page 2.

When | was practising as a pharmacist,
patients would say ‘yes’ and nod through any

questions just to get what they are after. Patients

were always hesitant to discuss topics over a
counter where others were picking up Panadol
and throat lozenges.

(Pharmacy-trained doctor)
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RESPONSES RELATING TO DOCTORS’

VIEWS ON THE NQ PHARMACY PILOT
(DUE TO COMMENCE IN NORTH QUEENSLAND IN
JUNE 2022)

25. A number of respondents (39) had obtained a Bachelor of
Pharmacy prior to studying medicine. These respondents
were asked whether they thought they could have
diagnosed and treated patients as a pharmacist,
to which the overwhelming response was ‘no’.

26. Overwhelmingly, respondents considered the
proposed training inadequate. Fewer than 2% of
respondents believed the training required for
pharmacists to participate in the NQ Pharmacy Pilot
(120 hours of online training) was adequate for
pharmacists to safely diagnose and treat patients for
the 23 conditions covered in the NQ Pharmacy Pilot.

27.  Allof the respondents with a Bachelor of Pharmacy
considered the proposed training to participate in
the NQ Pharmacy Pilot to be inadequate.

As a pharmacist, | thought I could
[diagnose and treat] and said this multiple times.
However, having trained as a doctor, | realise
how inadequate my knowledge and training was
in the area of prescribing. It's the
Dunning-Kruger effect.

(Pharmacy-trained doctor)

28.

29.

30.

Pharmacists are not trained to diagnose or
treat patients. Having studied both pharmacy
and medicine, the latter involves two full time

clinical years seeing patients and learning how

to take a history, perform a physical examination,

order investigations and come to diagnostic and
management decisions. This process is not able
to be delivered at a pharmacy counter.

(Pharmacy-trained doctor)

Respondents frequently highlighted the important
separation between prescribing and dispensing
functions, and the invaluable safety net embedded in
the health system when pharmacists check medication
decisions through the dispensing process.

Doctors clearly value their working relationships

with pharmacists and the safety net pharmacists
provide, with a number of doctors commenting about
personal experiences of their patients benefiting from
this safeguard.

Concerns about conflicts of interest related to potential
financial incentives in both diagnosing and selling
products were raised repeatedly. Similarly, doctors held
concerns about upselling of non-essential products,
and the potential for pharmacists to feel obliged

to sell a medication for every condition even when
conservative management would be more appropriate.

AMA Queensland - Survey Report



31.

32.

23.

Patients need appropriate history, examination and investigations on consultations prior to provision of
treatment. Other conditions unrelated to the presentation may be exposed on consultation. The skill of
consultation and appropriately managing a patient requires skills and in-depth medical knowledge.

Doctors held concerns over patient safety relating
to the NQ Pharmacy Pilot, with 96% of respondents
highlighting this as a key risk of the pilot.

Commentary often reflected doctors’ concerns about
risk of ‘misdiagnosis and missed diagnosis’. This
included myriad other issues canvassed by doctors
during a consultation beyond the specific trigger for
the appointment. Examples included opportunities to
conduct routine or overdue screening, monitoring and
management of other conditions, and checking-in with
patients about their mental health.

A high proportion of doctors (87%) perceived risks
associated with the fragmentation of healthcare.
Respondents’ reflections on this issue frequently
highlight concerns about a pharmacist autonomously
altering treatment without the doctor’s knowledge or
consent, and without adequate record keeping of that
decision. Inadequate or incomplete medical records,
and absence of patient monitoring or follow up were
significant concerns.

[Doctors use] skills and experience in all the
nuances of patient care - communication,
compassion, history-taking, diagnostic skills,
building differentials and following up my patient
to ensure that | have done no harm and that they
are well and satisfied with their care.

24.

39.

36.

Over-prescribing was also a significant concern to
doctors, with 85% of respondents reflecting concerns
about this issue. Commentary from respondents
included frequent discussion of over-prescribing

of antibiotics, antimicrobial stewardship, and the
potential use of inappropriate antibiotics due to
insufficient clinical investigation prior to prescribing
leading to antibiotic resistance.

Medico-legal issues were raised by 75% of
respondents, with many doctors expressing
apprehension about ambiguity over responsibility
for adverse effects experienced by patients.

Around a third of doctors held reservations that the
NQ Pharmacy Pilot would exacerbate workforce
shortages (36%).

Pharmacists are good at being pharmacists
and | appreciate their scope of expertise and
enjoy working with pharmacists doing Home
Medicines Reviews. However they are not
doctors and do not have the clinical training
or expertise to take an appropriate history
and do a physical examination.




3l.

38.

39.

40.

4.

Other risks identified by respondents included:

» worsening relations between doctors and
pharmacists

» increased ED presentations

» pharmacists being pressured by customers wanting
certain medicines

conflict of interest for pharmacists

lack of responsibility and accountability to patient
undermining of doctors

‘second rate’ care for vulnerable populations
dealing with misdiagnoses and delayed treatment
pharmacists lacking key skills

being a disincentive to study medicine

pharmacists are too busy

v Vv Vv VvV VvV VvV Vv Vv v

pharmacy does not provide the setting to discuss
private health matters (patients may not feel
comfortable to disclose)

» over-reliance on medication as the treatment
approach

» inability to use the opportunity to provide broader
health screening.

More than 50% of GPs said the NQ Pharmacy Pilot
would deter them from working in North Queensland.
Common reasons for this deterrent effect were
expectations that GPs would need to ‘pick up the
pieces’ and deal with the consequences of the pilot,
and the undermining of patient safety.

When asked about options for addressing workforce
shortages, respondents endorsed other solutions,
including collaboration with local governments to
provide appropriate supports for doctors in rural and
regional areas, appropriate financial arrangements,
GP training programs and pathways for allied health
professionals to obtain medical qualifications.

Doctors also expressed concern over the evaluation
of the pilot. Given the inaccessibility of information
about the UTI Pilot, doctors are seeking clear
information about how the pilot will be evaluated
and how outcomes will be measured.

Fewer than 4% of respondents believed the
NQ Pharmacy Pilot should proceed.

[The pilot] does not address issue of doctor
shortages. Access to drugs is not healthcare.

FOLLOW UP WITH RESPONDENTS
POST-SURVEY

42. A number of survey respondents who reported
patient complications consented to being contacted
by AMA Queensland for further information. These
respondents were asked about whether they reported
their patients’ adverse results to Queensland Health.

43. Despite efforts to find a way to report patient
complications to medical authorities, respondents
conveyed they were not able to find such a mechanism
and their patients had not been given information
about how to report complications.

44. some doctors were unaware of the UTI pilot until their
patients presented with complications from failed
treatment from a pharmacist.

One of my patients ended up in hospital with
a kidney infection after being prescribed an
antibiotic for UTI by a pharmacist with no urine
test. It was subsequently shown that the infection
was resistant to the prescribed antibiotic. I spent
two days trying to find out where to report
patient outcome without success.

A true trial would have had a reporting
mechanism. Patients should have had a piece
of paper outlining what to do if they
had complications.

AMA Queensland - Survey Report



[When studying] pharmacy, the teaching centred around medicines -
mechanism of action, indication, side effects, drug interactions and associated
counselling. When we learnt about conditions, it was brief. The objectives of
our course never focused in detail about pathophysiology,

diagnostics, differentials.

(Pharmacy-trained doctor)

SURVEY QUESTIONS

The survey sought the following information from respondents.

» What area do you work in?
» What is the primary region you work in?

» Before qualifying as a doctor, did you obtain an undergraduate
qualification in health and/or science?

» What was your undergraduate qualification?

» (If Pharmacy) Do you think you could have diagnosed and treated
patients as a pharmacist, and why?

» The Queensland Government has conducted a trial allowing pharmacists
to prescribe medications for patients with suspected UTls. Have you seen
patients with complications after accessing the UTI pharmacy trial?

If so, please describe the issues your patient/s experience.

» Should the North Queensland Scope of Practice Pilot allowing
pharmacists to autonomously prescribe go ahead?

» Would this trial deter you from working in North Queensland,
and if so, why?

» Do you believe 120 hours of additional online training will
enable pharmacists to safely diagnose and treat patients for
the conditions include in this trial?

» What do you believe are the key risks of this trial?

» What other solutions should the Queensland Government
consider to address medical workforce shortages?

I was a specialist pharmaceutical chemist, and |
worked in a community chemist shop too, but with
most of my experience in hospital pharmacy | would
say | never examined a person until medical training.

I just didn’t know what | didn’t know.

