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“In the fullness of time, the mainstream handling of chronic Lyme disease will be viewed as one of the most shameful
episodes in the history of medicine because elements of academic medicine, elements of government and virtually the
entire insurance industry have colluded to deny a disease. This has resulted in needless suffering of many individuals
who deteriorate and sometimes die for lack of timely application of treatment or denial of treatment beyond some
arbitrary duration”.
Dr Kenneth B. Leigner
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Background
On 12 November 2015, the Senate referred the following matter to the Senate Community Affairs References Committee for inquiry and report:
The growing evidence of an emerging tick-borne disease that causes a Lyme-like illness for many Australian patients.
The terms of reference are:
a) the prevalence and geographic distribution of Lyme-like illness in Australia;
b) methods to reduce the stigma associated with Lyme-like illness for patients, doctors and researchers;
c) the process for diagnosis of patients with a Lyme-like illness, with a specific focus on the laboratory testing procedures and associated quality
assurance processes, including recognition of accredited international laboratory testing;
d) evidence of investments in contemporary research into Australian pathogens specifically acquired through the bite of a tick and including other
potential vectors;
e) potential investment into research to discover unique local causative agents causing a growing number of Australians debilitating illness;
f) the signs and symptoms Australians with Lyme-like illness are enduring, and the treatment they receive from medical professionals; and
g) any other related matters.

Introduction
The Lyme Disease Association of Australia (LDAA) has provided a submission published as #528 prior to the suspension of the Inquiry.
As the Senate Committee has resumed its work under this Inquiry, following the election of a new Senate in the 45Th Parliament of Government, the LDAA
provides a Supplementary Submission that covers:
•
•
•
•

historical evidence not previously submitted as part of this inquiry;
the LDAA’s proposal for a Targeted Call for Research made on 16 September 2016 to the National Medical Health and Research Council;
a statistical analysis of 432 of the submissions made to this Committee; and
responses to Questions on Notice arising from the Senate Committee hearings.

Executive summary
Recommendations
In our previous submission #528, we proposed recommendations outlined below. In addition to those recommendations we draw the Committee’s
attention to further recommendations as a result of the Committee’s Interim report, the considerable evidence we heard during the hearing and the
additional papers and answers to questions on notice provided to the Committee. For simplicity these are separated.
Initial recommendations
We call upon the committee to recommend:
•
•
•
•
•
•
•
•

•

•

the Council of Australian Governments (COAG) Health Council address a coordinated national response to Lyme-like disease as a matter of urgency
a study of the prevalence and incidence of Lyme-like illness in Australia, including a clinical study of patients
the National Health and Medical Research Council (NHMRC) provide funding to support the research set out by the Department of Health
a legislative response be developed to ensure that Australian Lyme-patients receive the care they need in a safe and non-discriminatory health
system
the establishment of specialist, multi-disciplinary Lyme treatment clinics with services for patients
expediting a solution to the diagnostic and testing issues outlined
amendments to the diagnostic case definition to address the issues raised
a broad education campaign be developed and rolled out, that includes:
o mandatory education for all health professionals concerning Lyme and tick-borne infection that includes diagnosis, signs, symptoms and
types of treatment with requirements for continuing education as more research emerges;
o public dissemination for prevention and awareness;
o occupational education for outdoor workers; and
o prioritisation of funding and fellowships for researchers.
the Government acknowledge the evidence of Lyme-like disease found in the overseas Lyme specialist laboratories that operate under the Mutual
Recognition Arrangement (MRA). Advice to clinicians should be immediately updated to inform them about retrospectively accepting overseas
testing results
a progressive and contemporary approach to research that harnesses next generation sequencing and new molecular techniques to better
understand the pathogens that reside in Australian ticks and how they can infect humans. This could be achieved by prioritising the following:

o
o
o
o

research into the potential pathogens that Australian ticks carry;
an epidemiological study that examines the habitant of vectors and hosts and how they come to be in contact with humans;
immediate development of diagnostic tests that recognise the pathogens being discovered; and
a tick borne disease research centre or Cooperative Research Centre (CRC).