(Pharmacy-trained doctor)

AMA Queensland - Survey Report 11
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12 September 2022 %‘ AM A

WP QUEENSLAND
Mr Shaun Drummond

Acting Director-General Www.amag.com.au
Department of Health — :

strange lerrace

SIEI%BBXKIEBQLD 4000 Kelvin Grove 4059

PO Box 123

Red Hill 4059

By email: DG_Correspondence@health.qld.gov.au

Ph: (07) 3872 2222
Fax: (07) 3856 4727

Subject: Dr Dawson-Smith Letter & Issues Paper:
‘The UTIPP-Q & QUT - A Case of Research Misconduct?’ amag@amag.com.au

ACN: 009 660 280
ABN: 17 009 660 280

Dear Mr Drummond

As you are aware, AMA Queensland has grave concerns about the risk to patient safety of the Urinary Tract Infection
Pharmacy Pilot — Queensland (UTIPP-Q) and proposed North Queensland Scope of Practice Pilot (NQ Pilot).

Attached is a letter and Issues Paper, ‘The UTIPP-Q and QUT - A Case of Research Misconduct’, written by general
practitioner, Dr Stephanie Dawson-Smith. Dr Dawson-Smith has undertaken a comprehensive analysis of the UTIPP-
Q and Queensland University of Technology’s (QUT’s) UTIPP-Q Outcomes Report (the ‘QUT Report’), which have
been used to justify pharmacist-prescribing for UTIs throughout Queensland and the NQ Pilot. These findings have
been shared across academia and several Queensland universities have confirmed they are investigating Dr
Dawson-Smith’s concerns.

Dr Dawson-Smith has identified extremely concerning and serious failings of the UTIPP-Q and QUT Report. The
most alarming of these include that the UTIPP-Q was not conducted according to ethical principles; adopted a flawed
clinical protocol; and disregarded antimicrobial stewardship safeguards; and that the QUT Report misrepresented,
omitted, obfuscated and falsely reported data; and presented key findings which were unsubstantiated or possibly
false.

The Issues Paper demonstrates that the UTIPP-Q and QUT Report should never have been used to justify
pharmacist-prescribing for UTls and the NQ Trial.

AMA Queensland fully supports Dr Dawson-Smith’s analysis and shares her grave concerns about the serious threat
the UTIPP-Q, pharmacist-prescribing for UTIs and NQ Pilot pose to ‘patient safety, the integrity of our primary care
model and the public’s trust in our health system’. We reiterate her call for theirimmediate abandonment.

We urge you to closely examine the alarming issues identified in Dr Dawson-Smith’s letter and Issues Paper and to
act swiftly to protect the safety of patients throughout Queensland from these dangerous and unnecessary programs.

Yours sincerely

M /7 WM ﬁuﬁ :

Dr Maria Boulton Dr Brett Dale
President Chief Executive Officer
AMA Queensland AMA Queensland

cc: Prof Keith McNeil
Chief Medical Officer, Queensland Health
via email: PDCorro@health.qld.gov.au
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30 August 2022
Dr Stephanie Dawson-Smith
General practitioner
Dr Anne Walsh
Acting Director
Office of Research Ethics and Integrity

Queensland University of Technology

By email: orei.enquiries@qut.edu.au

Re: UTIPP-Q, QUT UTIPP-Q Outcome Report & NQ Pilot Threat to Patient Safety

Dear Dr Walsh,

Dr Helen Brown, Deputy Director-General of Clinical Excellence Queensland, suggested | write to
express my grave concerns regarding the evaluation of the Urinary Tract Infection Pharmacy Pilot
— Queensland (UTIPP-Q) and QUT’s involvement.

The UTIPP-Q Outcomes Report (the QUT Report) does not allay concerns expressed by
Queensland doctors regarding the safety of pharmacist-prescribing for patients with urinary tract
infection (UTI) symptoms. More alarmingly, the alleged success of the UTIPP-Q has been used to
justify both permanent pharmacist-prescribing for UTls throughout Queensland and the proposed
North Queensland Pharmacy Scope of Practice Pilot (NQ Pilot), which is exponentially more
complex and fraught with danger.

These programs pose a serious threat to patient safety, the integrity of our primary care model and
the public’s trust in our health system. | call for their immediate abandonment pending an open,
external and independent investigation of the UTIPP-Q, evaluation and QUT Report.

The UTIPP-Q was not conducted according to ethical principles and should have been registered
as a clinical trial. There was insufficient evidence to support delivering the UTIPP-Q in a non-
research context since the international programs cited to justify its implementation occurred in
different health system contexts with different financial incentives and clinical access. In fact, the
people delivering the UTIPP-Q had a financial conflict of interest in the program’s results. In
addition, the patients treated were subjected to an intervention with considerable uncertainty about
its benefits as stated by health experts.

The Australian Medical Association Queensland (AMA QLD), Royal Australian College of General
Practitioners QLD (RACGP) and Australian College of Rural and Remote Medicine QLD (ACRRM)
all expressed concerns about the UTIPP-Q and its problematic implications for patient safety.
These organisations were so dismayed that they either withdrew from (RACGP) or declined to
participate in (AMA QLD and ACRRM) the UTIPP-Q’s Steering and Advisory Group.

Desplte this, QUT continued with the UTIPP-Q. | request an explanation as to:

why, when QUT became aware of these bodies’ concerns, the UTIPP-Q Consortium
obtained ‘other medical input’ into the Steering and Advisory Group rather than considering
the concerns raised by AMA QLD, RACGP and ACRRM,;

* which expert medical groups provided the ‘other medical input’;

* why these concerns did not cause QUT’s ethics committee to reevaluate the
appropriateness of the UTIPP-Q’s continuation, particularly since it did not obtain ethics
approval; and



* why QUT failed to respond to the petition for a full and transparent evaluation of the UTIPP-
Q, raised by James Lake with the Queensland Parliament and signed by 1278 people,
including many medical practitioners.

In addition, specific concerns | have about QUT’s involvement in the UTIPP-Q are set out in the
attached Issues Paper and | request your response to the issues raised. | believe there are
significant concerns for patient safety as a result of the UTIPP-Q and subsequent proposed NQ
Pilot.

As a research institution, QUT has a responsibility to establish an independent, external review of
the UTIPP-Q and QUT Report. It also must not commence the NQ Pilot until the review is
completed; until the issues | raise are comprehensively addressed; and until it is certain that
permanent pharmacist-prescribing for UTIs and the NQ Pilot do not threaten patient safety.

I am willing to meet with you and others involved in both programs to explain my concerns and
discuss further.

| look forward to your response.

Yours sincerely,

Dr Stephanie Dawson-Smith
MBBS DCH FRACGP

Copied to:

Professor Lisa Nissen, UTIPP-Q Trial Coordinator, Head of Clinical Sciences, Queensland University of Technology.
Professor Margaret Sheil AO, Vice-Chancellor and President, Queensland University of Technology.

Distinguished Professor Patsy Yates, Executive Dean, Faculty of Health, Queensland University of Technology.
Professor Janet Davies, Associate Dean of Research, Faculty of Health, Queensland University of Technology.

Dr Helen Brown, Deputy Director-General of Clinical Excellence Queensland.

Hon Yvette D’Ath, Queensland Minister for Health and Ambulance Services.

Ms Melissa Fox, Chief Executive Officer, Health Consumers Queensland.

Professor Geoff McColl, Executive Dean, Faculty of Medicine, University of Queensland.

Professor Katharine Wallis, Head, General Practice Clinical Unit, University of Queensland.

Associate Professor Riitta Partanen, Director, Rural Clinical School, University of Queensland.

Dr Jean Spinks, Senior Research Fellow, Centre for the Business and Economics of Health, University of Queensland.
Professor Keith Grimwood, Deputy Head, School of Medicine and Dentistry, Griffith Menzies Research Institute.
Professor Amanda Wheeler, Professor of Mental Health, School of Pharmacy and Medical Sciences, Griffith (Menzies).
Professor Richard Murray, Dean, College of Medicine and Dentistry, James Cook University.

Professor Sarah Larkins, Director, Research Development, College of Medicine and Dentistry, James Cook University.
Professor Beverley Glass, Professor of Pharmacy, College of Medicine & Dentistry, James Cook University.

Dr Fei Sim, National President, Pharmaceutical Society of Australia.

Mr Shane MacDonald, Queensland Branch President, Pharmaceutical Society of Australia.

Professor Trent Twomey, National President, Pharmacy Guild of Australia.

Mr Chris Owen, President, Queensland Branch, Pharmacy Guild of Australia.

Dr Brett Dale, Chief Executive Officer, Australian Medical Association Queensland.

Mr Paul Wappett, Chief Executive Officer, Royal Australian College of General Practitioners.

Dr Marita Cowie, Chief Executive Officer, Australian College of Rural & Remote Medicine.

Professor Christine Hughes, Interim Dean and Professor, Faculty of Pharmacy and Pharmaceutical Sciences, University
of Alberta, Canada.

Professor Carlo Marra, Dean, University of Otago, New Zealand.

Professor John Fraser, Dean, Faculty of Medical and Health Sciences, University of Auckland, New Zealand.



Issues Paper:

The UTIPP-Q and QUT — A Case of Research Misconduct?

Introduction

There are multiple, serious issues with the Urinary Tract Infection Pharmacy Pilot — Queensland
(UTIPP-Q) and North Queensland Pharmacy Scope of Practice Pilot (NQ Pilot) (together, the
‘Pilots’) which should result in their immediate abandonment. Many of the failures of the UTIPP-Q
are demonstrated within QUT’s UTIPP-Q Outcome Report (the ‘QUT Report’), despite the authors’
presentation of the UTIPP-Q as a success. Failings in the UTIPP-Q were also found by the AMA
Queensland’s Survey Report: Urinary Tract Infection Pharmacy Pilot Queensland and North
Queensland Pharmacy Scope of Practice Pilot (the ‘AMA QLD Report’).

The QUT Report does not allay the significant concerns that have been raised about the safety of
pharmacist-prescribing of antibiotics to patients with suspected urinary tract infections (UTls),
including public health concerns regarding antimicrobial stewardship. This should alarm
researchers across Australia and QUT’s academics and executive in particular.

QUT has an obligation, as a research institute that abides by the Australian Code for the
Responsible Conduct of Research, to investigate the QUT Report authors for potential breaches of
the requisite QUT Code. As the lead author of the report is the Head of the School of Clinical
Sciences at QUT, this review should be external and independent.

The failings of the QUT Report are numerous and it is outside the scope of this paper to document
every instance. The most concerning aspects can, however, be categorised into the following
broad areas:

Accepted clinical protocols not followed;

Methodological bias;

Adverse events grossly unexamined;

Data omitted, obfuscated, misrepresented & falsely reported;

All ‘key findings’ either unsubstantiated or false; and

Fundamental safeguards for patient safety & antimicrobial stewardship excluded.
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These failings are dealt with in turn under ‘Failing 1’ to ‘Failing 6'.

Failing 1: Accepted Clinical Protocol Not Followed

One of the greatest failings of the UTIPP-Q and subsequent QUT Report was that the agreed
clinical protocol was not implemented. The specific concerns with this failing are:

1. The UTIPP-Q Workflow did not follow clinical protocols, resulting in a flawed protocol that
seriously threatened patient safety;

2. General Practitioners (GPs) were not notified that their patients had been prescribed antibiotic
therapy for UTI symptoms in clear breach of the original, intended protocol which also caused
fragmentation of care;

3. The flawed protocol failed to follow the Queensland Parliament’s agreed risk-management
framework; and

4. Whilst flawed, pharmacists still failed to follow the protocol provided.

Each of these issues is set out in the numbered sections below.



1.

Failure of the UTIPP-Q Workflow to follow clinical protocols. resulting in the use of a protocol

that seriously threatened patient safety

The flawed protocol which pharmacists were required to use in delivering the UTIPP-Q was the
GuildCare Software! Workflow (the ‘GuildCare Workflow’). The GuildCare Workflow markedly
deviated, through alterations and omissions, from accepted clinical protocols and the
algorithms and standards developed by the Pharmaceutical Society of Australia (QLD) (the
PSA) in collaboration with the UTIPP-Q Consortium.2 This included deviation from the agreed
UTIPP-Q Service Workflow Algorithm, Treatment Algorithm and Practice Standard (together,
the ‘Consortium Workflow’).

This prevented pharmacists from providing appropriate care since the GuildCare Workflow did
not align with clinical protocols. Alarmingly, the QUT Report did not acknowledge the
differences between the GuildCare Workflow that was implemented and mandated in the
UTIPP-Q and the Consortium Workflow that was approved by the research team and the
UTIPP-Q Consortium.

The most concerning deviations in the GuildCare Workflow from that of the approved
Consortium Workflow are set out in 1.1 to 1.6 below.

1.1. Incorrect ineligibility criteria to identify recurrent UT]

The Consortium Workflow contained ineligibility criteria which were essential for patient
safety in line with accepted clinical protocols. However, the GuildCare Workflow altered
these criteria as set out in the below table.

Consortium Workflow Ineligibility Criterion | GuildCare Workflow Ineligibility Criterion

Two or more UTls within 6 months Two or more UTls within 2 weeks

Three or more UTls within 12 months Four or more UTls within 12 months

These criteria are essential to ensure patients with recurrent UTI, and those with
symptoms attributed to a UTI but who in fact have another iliness, are appropriately
investigated and treated. Deviating from these criteria puts patients at risk of being left
untreated. This is a critical flaw in the UTIPP-Q’s implementation.

The GuildCare Workflow criteria alterations would have caused patients who should have
been referred to their GP with recurrent UTI symptoms (and would have been if the
Consortium Workflow was implemented) to be wrongly deemed eligible for the UTIPP-Q.
This failure would have led to these patients being inappropriately treated and would have
delayed or prevented them from accessing appropriate medical care.-

There is no data available on how many patients were inappropriately treated via this flaw
in the protocol as only prior UTI treatments through UTIPP-Q were captured, not prior UTI
treatments with a doctor.

Despite the limited data available from the UTIPP-Q evaluation, it does demonstrate
patients were inappropriately treated because of the flaws in the GuildCare Workflow. The
QUT Report found 3.5% of patients used the UTIPP-Q service more than once, with a
median interval between repeat services of 5.3 months. This is clearly less than the
Consortium Workflow’s criterion of 6 months between repeat treatments.

1 GuildCare Software is provided by GuildLink Pty Ltd, a subsidiary of the Pharmacy Guild of Australia

2 A consortium led by QUT (Pharmacy) and including James Cook University, Griffith (Menzies), UQ (Pharmacy), the
Pharmaceutical Society of Australia (QLD), the Pharmacy Guild of Australia (QLD) and international collaborators from
Canada (University of Alberta) and New Zealand (Otago and Auckland) were engaged by the Department of Health to
implement the Urinary Tract Infection Pharmacy Pilot — Queensland (UTIPP-Q).
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This shows that on average the patients who accessed the UTIPP-Q more than once were
inappropriately treated and should have been deemed ineligible and referred to a GP. It is
important to note that broader population research indicates that UTI recurrence within six
months is much more common than what was captured in the UTIPP-Q.3 Since doctors
treat the majority of UTls, the number of patients inappropriately treated due to the
GuildCare Workflow alterations could number in the thousands.

The QUT Report also found that 10 individuals inappropriately received three UTIPP-Q
services within one year. This figure would also be grossly underestimated as the UTIPP-Q
did not capture patients treated by doctors for UTI once or more in the past 12 months in
addition to participating in the UTIPP-Q.

1.2. Omission of key ineligibility criteria

The GuildCare Workflow also omitted key ineligibility criteria that had been included in the
Consortium Workflow — patients who presented with vomiting; and those with a history of
urinary tract obstruction. This may have resulted in patients with an important alternative
diagnosis and patients with complicated UTIs being inappropriately treated under the
UTIPP-Q.

Other important ineligibility criteria that had been included in the Practice Standard were
omitted in the UTIPP-Q Treatment Algorithm, and then omitted in the GuildCare Workflow.
These included:

* recurrence of UTI symptoms within two weeks of completion of an appropriate
antibiotic;3

previous episodes of pyelonephritis;

recent birth, miscarriage or abortion;

intrauterine device in situ;

recent antibiotic treatment;

first-time symptoms; and

symptoms not previously diagnosed by a medical practitioner.

The above omissions would all increase the risk that patients were misdiagnosed and
inappropriately not referred to a doctor for assessment and management.

1.3. Omission of key ‘safety-net’ advice to follow-up with GP

The GuildCare Workflow omitted the Consortium Workflow requirement that patients be
advised to seek follow-up with a GP if their symptoms did not respond to the antibiotic
treatment within 48 hours.

The importance of adhering to clear and consistent safety-net mechanisms for patient
follow-up cannot be understated. It is vital to patient safety and continuity of care. This is
particularly important in a program like the UTIPP-Q where no physical examination or
testing was performed to confirm the presence of a UTI or to test for antibiotic resistance.

It is particularly concerning that this safety-net was omitted in the GuildCare Workflow as it
could have been easily included in the checkbox steps for pharmacists to confirm they
had:

* provided the patient with a medication CMI;
* discussed with the patient self-care advice about UTls; and
* provided the patient with self-care information about UTls.

3 It is unclear if this omission was due to the GuildCare Workflow designers misinterpreting this criterion as an
‘alternative’ to the ineligibility criteria ‘two or more UTls within 6 months’. This is a possible reason as they did not have
the clinical experience to understand this criterion relates to a likely relapse of UTI rather than a recurrence. A relapse is
of greater concern than a recurrence as it indicates antimicrobial resistance.
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The QUT Report contains data that suggests pharmacists in the UTIPP-Q did not
consistently provide this advice. It shows 41% (129/313) of patients who had unresolved
symptoms at the Telephone Follow-up had not sought care with a medical practitioner.