Supplementary recommendations:

We further call upon the Committee to recommend:
•
•

•
•

•

The systemic discrimination encountered by Australian patients of Lyme disease and Lyme-like illness is referred to the Australian Human Rights
Commission for investigation and action, on behalf of all Australian patients.
An independent investigation into:
o the liability of pathology laboratories who report a false negative test result that delays proper diagnosis and treatment and appears to be
based on fallacious circular reasoning; and the systemic failure to disseminate advice to the medical community that many Australians
become unwell after tick bites and that existing pathology tests are unreliable;
o the pathology accreditation process, that may be limiting available evidence of Australian tick borne pathogens;
o the financial and professional interests of the many professionals associated with Lyme disease and Lyme-like illness who are outspoken
opponents of the debate; there appears too many levels of conflict that remain undisclosed;
o whether the state and federal health departments and associated medical bodies are acting in the interests of the patients or engaging in
obscuration;
o the culture and regulation of the medical profession that has facilitated the denial that there is a problem in Australia;
The Department of Health develop an interim definition of Australian Lyme-like illness based on current world’s best practice while the nation waits
for the gap in knowledge to be addressed.
That Australian Lyme-like illness is referred to the COAG agenda for collective resolution. This will highlight the gaps in the Australian health
administration particularly between federal and state governments that has denied thousands of patients effective diagnostic tests and treatment
for more than 20 years.
The urgent need to alert the medical profession that the onset of tick borne chronic illness can, in many instances, be prevented by the prescription
of readily available antibiotics within the first few weeks after a tick bite.

•

•

That a full accounting of the decision making that determined the NSW Health Department’s assertion there is ‘no Lyme here’ following the
outcomes of the 1994 Russell & Doggett study, be obtained under Freedom of Information request. The Committee should seek to understand why
the Wills & Barry research was not considered, or if it was, why it was discounted.
That the NHMRC provide historical evidence of the funding application that supported the Russell & Doggett research project in 1992.

The Lyme Disease Association of Australia (LDAA) represents the interests of the Australian patient community and is passionate about achieving a result
from the Senate inquiry into tick-borne disease that actually helps patients. We have endured years of seemingly good intentions that have not resulted in
any significant change to the desperate plight of patients with Lyme-like illness.
As the Committee has heard, with the exception of a series of ‘discussions,’ there has been little action in the four years since we first provided a
submission to the Department of Health’s Scoping Study. That Submission provided a highly detailed Strategic Action Plan1 that set out the action that the
health departments could initiate in a patient focused way, if only they were motivated to do so.
What is even more distressing to the patient community is the emergence of historical research data and evidence that has been both buried, and ignored
for more than 24 years. Imagine our dismay to find an ABC 7:30 Report story from 1992 and associated newspaper articles that are identical to ones we see
today? And the revelation that the same diagnostic testing issues that we have heard about through the course of this Inquiry are neither new nor
previously unknown.
It’s no surprise that the international medical world are perplexed by the ‘dysfunctional politics’ and ‘political-scientific quagmire’ that exists here in
relation to Lyme-like illness. The complete and known inadequacy of the diagnostic and medical system for Australia patients with Lyme-like illness has
already left an unnecessary legacy of suffering and disability, and will likely be the subject of a future class action.

1

See: http://www.lymedisease.org.au/wp-content/uploads/2010/11/20140129LDAAPatientStrategicActionPlan.pdf

It’s a travesty that the combined health departments have enabled this situation to emerge, while precious scientific egos are protected at the expense of
thousands of sick Australians. In the words of patient Ms Elaine Kelly, “Shame on you”.2

2

Elaine Kelly, Proof Committee Hansard, 2 Nov 2016, p 33

(A) ToR the prevalence and geographic distribution of Lyme-like illness in Australia
Historical evidence is ignored
The LDAA has previously asserted that the governments of Australia have systematically ignored all historical attempts to classify and count patients, have
ignored scientific evidence of the presence of Borrelia in Australian ticks and have failed to conduct any real investigation or surveillance on the issue.
We have consistently provided referenced evidence that includes research conducted by Prof Richard Barry and Dr Michelle Wills of Newcastle University.
We’d like to draw the Committee’s attention to that research. Dr Wills qualifications and experience are provided in APPENDIX 1.
As indicated in our submission #528, the timeline of discovery of Borrelia in Australia was presented in Figure 1; we’ve reproduced it here for simplicity. It
shows the Wills & Barry research of 1991 which predates the Russell & Doggett research that was funded by the NHMRC. Additional evidence will be added
to this timeline to report the sero-epidemiological study conducted by Wills & Barry between 1993- 94, in collaboration with Dr Bernie Hudson that found
and internationally validated Borrelia antibodies in 210 patients from tick infested areas of NSW eastern coast.
F IGURE 1: ILLUSTRATION OF THE TIMELINE OF B ORRELIA DISCOVERY IN AUSTRALIA