Other important safety-net advice that had been included in the Practice Standard were
omitted in the UTIPP-Q Treatment Algorithm, and then omitted in the GuildCare Workflow.
These included a requirement for pharmacists to advise patients to consult a medical
practitioner promptly if they:
* had a recurrence of uncomplicated UTI symptoms within two weeks of
completing the prescribed antibiotic; and/or
* developed symptoms which were not symptoms of an acute uncomplicated UTI.

1.4. Inappropriate use of gender instead of sex

The Consortium Workflow used the eligibility criterion ‘woman’ which was changed to
‘gender - female’ in the GuildCare Workflow. As a result, a transgender patient who
identified as being of female gender (with male biological sex) would have been deemed
eligible under the GuildCare Workflow. The eligibility criterion should have been ‘sex —
female’ not ‘woman’ or ‘gender — female’. The criterion ‘sex — female’ focuses on biological
sex rather than social conceptions of gender.

This has important safety implications as the UTIPP-Q was not designed to treat patients
with male anatomy. A UTI in a patient of male sex is, by definition, complicated and
mandates a referral to a doctor for a comprehensive assessment.

The AMA QLD Report found that at least three patients of male sex presented with
complications as a result of participating in the UTIPP-Q.

1.5. Patients inappropriately asked whether they were pregnant without assessment of whether
they could be pregnant

The GuildCare Workflow screening questions asked patients a single, binary yes/no
question as to whether they were pregnant. This is inadequate to assess for undiagnosed
pregnancy on history.

There is a validated protocol for questions to ask to be reasonably certain a patient is not
pregnant and these were not followed in the UTIPP-Q.4 Unsurprisingly, the QUT Report
identified just six patients out of 6751 who were pregnant. This is particularly concerning
given:

* the predominant population of patients treated in the UTIPP-Q were of
childbearing age; and

* the first-line treatment was trimethoprim which has known teratogenic effects on
the fetus in the first trimester of pregnancy and is, therefore, contraindicated in
early pregnancy.

The inadequacy of the questioning about possible pregnancy likely contributed to the
number of patients who were treated with trimethoprim through the UTIPP-Q despite being
pregnant as reported by doctors in the AMA QLD Survey.

1.6. Patients inappropriately asked if they were at risk of an STI with inadequate assessment of
whether they were likely to have a clinically-relevant STI

The GuildCare Workflow screening questions asked patients a binary yes/no question as
to whether they were at risk of an STI. Every person who is sexually active is at risk of
contracting an STI, yet the QUT Report only identified six out of 6751 patients at such risk.

4 Centers for Disease Control and Prevention. 2016. How to be reasonably certain that a woman is not pregnant.
[Online] Available at: <https: i i



https://www.cdc.gov/reproductivehealth/contraception/mmwr/spr/notpregnant.html

It is highly unlikely that of 6751 adults only six had ever been sexually active. It is therefore
probable that either pharmacists or patients or both did not understand this question.
Asking about and stratifying risk of having a clinically-relevant STI requires clinical training
and experience to ensure questioning occurs in a safe and acceptable manner that is likely
to elicit accurate and useful information. It was not adequate or useful to ask patients the

question 'are you at risk of STI, yes or no?’.

The failure of the GuildCare Workflow to aid pharmacists in identifying patients who had a
clinically-relevant ST was supported by the AMA QLD Report. It found the most common
misdiagnosis was related to the patient having an STl rather than a UTI. These included
chlamydia, herpes and gonorrhoea. A number of patients were also reported to have pelvic
inflammatory disease.

A pharmacist prescribing the incorrect antibiotic because they misdiagnose an STl as a
UTI delays treatment of the STI. Early treatment of chlamydia and gonorrhoea can help
reduce the risk of female patients developing pelvic inflammatory disease, as well as the
risk of further transmission to sexual partners.

Patients with pelvic inflammatory disease are also more likely to have ectopic pregnancy,
infertility and chronic pelvic pain. Immediate treatment of clinically suspected pelvic
inflammatory disease is required to reduce the risk of chronic complications.

Similarly, treatment for genital herpes with antivirals should not be delayed, particularly

initial episodes, as treatment reduces infectiousness, duration of symptoms, and the
frequency and duration of subsequent episodes.

2. Patients’ GPs not notified in clear breach of intended protocol, causing fragmentation of care

The QUT Report stated pharmacists were to notify the patient’s preferred GP where the
pharmacist commenced the patient on antimicrobial therapy. This step, however, was not
included in the GuildCare Workflow.

The GuildCare Workflow only required GP notification if the patient was followed-up by the
pharmacist and the patient reported ongoing symptoms. The pharmacist was then prompted to
send the patient or the GP a letter.

The low rates of successful follow-up of patients (discussed under Failing 2) meant that the
treating GP would generally not have known about their patient’s treatment under the UTIPP-Q
even where symptoms were unresolved. Furthermore (as noted in 4.4 below), even when
patients who had follow-up with a pharmacist reported ongoing symptoms, the pharmacist
failed to refer them to a GP in 22% of cases.

3. Failure of the GuildCare Workflow to follow Queensland Parliament’s risk-minimisation
framework

The UTIPP-Q was justified on the grounds of Recommendation 2 of Report No 12 — Inquiry
into the establishment of a pharmacy council and transfer of pharmacy ownership in
Queensland (16 October 2018). The Health, Communities, Disability Services and Domestic
and Family Violence Prevention Committee (the Committee) made 11 recommendations which
were accepted by the Queensland Government in 2019.

Recommendation 2 included that the Department of Health develop options to provide low-risk
emergency and repeat prescriptions through pharmacies ‘subject to a risk-minimisation
framework’. The risk-minimisation framework suggested by the Committee included
requirements for:

* the pharmacist to consult a 13HEALTH GP or review the patient’s medical record via
My Health Record; and
* on-site testing.



None of these requirements were followed by the UTIPP-Q. Short of noting that there is no
13HEALTH GP service, the QUT Report did not justify why the risk-minimisation framework
was not followed. This is concerning as it is clear the intent of the framework was to ensure
pharmacists consulted a GP before prescribing emergency medication.

There was also a requirement for limitations on the number of times a prescription could be
issued within a set period of time (e.g. only once in a six-month period). As discussed above,
whilst an unsafe, two-week limitation was included in the GuildCare Workflow, it was not the
six-month limit (consistent with clinical protocols) agreed upon in the original, approved
Consortium Workflow. Again, this is concerning since it is clear the intent of the risk-
management framework was to avoid unsafe prescribing intervals by pharmacists.

Pharmacists failed to follow the GuildCare Workflow

There is clear evidence in the QUT Report of instances where pharmacists failed to follow the
GuildCare Workflow. This indicates that, far from demonstrating (as the QUT Report claims)
‘pharmacists have delivered safe and appropriate care that align (sic) to clinical protocols’,
some pharmacists in fact failed to adhere to the protocol they were provided.

4 1. Untrained non-pharmacist employees involved in providing the UTIPP-Q service in clear
breach of the protocol despite false claims by the QUT Report

The QUT Report stated that the interaction with patients participating in the UTIPP-Q ‘must
be handled by a pharmacist’. It specifically stated that a pharmacist was to provide the
following aspects of the service:

* asking the screening questions;

* determining eligibility;

* obtaining consent for the research component; and

* explaining the service.

The UTIPP-Q Pharmacist Evaluation Survey asked participating pharmacists which staff
completed tasks associated with the UTIPP-Q. The data demonstrates that a number of
pharmacists reported that ‘pharmacy assistants’, who are not pharmacists, handled these
interactions, including the steps that had been defined as ‘pharmacist only’ listed above.

A further number of pharmacists reported ‘all staff’ completed these tasks. It is not possible
to state the number or percentage of responses these accounted for as this was not
included in the written part of the report but only visually demonstrated in a graph,
obfuscating the data.

The QUT Report falsely stated that 'pharmacists and intern pharmacists performed the
clinical activities and pharmacy assistants provided support with operational tasks’. This
interpretation of the data is misleading as there was no qualifier (for example, stating
clinical activities were predominantly performed by pharmacists and intern pharmacists).
Instead, the QUT Report concealed that in some cases untrained non-pharmacists
provided the consultation service when the protocol expressly prohibited this.

4.2. Patients with male anatomy treated in clear breach of the protocol

The UTIPP-Q had strict screening inclusion requirements — according to the QUT Report
only patients of ‘sex (female) and age (=18 or <65 years) could be treated. Despite this,
the AMA Report identified that pharmacists treated at least three patients of male sex
under the UTIPP-Q. This posed a serious risk to the safety of those patients.

As stated above, the GuildCare Workflow inappropriately used ‘gender’ instead of ‘sex’.
Whilst this may have created confusion, pharmacists who completed the UTIPP-Q online
training module (estimated to take two hours) should have still understood that it was



inappropriate to treat a biological male patient through the UTIPP-Q. It is unclear whether
this failing was due to:

* the quality of the training pharmacists were given through the UTIPP-Q online
training module; or

* pharmacists deliberately treating male patients despite it being clearly outside
their scope as defined by the UTIPP-Q.

As stated, the UTIPP-Q was not designed to treat male patients. The pharmacists who
treated biological males rather than referring them to a GP provided inadequate care and
endangered their health.

4 3. Patients given repeat antibiotics in clear breach of the protocol

Six patients were prescribed repeat antibiotics by a pharmacist within 14 days of a first
prescription of antibiotics by a pharmacist. At least one patient had only a three-day
interval between repeat antibiotic prescriptions by a pharmacist. None of these patients
were recorded as having a UTI relapse nor were they referred to a GP.

Under the GuildCare Workflow, none of these patients should have received treatment on
the second occasion and all should have been referred to a GP. Pharmacists were
specifically instructed to ask if the patient had a UTI in the last two weeks and, if so, they
were deemed ineligible for treatment. As stated above, the protocol itself was also flawed
as the timeframe should have been six months, not two weeks.

4 4. Failure to appropriately refer patients with unresolved symptoms to GP_at follow-up

Of the 129 patients with unresolved symptoms at the time of the one-week Telephone
Follow-up, 22% (43/129) were not referred to a GP by the treating pharmacist. The
relevant data is as follows:

* Atotal of 2096 (of 2409) patients reported that they had symptom resolution at
the time of follow-up, meaning 313 patients had ongoing symptoms.

* Of these 313 patients, 184 indicated they had sought care with a medical
practitioner.

* This means 129 patients reported to the pharmacist at follow-up that their
symptoms had not resolved and they had not sought care with a medical
practitioner.

Despite this, only 86 patients were verbally referred to a GP. A further 10 were referred to a
doctor (not a GP, presumably an emergency specialist) and a further four had already
presented to the emergency department (ED). This shows that 22% of patients with
ongoing symptoms were not referred to a GP by the treating pharmacist. Not only does
this indicate pharmacists failed to follow the GuildCare Workflow but that the UTIPP-Q
resulted in the fragmentation of care for patients.

The QUT Report lacks any discussion about the failure to refer a significant proportion of
patients to a GP for ongoing care when they reported ongoing symptoms at follow-up. This
is especially noteworthy as the recommendation to refer was included in the GuildCare
Workflow.5 Nonetheless, the QUT Report only notes ‘verbal referrals’ were made and does
not note any written referrals. The data was misleadingly presented as follows:

Of those 2,409 services able to be followed-up, 184 (7.6%) patients had not had a resolution
of their symptoms but had already sought other care. A further 86 (3.6%) patients who
indicated they had not had resolution of their symptoms were verbally referred to their GP by
the pharmacist following the follow-up call.

5 The GuildCare Workflow stated that if the option 'Patient’s UTI symptoms have not resolved; GP referral is required’
was selected then the GP referral template would appear.
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4.5. Inappropriate provision of the third-line antibiotic option without reference to antimicrobial

stewardship guidelines

When the second-line antibiotic was most appropriate, pharmacists ignored clinical
guidelines and instead prescribed the third-line antibiotic in 35% of cases.

The QUT Report cites 26 occasions where pharmacists reported they provided the third-
line (broad-spectrum) antibiotic cefalexin to patients despite no contraindication to the first
or second-line (narrow-spectrum) options trimethoprim and nitrofurantoin but specifically
because the ‘patient requested cefalexin’. This has serious implications for antimicrobial
stewardship as it demonstrates pharmacists will accede to patients’ requests for broad-
spectrum antibiotics without reference to clinical appropriateness or antimicrobial
stewardship prescribing guidelines.

The QUT Report states 254 patients were evaluated for nitrofurantoin and of those,
nitrofurantoin was deemed to be inappropriate in 148 cases. It is concerning that:
* Eight of these evaluations were determined on the non-clinical ground that the
‘patient requested cefalexin’; and
* Five of these evaluations provided no reason as to why nitrofurantoin was
inappropriate.

It would be expected that the remaining 106 patients should have been prescribed
nitrofurantoin and 148 should have been prescribed the third-line option cefalexin. Despite
this, the QUT Report shows that just 74 patients were prescribed nitrofurantoin and 173
were prescribed cefalexin.

Therefore, given that:

* 106 patients were found to be suitable for the second-line option; and
* Eight had no clinical grounds not to be prescribed the second-line option;

the QUT Report shows, when there was no contraindication to prescribing the second-line
option, pharmacists instead inappropriately chose the third-line, broad-spectrum option in
35% (40/114) of cases.

Failing 2: Methodological Bias

The methodology used by the UTIPP-Q to determine participant satisfaction contained significant,
inherent methodological bias. Instead of using an independent observer to conduct follow-up
questioning, the UTIPP-Q used the pharmacist who delivered the service, who clearly had a
conflict of interest in obtaining favourable results. In addition, the rates of follow-up were so low as
to render any results meaningless.

1.

Inherent bias in methodology

The UTIPP-Q used a methodology for conducting follow-up patient questioning and selecting
patients to complete the Clinical Service Evaluation Survey (the Satisfaction Survey) which
risked considerable bias. The key issues creating the high risk of bias included:

* The ‘One-week follow-up’ (Telephone Follow-up) took place after a period of anywhere
between one and 155 days after the initial service. This puts significant doubt on the
results obtained so long after the initial services, increasing the risk of recall bias.

* Allocating responsibility for follow-up to the treating pharmacist instead of an
independent observer:
= The treating pharmacist or their colleague (both of whom had a clear conflict of
interest in obtaining favourable results) was responsible for arranging the
follow-up telephone call and transcribing the patient's comments. This
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increased the risk of bias (social responsiveness bias, obsequiousness bias,
interviewer bias and observer expectation bias).

= This also would have made patients reluctant to participate in follow-up if they
had a negative consultation experience; bad outcome or complication; or the
treatment had been ineffective. Even the UTIPP-Q evaluation researchers
acknowledged that ‘patients may experience discomfort’ when discussing
follow-up questions with the pharmacist if the treatment had been ineffective.b

=  The QUT Report showed probable evidence that discomfort discussing follow-
up questions when the treatment was not provided led to selection bias:
patients who were not given antibiotics were half as likely to have Telephone
Follow-up (just 18% = 44 of 250 patients) as those who were prescribed
antibiotics (36% = 2263 of 6254).

* The UTIPP-Q evaluation researchers claimed that the discomfort caused by having the
treating pharmacists conduct the Telephone Follow-up could be justified stating:

this is a part of standard care provided for patients by pharmacists. It is important to point out
that patients answering questions to this Telephone Follow-up is part of the clinical service
component of UTIPP-Q.

However, the fact that only a minority of patients were followed up in this way shows
that it was not part of standard care and therefore not adequate justification for the
treating pharmacists to have conducted the follow-up.

* Whilst pharmacists did not ask questions related to service satisfaction, they did act as
‘gate-keepers’ to the Satisfaction Survey, introducing the risk of selection bias. The
Satisfaction Survey was not sent automatically to all patients who had consented to
participate in the research evaluation but was dependent on:

= completing the Telephone Follow-up which was instigated by the pharmacist;
= the pharmacist offering to send the link to the survey (there was no
standardised script for pharmacists to follow and pharmacists may have been

influenced by the patient’s answers in their language choices and phrasing in
explaining the purpose and value of the Satisfaction Survey); and
= the pharmacist manually emailing the patient a survey link.

Ability for patients to complete the Satisfaction Survey should not have been contingent
on the actions of the pharmacist who had delivered the service.

2. Low follow-up rates of the Telephone Follow-up & Satisfaction Survey biased the data

Only 36% (2409) of patients who initially consented ultimately received Telephone Follow-up
with the pharmacist. Despite this, the QUT Report claims the 64% of patients lost to follow-up
‘may be expected to have similar outcomes to those for whom follow-up data was available’.
This cannot be justified. It contradicts common statistical understanding that patients lost to
follow-up tend to have different prognoses to those who receive follow-up.? It is highly likely
that the patients with missing data were not missing at random and had significant differences
to those who had been followed up. Given the very large loss to follow-up, there can be no
confidence in the data obtained.

In addition, only 1% of patients responded to the Satisfaction Survey — a mere 68 of 6751
patients who consented to their data being included in the analysis. Nonetheless, the QUT
Report claims Satisfaction Survey responses demonstrated ‘positive feedback’. It fails to
highlight the inherent risk of selection bias in the methodology or the extremely low response
rates which undeniably rendered the Satisfaction Survey results worthless.