We’ve previously established that the ‘no Lyme here’ findings of the 1994 Russell & Doggett Study (detailed in ToR D of our submission #528) effectively
halted all research on tick-borne human pathogens for the next twenty years, and dismissed the existence and presence of Borrelia burgdorferi (Bb.) and an
indigenous strain that had been isolated in 1991 and confirmed in 210 Australian patients in 1993-94. With the new evidence we present here, we
recommend the Committee inquire further into this issue.
Conclusive proof of the existence of Borrelia in Australia
In 1989 Dr Michelle Wills, a microbiologist, observed a Lyme disease-like syndrome in her local district and commenced study into the phenomena. Under
the supervision of Professor Richard Barry, microbiologist and immunologist, Dr Wills produced a series of research papers which led to her PhD thesis titled
“Lyme Borreliosis, The Australian Perspective”. Dr Wills’ thesis is lodged in the Auchmerty Library of Newcastle University, and marked ‘not for loan’.

Following the Committee’s hearing in Sydney on 2 November 2016, Dr Wills contacted the LDAA and shared her story, her thesis, and her research. She
provided evidence that we were previously unaware of.
Dr Wills concludes Lyme Borreliosis exists indigenously in Australia in 1994
Dr Wills’ study commenced in 1989 and concluded in December 1994. The objectives of the study were to:
1. “To determine whether Australian ticks carry and transmit spirochaetes related to Borrelia burgdorferi.
2. To develop a specific and sensitive sero-diagnostic test to assess whether or not there is a correlation between clinical illness and the presence of
Borrelia burgdorferi specific antibodies in likely Australian LB candidates.
3. To access the distribution of LB along the East Coast of Australia.”
Dr Wills, in her synopsis alluded to the controversy of her findings. Citing (reproduced here as the thesis is available to us in hard copy only):
“Despite modest success in the isolation of fragile spiral shape organisms, using conventional Borrelia culture methods (Wills and Barry, 1991), a
controversy subsequently developed as to the true nature of these agents, because it was claimed that they were artefacts, probably aggregates of
bacterial flagellae (Russell et al., 1994). From experiments based on improvements in culture conditions and examination of the ultrastructure of
antibacterially treated cultures of B. burgdorferi, it was concluded that the spiral shaped organisms detected in this study were mostly dead
spirochaetes. Subsequent studies using monoclonal antibodies directed against the major structural proteins, as well as polymerase chain
amplification of microbial DNA, provided evidence that B. burgdorferi - like spirochaetes are likely to occur in Australian ticks.”
Wills went on to address these ‘controversies’ and progressed a study that correlated patients with Lyme disease-like symptoms AND specific Borrelia
antibodies in their blood. This study commenced in 1992 and was conducted with Dr Bernie Hudson, an Infectious Disease Specialist at the Royal North
Shore Hospital in Sydney. They set about developing a specific serological test. Wills reported:
“Using stringent criteria for the clinical diagnosis of LB, Dr Hudson subdivided candidate LB patients into three categories based on the decreasing
likelihood of LB specific illness. A correlation was established between the likelihood of clinical illness and positive serology. An unexpected finding to
emerge was that the diagnostic specificity of the immunoblot test varied according to which genospecies of B. burgdorferi was used as antigen. Sera from
Australian patients were most likely to be reactive to Osp A of B. garinii, with reactivity to B. afielii Osp A less common. They were least likely to be
reactive to B. burgdorferi sensu stricto.”

Together they were able to establish that the clinical presentation of Lyme Borreliosis (LB) in Australia mostly resembled that described in Europe, and their
serological test proved that Australian patients reacted more frequently with the European strain B.garinii (Bg). Wills’ research supported the conclusion
“that LB exists indigenously in Australia and provides a reasonable explanation for the controversy created by previous Australian studies.”
In 1994, more than 22 years ago, Wills raised a significant issue of public health concern. She collaborated with other researchers, all experts in their
respective medical fields, and was supported in her findings. Yet her conclusions have been systematically discounted and dismissed by entomologists, not
medical experts in bacteria causing organisms, who were funded by the NHMRC.
Wills raised the need for:
“Further research is needed concerning several issues arising from this study:
1.
2.
3.
4.

Development of suitable cultural conditions for the growth and maintenance of Australian B. burgdorferi.
The molecular characteristics of Australian strains of B. burgdorferi so that a taxonomical comparison with existing genospecies can be obtained.
A more exact definition of the clinical manifestations of Australian Lyme disease and the immunological responses of patients.
Determination of epizootiology of LB in Australia, and the importance of LB in Australian wild and domestic animal populations.”

Wills’ Lyme Borrelia serological test development & sero-epidemiological study
Through her research, Wills disproves the conclusions made by Russell & Doggett in 1994 that “there is no Lyme borreliosis in Australia,” which was based
on the search for a single strain of Borrelia known to cause Lyme disease, Borrelia burgdorferi senso stricto. She was able to detect Borrelia antibodies in a
number of patients through a serological test she had developed as part of her study. Wills developed the test in response to demand from medical
practitioners who were seeing increased presentation of patients with similar Lyme-like symptoms; Dr Bernie Hudson was one of them.
In Wills’ PhD thesis she reported that “a steady demand has developed for LB diagnostic WB serology, based partly on increased physician awareness of the
LB illness, but also because of increased expectation from the community.”
In response to demand, she developed a Western Blot (WB) using antigens from all known Borrelia species causing Lyme disease; B.burgdorferi senso stricto
(Bb), B.afzellii (Ba) and B.garinii (Bg). She had standardised the diagnostic procedure and was effectively offering serological testing addressing a growing
need from the medical community, for which no commercial laboratory entity could satisfy.

The criterion that determined positive result was the presence of the antibody to OspA (31Kda Band on a WB) and flagellin. The study proved that “the
sensitivity and specificity of the WB test indicated that it not only had value as a diagnostic procedure, but that it might shed light on the community
prevalence of the disease.” What emerged from Wills’ research was a statistically significant pattern of seropositivity to Borrelia in patients with “underdiagnosed musculo-skeletal pain who live and work in regions that are tick infested.”
In 1994 Wills presented statistical evidence of the results of this study. She records it as a “pilot sero-epidemiological survey” made up of samples collected
in 1993 and 1994, comprising a total sample of 1043 patients residing on the eastern coast of NSW. 210, or 20% of the samples tested were positive to
Borrelia antibodies to OspA. Table 5.1 from Wills’ thesis is reproduced here with permission.

Wills noted:

“Of a total of 210 seropositive samples, 173 (83%) reacted with only a single genospecies Osp A; the remaining 37 samples (18%), reacted with more than
one Osp A antigen, and were considered to be either mixed infections or multiple infections. The predominant positive sero-reaction was to B garinii, for
which 97 positives were detected. Next most frequent were positive reactions to B. afzelii (58) and then B.burgdorferi sensu stricto (18). The
predominance of B. garinii positive reaction over that of other serotypes was found to occur in each of the survey regions.”
Importantly, Wills highlighted the significance of a positive result to Osp A and flagellin, combined with clinical symptoms and history consistent with a
Lyme-like illness. She proved that a positive WB was associated with more than 50% of those patients with Lyme like illness compared to control subjects.
Wills noted the intent of the study was to “obtain a preliminary estimate of the possible burden of illness, and some guidance as to the likely B. burgdorferi
genotype involved.” She concluded that “an indigenous Lyme Borrelia like illness, associated with tick bite and Lyme Borrelia seroconversion, occurs annually
throughout tick-infested areas. As such it becomes a matter of public health concern and deserves further detailed investigation.”
Wills recommended the design and implementation of a conventional sero-epidemiology study to detect the overall incidence and prevalence of disease in
Australia. It’s now 21 years later and we are still waiting.
Alarmingly, Wills’ research reports significant sero-prevalence in samples from the NSW Mid North Coast which correlates with LDAA’s data of today. Dr
Bernie Hudson continued this research and was taught by Wills to perform her WB test as part of the commercial offer of the Pacific Laboratory Medicine
Service (PaLMS) at Royal North Shore Hospital. Dr Hudson also went on to report positive responses to both Bg and Ba, which have also been discounted. If
we were to model the sero-prevalence of the positive samples against today’s resident population of the regions outlined in Wills’ research, without
question we would be describing a pandemic. Accordingly, the NSW Health Department is complicit in its ignorance of the significance of this data and
its impact on public health in the past 20 years.
ABC’s 7:30 Report – Lyme Ticks 1992
As part of this submission we include, at APPENDIX 2, a media file ‘Title: Lyme Ticks’, produced by the ABC’s 7:30 Report and aired on 24 February 1992.
(See Figure 2: Production screen ABC's 7:30 Report on Lyme Ticks -1992 The report has eerie reflections of the same reports we see now nearly 25 years
later. It highlights the conflict and controversy that existed in 1992, and remains today.