6 In their ‘application for review of negligible / low risk research involving human participants’ submission.

7 Sacket D L, Richardson W S, Rosenberg W, New York: Churchill Livingstone; 1997. Evidence-Based Medicine: How to
Practice and Teach EBM.
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Failing 3: Adverse Events Grossly Unexamined

The UTIPP-Q and QUT Report failed to capture adverse patient outcomes; adequately discuss
findings which would have revealed these outcomes; and provide a clear avenue for doctors to
report patient complications related to the UTIPP-Q. These failings are discussed below.

1.

Failure to capture adverse patient outcomes

The UTIPP-Q failed to follow-up participants for adverse events including ED presentations,
hospitalisations, misdiagnosis and inappropriate treatment. Adverse events, excepting adverse
medication effects, were not assessed by the QUT Report.

The UTIPP-Q follow-up questions asked whether patients had sought care with a medical
doctor but did not ask whether this was via an ED, general practice clinic, GP home visit or
sexual health service. Participants who had sought such care should have been asked about
relevant adverse events including:
* ED presentation;
* hospital admission;
* misdiagnosis of a complicated UTI as an uncomplicated UTI,
* misdiagnosis of a non-UTI condition as a UTI (e.g. cancer, pelvic inflammatory disease
or interstitial cystitis misdiagnosed as a UTI);
* missed detection of an important comorbidity that should have prompted referral to a
doctor (e.g. pregnancy or type 2 diabetes mellitus); and
* uncertainty about what to do if symptoms had not resolved after 48 hours.

All of these adverse events were reported by the 1307 doctors who responded to AMA
Queensland’s survey about the UTIPP-Q. The AMA QLD Report noted eight cases where
misdiagnosis or ineffective treatment resulted in patient hospitalisation for urosepsis and/or
pyelonephritis. None of these cases were identified by the QUT Report. These independently
reported cases demonstrate the inadequacy of the QUT’s evaluation to identify cases where
participants required hospitalisation for urosepsis or pyelonephritis as a complication of the
UTIPP-Q, simply because it failed to ask about, or in any way investigate, this highly relevant
outcome.

Failure to adequately discuss findings which would have revealed poor patient outcomes

There were a number of findings in the QUT Report which were not adequately analysed or
discussed. Had they been subjected to robust analysis and discussion, it is highly likely they
would have identified patients who had poor outcomes as a result of the UTIPP-Q, including
admission to EDs.

2.1. Patients with unresolved symptoms

Of the patients followed up, 313 reported unresolved symptoms. The outcomes for 77 of
these patients were not adequately accounted for in the QUT Report as follows:

* Of the patients in the group ‘UTI symptoms not resolved - visited medical
practitioner’, 40 did not access GP treatment. It is therefore most likely that care
was accessed in an ED.

* Of the patients in the group ‘other outcome’ only 10 were referred to a doctor but,
as they were specifically excluded from the group of patients with unresolved
symptoms referred to a GP, it is most likely they were also referred to an ED.

* Of the patients in the group ‘other outcome’, 17 had ongoing symptoms and were
not referred to a doctor at all.

* Of the patients in the group 'other outcome’, 10 had outcomes which remain a
mystery as their outcomes were simply labelled ‘other’.
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2.2. Emergency presentation

The QUT Report only managed to clearly identify four patients who presented to an ED
with complications from the UTIPP-Q service. As discussed above, patients were not
asked about ED use so these four cases were only discovered by chance when the patient
volunteered the information and the pharmacists noted the complication in a free text
section.

These four patient cases were analysed by two non-pharmacist clinicians from the UTIPP-
Q Steering and Advisory Group and a summary of their outcomes was included in the QUT
Report. Nonetheless, the QUT Report presented information about these cases without
discussing that a major failing of the UTIPP-Q was the lack of questioning at follow-up
regarding adverse events such as ED presentation.

2.3. QUT Report made unsubstantiated assumptions regarding GP_prescribing

Of the patients who were followed-up, 144 had unresolved UTI symptoms and had already
sought care with a GP. In 78% of these cases (112/144 patients) the GP prescribed a
different antibiotic from that prescribed by the pharmacist.

The QUT Report claims this was in-keeping with normal UTI management, however, this is
misleading as it does not state what type of antibiotics were given nor their indication. Any
number of these antibiotic prescriptions could have been given to treat STls or other non-
UTI conditions that were misdiagnosed by the pharmacist as a UTI (e.g. chlamydia,
gonorrhoea or bacterial vaginosis).

2.4. QUT Report data suggests non-UTI conditions were misdiagnosed as UTls

Standard clinical practice requires a urine MCS test for patients who have been treated for
a UTI but have unresolved symptoms consistent with UTI.8 Of the patients who reported
they had seen their GP for unresolved symptoms, 36% (52/144) were not given a urine
test by their GP.

This suggests these patients had clinically obvious non-UTI causes for their symptoms
when a physical examination was performed by their doctor (e.g. genital herpes or lichen
sclerosus) since the GPs did not perform urine MCS tests. The QUT Report, however,
does not explain why urine tests were not performed or whether those 52 patients had a
clinically obvious non-UTI cause for their symptoms.

3. FEailure to provide a clear avenue for doctors to report patient complications

No formal reporting avenue was provided to doctors who treated patients with complications as
a result of participating in the UTIPP-Q. This was in spite of the GuildCare Workflow requiring
patients with unresolved symptoms after 48 hours to be referred to a GP. Instead, the
Pharmacy Guild of Australia stated doctors should report these concerns to the Health Quality
and Complaints Commission (HQCC), despite the fact the HQCC was closed in 2014 and
replaced by the Office of the Health Ombudsman (OHO).®

This is a ridiculous suggestion since the main outcome of complaints to the OHO about
individual practitioners is referral to the Australian Health Practitioner Regulation Agency. Even

8 Urinary tract infections [published April 2019]. In: eTG complete. Melbourne: Therapeutic Guidelines.

9The Courier Mail. Serious complications missed, misdiagnosed in pharmacy UTI trial. [Online]. 2022. Available from:
<https://www.couriermail.com. ribe/news/1/?
eCode=CMWEB WR ]



https://www.couriermail.com.au/subscribe/news/1/?sourceCode=CMWEB_WRE170_a_GGL&dest=https://www.couriermail.com.au/news/queensland/serious-complications-missed-misdiagnosed-in-pharmacy-uti-trial/news-story/a6b88362da456c3cd8614da87ceab6fe&memtype=anonymous&mode=premium&v21=dynamic-warm-test-score&V21spcbehaviour=append
https://www.couriermail.com.au/subscribe/news/1/?sourceCode=CMWEB_WRE170_a_GGL&dest=https://www.couriermail.com.au/news/queensland/serious-complications-missed-misdiagnosed-in-pharmacy-uti-trial/news-story/a6b88362da456c3cd8614da87ceab6fe&memtype=anonymous&mode=premium&v21=dynamic-warm-test-score&V21spcbehaviour=append
https://www.couriermail.com.au/subscribe/news/1/?sourceCode=CMWEB_WRE170_a_GGL&dest=https://www.couriermail.com.au/news/queensland/serious-complications-missed-misdiagnosed-in-pharmacy-uti-trial/news-story/a6b88362da456c3cd8614da87ceab6fe&memtype=anonymous&mode=premium&v21=dynamic-warm-test-score&V21spcbehaviour=append
https://www.couriermail.com.au/subscribe/news/1/?sourceCode=CMWEB_WRE170_a_GGL&dest=https://www.couriermail.com.au/news/queensland/serious-complications-missed-misdiagnosed-in-pharmacy-uti-trial/news-story/a6b88362da456c3cd8614da87ceab6fe&memtype=anonymous&mode=premium&v21=dynamic-warm-test-score&V21spcbehaviour=append
https://www.couriermail.com.au/subscribe/news/1/?sourceCode=CMWEB_WRE170_a_GGL&dest=https://www.couriermail.com.au/news/queensland/serious-complications-missed-misdiagnosed-in-pharmacy-uti-trial/news-story/a6b88362da456c3cd8614da87ceab6fe&memtype=anonymous&mode=premium&v21=dynamic-warm-test-score&V21spcbehaviour=append

if doctors reported the complications to the OHO, it would not be reported to the UTIPP-Q trial
coordinators since the OHO has no authority to provide this information to QUT.

Failing 4: Data Omitted, Obfuscated, Misrepresented & Falsely Reported

There are multiple instances where the QUT Report omitted, obfuscated, misrepresented and
falsely reported results. This included data concerning access to private consulting rooms; the
likelihood of patients presenting to EDs; and data relating to a range of other important aspects of
the UTIPP-Q.

1.

QUT Report omitted results about pharmacist access to private consulting rooms

The UTIPP-Q Pharmacist Survey asked pharmacists about difficulties in delivering the UTIPP-
Q service. One response option was ‘don’t have consultation rooms’.

Private consultation rooms are essential to ensure confidentiality and preserve dignity when
asking patients important, sensitive screening questions. The QUT Report stated:

Pharmacists must meet their obligations in relation to respecting the patient's privacy and
confidentiality in the provision [of the UTIPP-Q Service]. This includes offering patients a private
consultation area where conversations cannot be overheard.

Alarmingly, the authors did not include any data on responses to this question in the QUT
Report. The AMA QLD Report, however, found patients were reluctant to provide full and frank
information to a pharmacist as they were asked sensitive questions relating to pregnancy, risk
of STl and vaginal symptoms over the counter in the presence of other customers.

Non-disclosure of sensitive or embarrassing information due to a lack of privacy is highly likely
to have resulted in misdiagnoses in the UTIPP-Q. Putting patients in the position where they
are expected to answer such questions over the pharmacy counter or risk misdiagnosis is not
safe and accessible healthcare.

False, misleading data reporting about likelihood of patient presentations to hospital/ED

The QUT Report used inaccurate and misleading language when discussing data from the
Satisfaction Survey question ‘If this service was NOT available, where would you have got
advice/treatment for your symptoms? Please select all that apply’. The QUT Report states:

while it is not surprising that patients valued the convenience of the UTIPP-Q service and the ability
to access care in a timely way, where services were not available to patients nor easy access to
other providers (GPs) possible, hospital ED [emergency department] presentations would have
occurred for these UTlIs (14.8% of the respondants (sic))...

...if the UTIPP-Q service had not been available in the pharmacy, respondents indicated that they
would have sought advice/treatment for symptoms from primarily from (sic) their GP (62.9%) or
hospital ED (14.8%).

It was inaccurate to state that the option ‘hospital/ED’ was selected by 14.8% of respondents.
In truth, this option made up 14.8% of total responses (12 responses), noting that respondents
had the option to select ‘all that apply’ and did so on up to 13 occasions since there were 13
more responses than respondents.

It can be inferred from the QUT Report statements above that all of the respondents who
selected ‘hospital/ED’ as an option had also selected either ‘GP clinic surgery’ or ‘home visit
GP or community nurse’, hence the disclaimer that hospital/ED would be used if ‘access to
other providers was not possible’.

The QUT Report did not ask respondents to rate how likely they would be to use each of the
services/options they had selected or to what degree ‘ease of access’ would impact their
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decision to present to an ED instead of accessing a GP clinic, home visit GP or community
nurse. For example, patients may have preferred to put up with some difficulty in accessing the
GP rather than presenting to an ED. It is therefore very misleading for the QUT Report to claim
14.8% of respondents would have ‘primarily’ sought advice/treatment from hospital/ED and that
patients would have presented to an ED where ‘easy access’ to GPs was not possible.

The authors provided a misleading and inaccurate representation of the data in support of a
compelling but untested narrative that the trial prevents hospitalisations:

While acknowledging the general clinical outcomes for uncomplicated UTIs in women under 65
years of age, it is also important to note that around 17% of potentially preventable hospitalisations
in women for UTls (including pyelonephritis) occur in women aged 20-40 years.

The QUT Report cited an article to support this claim, however, the article does not contain any
reference to this statistic or indeed to preventable hospitalisations. The authors were clearly
trying to draw a parallel to this research because UTIPP-Q participants were predominantly
women aged 18-40 years. This narrative however is not supported by evidence. In fact, the
UTIPP-Q evaluation did not collect data on prevention of hospitalisations.

The statistic is also very unhelpful given it does not note what percentage of the patients
requiring hospitalisation for UTI in that research had factors that would have made them
ineligible for the UTIPP-Q. This is relevant as the UTIPP-Q purportedly excluded patients from
treatment where they had factors that would significantly increase their risk of complicated
infections likely to lead to hospitalisation (e.g. pregnancy, immunocompromise, abnormal
urinary tract).

Other misrepresentations of data in the QUT Report

There were several misrepresentations of data in the QUT Report, also noted under Failings
1-3 above as follows:

* Non-pharmacist, untrained staff conducted UTIPP-Q service elements which were
exclusively ‘pharmacist-only’, yet the QUT Report claimed the opposite and obfuscated
the data, presenting it only in a figure.

* The QUT Report omitted the fact that 22% of patients who had follow-up and had
unresolved symptoms were not referred to a GP.

* The QUT Report omitted the fact that in 35% of cases where the second-line antibiotic
option was most appropriate, the broad-spectrum third-line option was inappropriately
chosen instead by pharmacists.

* The QUT Report placed significant emphasis on discussing four patients who had
reported visiting ED at follow-up whilst failing to acknowledge that ED presentations
were not asked about at follow-up. It also failed to acknowledge this meant these four
cases were unlikely to represent all of the instances that required follow-up in an ED.

* The QUT Report misreported data related to summary of follow-up consultations
including 40 patients who appear to have sought care at an ED and a further 10 who
appear to have been referred to an ED.

* The QUT Report inappropriately assumed a GP prescription of antibiotics to patients
with unresolved symptoms implied ongoing treatment of UTI. This is a flawed
assumption since it is possible that those patients were being treated for an STl or
other non-UT]I infection that the pharmacist had misdiagnosed.

* The QUT Report inappropriately ignored the fact that GPs did not perform urine testing

on 36% of patients who sought care with a doctor following treatment. This strongly
suggested those patients had a clear non-UTI cause for their symptoms.
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Failing 5: All QUT Report Key Findings either Unsubstantiated or False

The three 'Key findings’ of the QUT Report were based on inadequate outcome measures that did
not substantiate the conclusions drawn about the UTIPP-Q. The QUT Report made the following
unjustifiable claims:

pON=

that safety was demonstrated;

that pharmacists delivered care in alignment with clinical protocols;

that the UTIPP-Q provided value to the health care system; and

that pharmacists have the appropriate skills, competencies and training to provide the UTIPP-
Q service.

These are discussed further below.

1.

False claim: Safety was demonstrated

A ‘key finding’ of the QUT Report was that the UTIPP-Q ‘demonstrated that pharmacists have
delivered safe and appropriate care that align (sic) to clinical protocols’. It cited the following
outcome measures in support:

* Symptom presentation and antibiotic treatments chosen by pharmacists were indicative
of symptom based empiric treatment for uncomplicated UTls;

*  Trimethoprim was the first-line treatment for the maijority of patients;

* UTI symptoms had resolved in the majority of patients following antibiotic treatment;
and

* Adverse events reported by patients during the seven-day follow-up matched the
expected effects from the antibiotic treatment.

Safety was not demonstrated in the QUT Report as adverse events were grossly unexamined
with medication adverse events used as the sole safety outcome measure. This outcome
measure for safety of care was grossly inadequate as highly important adverse events
(including ED treatment, hospital admission and misdiagnosis) were not evaluated (as
discussed under Failing 3).

False claim: Pharmacists delivered care that aligned with clinical protocols

The outcome measures relevant to appropriate care that aligns to clinical protocols were
inadequate as the QUT Report demonstrated that the GuildCare Workflow did not align with
clinical protocols. In addition, pharmacists failed to follow the protocol provided in many
instances.

The QUT Report did not discuss the numerous significant failures of the GuildCare Workflow to
follow the Consortium Workflow, clinical protocols or agreed Queensland Government risk-
minimisation framework. The QUT Report also falsely reported that the protocol was followed
by pharmacists. The failings of the GuildCare Workflow and of pharmacists to follow clinical
protocols were discussed in depth under Failing 1.

It is incredibly misleading that the claim that ‘UTI symptoms had resolved in the majority of
patients following antibiotic treatment’ was used to support the conclusion that care was
appropriate. This is because the majority of female patients under 65 years of age who receive
symptomatic treatment instead of antibiotics for an acute, uncomplicated UTI become
symptom-free within seven days — i.e. the same result (resolution of symptoms in the majority
of patients) would be expected if non-steroidal anti-inflammatory drugs (over-the-counter pain
relief medication) treatment only were given.

Worse than this, the QUT Report authors cannot even be confident that the majority of patients
treated in the UTIPP-Q had resolution of their symptoms. As discussed under Failing 2,
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because of methodological bias and very low follow-up rates, the authors cannot be confident
in the validity of the results.

3. Unsubstantiated claim: The UTIPP-Q provided value to the health care system

The QUT Report claimed data ‘reinforced the value provided to the health care system and
patients by the accessibility of community pharmacy’. However, the outcome measures used to
support this claim were misleading.