F IGURE 2: PRODUCTION SCREEN ABC' S 7:30 REPORT ON LYME TICKS -1992

An interview with Dr Wills (2016) on her 1994 research

As part of our preparation for this supplementary submission we contacted Dr Wills, who agreed to allow the taping of an audio interview for submission.
Dr Wills asserts that the patients she tested as part of the study had not left the country. They showed conclusive evidence that they had come into contact
with a Borrelia species, because they had developed antigens to it in their blood and had corresponding clinical symptoms.
An audio copy of our interview with Dr Wills is included at APPENDIX 3 of this Supplementary Submission.
Dr Wills tells a story of 20 years of neglected patients who she hopes will obtain the medical treatment they need. Dr Wills calls out a systemic issue in the
way scientific research is funded, its scarcity and the competition this creates. Speaking candidly about her own experience Dr Wills relays being threatened
with losing her job if she spoke out about scientific misconduct. Dr Wills spoke out regardless, and subsequently did lose her job.
When asked about her opinion of the controversy surrounding her own research and its dismissal by other researchers, Dr Wills notes that after her thesis
was submitted, all funding and interest in the science of Lyme disease was halted. The scientific community were led by the powerful group funded by
NHMRC, as part of the NSW Government’s Institute for Clinical Pathology and Medical Research (ICPMR) Laboratory at Westmead Hospital. She asserts that
there was likely significant embarrassment in that a small, minimally funded, research group could find spirochaetes when a large lab with considerably
more resources and official government funding could not.
In reference to the ABC’s 7:30 Report, Dr Wills told us that the ABC was faced with legal action initiated by the competing research group over the airing of
their story. She alludes that this became a major issue based on hurt scientific ego. Dr Wills notes that the funding provided to the Westmead/Sydney
University group of researchers was for work that overlapped with her findings. By the time the Sydney University group had received their funding, Dr Wills
had already reported the presence of Borrelia in Australia. There was little left to ‘discover’, so the team could only discount it or agree.
Dr Wills reports having her findings of spirochaetes and their isolates validated as positive Borrelia species by the Department of Microbiology at the
University of Texas. This is significant as Professor Alan Barbour, now Prof of Microbiology & Molecular Genetics in School of Medicine at the University of
California, and an international expert on Lyme disease, was the one to validate Wills’ research findings. Through his laboratory at University of Texas, his
intern Dr Virginia Bundoc communicated with Wills and Barry, confirming their isolates in 1992 and then in collaborating in their research. A copy of their
communications is included at APPENDIX 4.

In response to our question about Dr Wills’ assertion regarding developing a test to determine Lyme disease in a matter of months, Dr Wills noted that her
test was a laboratory test, focused on a time-intensive WB which would be difficult to commercialise. Nevertheless, following her research submission, she
and Prof Barry tried to get funding to develop a commercial test, but noted that the well-publicised findings of the Sydney University group that there was
‘no Lyme here’ made it impossible to attract investors or funding to test for a supposedly non-existent disease.

Competition and conflicts in the field of medical research
The Wills research and its outcomes raise a significant issue in medical research competition and highlight the dire public health consequences of a conflict
of interest.
In competition to the Wills research was the Department of Medical Entomology in Sydney University. The Department of Medical Entomology resides
within the ICPMR at Westmead Hospital. The ICPMR provides specialist pathology services and is the main referral lab for the Pathology West Network,
which covers 70% of NSW. Its remit is to foster excellence in clinical care, public health, training and medical research. It is funded by the NSW Government
and is part of the NSW Department of Health.
According to ICPMR, it is unique as it provides the State referral centre for a range of organisms and communicable diseases such as tuberculosis,
pneumococcal disease, influenza, arboviruses and other emerging infections. It also operates the only hospital-based Medical Entomology laboratory in
Australia, which provides research and advice about the impact of insect-borne diseases on human health. Additionally, it is involved in collaborative
research with the Westmead Millennium Institute, the Marie Bashir Institute for Infectious Diseases and Biosecurity, NSW Health, the National Health and
Medical Research Council, and a range of national and international research programs.
The primary researchers involved in the 1994 study that concluded ’no Lyme here’ were employees of the Department of Medical Entomology or the ICPMR
Laboratory. Interestingly, their research (Russell & Doggett 1994) reported “in 1988, a serological diagnostic service for Lyme disease was initiated at
Westmead Hospital in Sydney, N.S.W.” This laboratory was providing commercial laboratory services by way of an indirect fluorescent antibody test (IFAT)
and enzyme linked immunosorbent ELISA using antigens derived from a North American strain (B31) of Borrelia burgdorferi. The research further reports
that from “1988 through 1992, specimens from 2,446 patients were referred with suspected clinical Lyme disease and were tested.”

We know from previous evidence submitted as part of our response to the Department of Health’s Scoping Study, that the ICPMR laboratory only
conducted testing against the B.burgdorferi senso stricto strain, not B.afzelii or B.garinii as asserted in the NSW Government Health advice. In fact, until
1994, when Dr Wills had developed and proven the utility and validity of her WB, ICPMR did not even offer an immunoblot test.
In 1994, off the back of the results provide by Dr Wills, the ICPMR laboratory developed an in-house whole cell lysate immunoblot test as their second tier
test. This is supported by evidence provided by Dickeson in a presentation provided by the National Serology Reference Laboratory (NRL) on an ‘Evaluation
of four commercial Lyme Borreliosis EIA antibody screening kits compared to immunoblots’ shown in Figure 3.3

F IGURE 3: SLIDE FROM ICPMR ON SCREENING
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David Dickeson - http://www.nrl.gov.au/CA25782200833499/All/B6B1467B023EF562CA257A63000084BB/$file/David_Dickeson.pdf

This occurred at the same time this very laboratory was asserting that there is ‘no Lyme here’. It’s difficult to understand the commercial justification to
initiate in 1988 a commercial laboratory testing process for a disease that was not present, yet continue to test thousands of people. Even more puzzling is
that off the back of their 1994 findings of ‘no Lyme here’, ICPMR progressed to develop their own in-house immunoblot using the scientific knowledge and
work of Dr Wills and Dr Hudson. How could this have been justified from a business case perspective?
A newspaper article dating back to February 1995, provided by Dr Wills, highlights the controversy that surrounded Dr Wills’ research and calls out the
paradoxical situation that existed more than 20 years ago, surrounding the commercially available test that was based upon North American strains of
Borrelia and attracts the medical rebate, but which is accepted as useless. It serves as proof of the ridiculous argument that has ensued for 20 years while
people suffer. The original article titled ‘Lyme disease: the tick-borne epidemic the experts can’t agree on’, was published in the Sydney Morning Herald of
February 4 1995. It articulated the same issues that we face today. A full copy of the article is included at APPENDIX 5.

It is a revelation, to us at least, that these same testing issues were well described and understood in 1995, yet here
we are 21 years later debating the same issues. A subsequent Letter to the Editor, titled ‘Clarifying the confusion
around Lyme disease’, was written by Prof Clancy, Professor of Pathology of Newcastle University, and published on
February 7 1995. It is included at

APPENDIX 6. An excerpt is included below.

It’s also important to understand the relationships and role of the participants of ICPMR and the
Department of Medical Entomology, and the ‘expert’ roles they assume in the fabric of government
committees that consistently rely upon outdated research. These same researchers are the authors
of multiple papers, most specifically the 1994 paper asserting ‘no Lyme here’.
The Russell & Doggett study conducted between 1990 and 1992 attempted to isolate spirochaetes in
Australian ticks and focused on B. burgdorferi. They asserted this would “provide unequivocal
evidence for the local existence of an etiological agent for the disease. Local spirochaetes could then
be used as antigen to improve serological tests and disease diagnosis. This would allow a more
accurate assessment of the public health importance of the disease”.
Their study was limited by its sole focus on B.burgdorferi. While their study did find spirochaete-like
objects(SLOs), the researchers discounted them as non-specific artefacts. They did “recognise that
the monoclonal antibodies and PCR primers used in this study may not have been appropriate to
detect an indigenous Australian spirochaete but, notwithstanding this concession, the SLOs were
ultimately shown by electron microscopy not to be spirochaetes.”
The acknowledgements section of the 1994 Russell & Doggett study cites “the investigations were
supported by a project grant from the National Health and Medical Research Council, and by a grantin-aid from the Ramaciotti Foundations.”
So we have a government reference laboratory and university research department funded by the
NHMRC to conduct research into a causative agent under the auspices of the NSW Health
Department. It is not difficult to speculate upon how the Wills research outcomes might have
challenged the perceived supremacy of the ICPMR researchers and enabled the dire public health
situation we find ourselves in 25 years later.
There is no doubt that the government of the day were faced with a conundrum; two pieces of
scientific evidence - one that isolated antibodies to Borrelia in 55% of the patients it studied AND
could link the antibody reaction to clinical symptoms, against one that found spirochaetes in insects,
not people, but discounted them as ‘artefacts’. The most appropriate public health response should