The first misleading outcome measure was ‘availability of the service in the pharmacy provided
an alternative to hospital ED and GP visits’. As discussed under Failing 4, the data did not
show that any participants would primarily have sought care through a hospital/ED.
Furthermore, this data was collected from the Satisfaction Survey which had a loss to follow-up
of 99% and used exceedingly poor methodology that introduced considerable risk of selection
bias. This meant the results of the Satisfaction Survey were completely invalid.

A second misleading outcomes measure was ‘positive feedback about the UTIPP-Q service
directly from participants and through pharmacists’. Feedback from participants was collected
through the Satisfaction Survey. Since the results of the Satisfaction Survey are completely
invalid, the QUT Report authors cannot reasonably use its data to support this claim.

4. Unsubstantiated claim: Pharmacists have appropriate skills, competencies and training to
provide the UTIPP-Q service

The QUT Report concluded that ‘pharmacists have the appropriate skills, competencies and
training to manage the empiric treatment of uncomplicated UTls in the community pharmacy’.
The QUT Report authors supported this claim by stating the following:

* The current level of underpinning training was considered suitable and appropriate to
provide the UTIPP-Q service (the UTIPP-Q training module is accredited as continuing
professional development through the Pharmaceutical Society of Auatralia (sic) and
Australasian College of Pharmacy);

* Pharmacists should have access to decision support tools within their pharmacy to
reinforce patient and protocol choices; and

* Pharmacists should have an ongoing requirement to record clinical information about
patient interactions in either a written or electronic form.

Completion of a two-hour online module and an open-book multi-choice questionnaire (where
as many attempts as needed are allowed to pass) could be argued as a surrogate marker for
attained knowledge, but certainly is not an adequate mode of teaching or assessing clinical
competency in appropriate history taking, diagnosis and management for uncomplicated UTIs.
Clinical competency should be assessed by evaluating health care providers in a clinical setting
(e.g. an objective structured clinical examination) and this did not occur.

Failing 6: Fundamental Safeguards for Patient Safety & Antimicrobial Stewardship Excluded
The UTIPP-Q failed to adhere to fundamental safeguards for patient safety and antimicrobial
stewardship. This included a violation of the medicines prescribing-dispensing separation and a
deliberate subversion of Commonwealth legislation. The proposed NQ Pilot shares in this failing.

1. Violation of medicines prescribing-dispensing separation

1.1. Risk to patients

The separation between prescribing and dispensing is a fundamental medicines policy
safeguard. It has several purposes, the most important of which is to protect patients from
prescribing errors. It operates by embedding a safety mechanism which requires an
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independent healthcare provider to check for prescribing errors at the point of medication
dispensing.

By permitting pharmacists to both prescribe and dispense medicines, the Pilots undermine

the medicines prescribing-dispensing separation and increase the likelihood of prescribing
errors. This represents a grave threat to patient safety.

1.2. Reckless antimicrobial stewardship

The changes alter antimicrobial stewardship in Queensland and risk irreversible increases
in antimicrobial resistance in Queensland communities. At a time when the World Health
Organisation has listed antimicrobial resistance as one of the top 10 global public health
threats facing humanity, the Pilots undermine responsible antimicrobial stewardship and
are an embarrassment to their proponents, including QUT and the Queensland
Government.

As discussed above, the GuildCare Workflow mandated in the UTIPP-Q did not align with
clinical guidelines designed to reduce inappropriate treatment of recurrent UTIs,
complicated UTIs and misdiagnosis of non-UTI conditions; and pharmacists participating in
the UTIPP-Q did not consistently follow the protocol for prescribing mandated by the
UTIPP-Q.

While acknowledging the important role non-prescribing hospital pharmacists working
within a multidisciplinary team play in reviewing doctors’ prescriptions and providing
guideline-based recommendations to promote antimicrobial stewardship, it is inappropriate
to generalise this function to prescribing pharmacists working independently in the
community.

1.3. Conflict of interest

Another fundamental purpose of the separation of prescribing and dispensing is to remove
the inherent conflict of interest that exists where a practitioner can both prescribe and
dispense medicines. Prescribers and dispensers stand to make significant financial gain
where permitted to undertake both activities, which directly conflicts with their duties to
patients.

Such violation threatens the integrity of the health system. By undermining this separation,
the Pilots represent an egregious prioritisation of commercial interests over public safety
and threaten public trust in primary health care.

This is particularly so when the pharmacist is charging a fee to the patient for this advice.
As was even recorded in the QUT Report, over 60% of pharmacists either strongly agreed
or agreed with the statement that ‘it was difficult to charge the patient for the UTI service
when | did not supply an antibiotic’.

A contemporary example of the positive impact of separating dispensing and prescribing in
the Australian health system was the banning of prescription of low-dose codeine products
by pharmacists in 2018. This ban resulted in a 50% reduction in codeine overdoses and
sales, without a concomitant increase in overdoses with stronger opioids or high-strength
codeine.

2. Deliberate subversion of Commonwealth leqislation

The Pilots are designed such that the Commonwealth medicines policy safeguard which
creates a separation between prescribing and dispensing is removed. This subversion was
noted by the outgoing Federal Health Minister and the outgoing Professional Services Review
Director.
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Queensland University of Technology
Research Portfolio, Academic Division
Office of Research Ethics and Integrity

X Block, Level 4, 88 Musk Avenue
Kelvin Grove Qld 4059 Australia
oreigovernance@qut.edu.au
www.qut.edu.au

Friday, 16 September 2022

Dr Stephanie Dawson-Smith
General Practitioner
Email: sf.dawsonsmith@gmail.com

Dear Dr Dawson-Smith
Re: UTIPP-Q, QUT UTIPP-Q Outcome Report & NQ Pilot Threat to Patient Safety

Thank you for your letter and attached Issues Paper; ‘The UTIPP-Q and QUT — A Case of
Research Misconduct?’ The paper alleges several failings with the Urinary Tract Infection
Pharmacy Pilot — Queensland as reported in ‘The management of urinary tract infections by
community pharmacists: A state-wide trial, An Outcomes Report, dated 21 April 2022.

The University entered into a contract Funding Agreement with Queensland Health through a
public request for Quote AH002107 in relation to the management of urinary tract infections
by community pharmacists, including the management and implementation of a pilot project
based on a review of proven models of care and a service evaluation based on similar service
initiatives in other countries.

You have raised a complaint of research misconduct against the UTIPP-Q. The University
considers these complaints seriously and has procedures for Managing and investigating
potential breaches of the QUT Code for responsible conduct of research (MoPP D/2.7). These
procedures apply to individuals involved in QUT research activities.

The UTIPP-Q was not conducted as a clinical research trial. The UTIPP-Q was implemented
as part of standard care based on a review of proven models of care in other countries and
using standard work practices known to Pharmacists. Your report alleges several failings
relating to the UTIPP-Q accepted clinical protocol, data collection and its evaluation as part of
the state-wide trial. As the pilot was implemented as a clinical service (and not research), the
application of the MoPP D/2.7 does not apply in this context. The assessment of these
allegations should be considered by appropriate bodies with the jurisdiction to investigate such
complaints relating to a health service, and | urge you to contact the Queensland Health
Ombudsman.

The UTIPP-Q protocol did include a research component to evaluate the clinical service
provision, and this was reviewed by the University Human Research Ethics Committee
(UHREC). The QUT research component related to evaluating the data from consenting
participants that was sourced from their clinical record after the pilot service was provided.
The parameters of the research evaluation included non-identifiable data related to the UTI
treatment and other resources provided, e.g., self-care tips and non-identifiable data related
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to the one-week telephone follow-up provided by the pharmacist regarding treatment
prescribed, and if further treatment from another healthcare professional was required,
including referral to a General Practitioner.

The alleged failings identified in the Issues Paper relating to the clinical protocol do not
substantiate a failure by the University pharmacy research team to abide by responsible
research practices in evaluating the data in a way that constitutes a potential breach of the
QUT Code for responsible conduct of research (MoPP D/2.6). However, the issues paper does
raise concerns of alleged reporting of false, misleading data (Failing 4) from the research
evaluation. In accordance with the MoPP D.2.7, | have referred this concern to the Faculty
Executive Dean to establish whether the concern can be resolved at the local level or whether
it may constitute a potentially serious breach of the QUT Code for responsible conduct of
research or research misconduct, in which case it will be referred to the Deputy Vice-
Chancellor and Vice President (Research) for further assessment.

Your letter requests an explanation to additional matters relating to decisions made as part of
the UTIPP-Q pilot service implementation. The University is bound by the terms of the funding
agreement with respect to these matters. Please direct these enquiries to Queensland Health.

Kind regards

NN

Anne Walsh
Director Office of Research Ethics and Integrity

cc. Distinguished Professor Patsy Yates, Executive Dean, Faculty of Health
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