have been to investigate further, but the NSW Department of Health did not. As a result, the Russell
& Doggett research permeates every discussion about the presence of Borrelia in this country.
Despite many medical professionals urging the government to move away from the argument of a
causative agent, we remain stuck in the quagmire of negligence all these years later. In the
meantime, an increasing cohort of people are infected by otherwise preventable tick bites and
accompanying illness simply because their government, in full awareness of the unanswered public
health issues, chose to ignore credible and independently validated scientific evidence.
In 2013, as part of our response to the Scoping Study we raised the issue of legal liability in respect
to the inefficient and inaccurate testing processes surrounding Lyme disease. We now raise the issue
once again in respect to the conflicts of interest that underpin the public health assertion that there
is ‘no Lyme here’.
The LDAA recommends that the Committee seek a full accounting of the decision making that
determined the NSW Health Department’s assertion there is ‘no Lyme here’ following the outcomes
of the Russell & Doggett study in 1994. The Committee should seek to understand why the Wills &
Barry research was not considered, or if it was, why it was discounted.

Australia mired in a political-scientific quagmire, losing medical and
scientific credibility
Following the Senate Inquiry hearing in Sydney on 2 November, Dr Richard Horowitz posted a very
frank piece on social media, for simplicity it is reproduced here.
The Australian Senate recently held a hearing on tick-borne diseases in Sydney, and I provided
testimony by teleconference with an associated scientific submission. Australia is mired in a
political-scientific quagmire regarding Lyme, where some doctors "down under" are denying
the existence of chronic tick-borne diseases.
This has resulted in patients coming to me from Australia in wheelchairs, unable to get help in
their own country. In fact, at the recent ILADS conference in Philadelphia, a man flew from
Australia just to meet me in the lobby and discuss his wife's case because no one could help
relieve her suffering!
The dire situation that some Australian citizens face is partly a result of the lack of
adequate blood testing to diagnose the multiple strains of emerging tick-borne illnesses,
and partly due to longstanding dysfunctional politics surrounding Lyme and associated
diseases.
New PCR technologies which are being developed will hopefully end the decades long
scientific debate, however if we continue to ignore the science which shows the inadequacy
of standard two-tiered testing, as well as the science proving the persistence of borrelia
and other tick-borne diseases, we will be leaving a health care legacy of suffering and
disability for decades to come.

While ever our medical and scientific funding is predicated upon a ‘select’ few who publish papers in
‘credible’ journals, without full disclose of their conflicts, we will continue to perpetuate the issues
discovered over 20 years ago for which there has been no progress. In quotes of prominent editors
of medical journals, sourced from submissions made to the Medical Complaints inquiry currently
underway and due to report this week, we offer this:
“It is simply no longer possible to believe much of the clinical research that is published, or to rely
on the judgment of trusted physicians or authoritative medical guidelines. I take no pleasure in
this conclusion, which I reached slowly and reluctantly over my two decades as an editor of the
New England Journal of Medicine.” – Dr. Marcia Angell, a physician and longtime editor-in-chief
of the New England Medical Journal (NEMJ)
and
“The case against science is straightforward: much of the scientific literature, perhaps half, may
simply be untrue. Afflicted by studies with small sample sizes, tiny effects, invalid exploratory
analyses, and flagrant conflicts of interest, together with an obsession for pursuing fashionable
trends of dubious importance, science has taken a turn towards darkness.” – Dr. Richard Horton,
the current editor-in-chief of the Lancet – considered to be one of the most well respected peer
reviewed medical journals in the world.
Significantly, the Senate Inquiry into the medical complaints process in Australia is likely to shed light
on more of the issues that Dr Wills, hounded from her profession, experienced back in the mid
1990s. Appallingly, many of the researchers and doctors associated with Lyme disease in Australia
have suffered a similar fate; worse still some have been inappropriately threatened and many have
retired. It’s time to shine a light into the dark corners of the medical and scientific misconduct, the
undisclosed conflicts of interest and ego-fuelled research that exists here, especially surrounding
Lyme-like illness.

International precedents in legislation around Lyme disease
In our submission to the Scoping Study, we raised the issue of inadequate serology testing and the
controversy that surrounds the tests, the two tier testing process, the qualification of those
performing the tests, the criteria used to determine a positive result and the subsequent reporting
of outcomes. With the additional evidence presented in this paper, we can clearly establish that the
issue of inaccurate and inappropriate diagnostic tests, paradoxically funded through the medical
rebate system, were ‘generally accepted as useless’4 20 years ago.
Through its various media efforts, the Royal College of Pathologists of Australia (RCPA), and their
spokesperson Prof Stephen Graves, have successfully used the issue of NATA accreditation as the
smokescreen to primarily focus the debate. It has diverted attention away from the serious conflicts
of interest that exist in Australia and from the issue of test accuracy and reliability.
The Committee has been educated on the two-tier testing process, and understands that the first
tier of testing is via an ELISA, using a commercially available test kit. In Australia, the in vitro
diagnostic (IVD) test kits used for Lyme disease fall into the Class IV ‘high public health risk’ category,
as specified in Regulation 3.1 of the Therapeutic Goods (Medical Devices) Regulations 20025.
Under our system, these devices are classified at the highest level of risk, which is determined by an
assessment of the risk of an incorrect result arising from the use of an IVD. It should be noted that
the ‘class’ is partly determined by the “manufacturer’s intended use of the device”. The product
data accompanying commercial test kits state that “Negative results (either first or second-tier)
should not be used to exclude Lyme disease6” (from the MarDX ELISA test kit routinely used at
Westmead until 2013) and “the diagnosis of Lyme disease must include careful clinical evaluation
and should not be based upon the detection of antibodies to B. afzelii/garinii/burgdorferi alone; a
negative interpretation does not exclude the possibility of infection with B.
afzelii/garinii/burgdorferi7” (from the Trinity Biotech Western Blot test kit).
On top of the test kit disclaimers, we have heard numerous times during the Committee’s inquiry
that the RCPA and its laboratories routinely dismiss positive result tests on the basis of low
prevalence of disease in Australia, for which they apply some secret algorithm.
In the United States, where the same test kits are used, the State of Maine enacted legislation An
Act To Inform Persons of the Options for the Treatment of Lyme Disease, 2013, requiring that the
Maine Centre for Disease Control and Prevention update their website to include the following
statement: “A negative result for a Lyme disease test does not necessarily mean that Lyme disease is
not present".8
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See APPENDIX 6
http://www.tga.gov.au/industry/ivd-classification.htm#.UteEz_Lxvcc
6 http://www.trinitybiotech.com/Product%20Documents/8696G,P,PJ-MS%20B.%20burgdorferi%20EIA%20Test%20System.pdf
7 http://www.trinitybiotech.com/Product%20Documents/44-2020GV-29EN%20EU%20Lyme%20+VLsE%20IgG%20WB.pdf
8
http://www.mainelegislature.org/legis/bills/bills_126th/chapters/PUBLIC340.asp
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Similarly, the Virginia government introduced the Lyme Disease Testing Information Disclosure Act. It
requires patients to be provided with written notification advising that “If you are tested for Lyme
disease, and the results are negative, this does not necessarily mean you do not have Lyme disease”.9
Sadly, many Australian patients are living with the results of the testing processes used in Australia
and the inexplicable dismissal of their result if they ever return a positive. Which begs the question who bears the liability for the inefficient, ineffective and inaccurate testing processes? For now, it is
patients who are paying with their health. However, if these issues are not quickly resolved, the
laboratories and governments that advocate for these processes (in full knowledge of their
limitations) may well be found to be legally liable.
Additionally, in 2016, senators in Delaware became aware that some doctors were still ruling out
Lyme disease based on negative laboratory test results. They passed legislation requiring medical
staff to "learn more about Lyme disease as part of their continuing education." Senator Lopez said
"this misdiagnosis issue...is a big concern, so having that awareness on the outset...is important"10

Liability surrounding Lyme disease is on the rise
In the past few weeks, a class action has been launched against five French companies marketing the
ELISA test for Lyme disease. Reports state that 130 patients are claiming 500,000 euros
compensation for damages related to delayed diagnosis of Lyme disease. Similarly to Australia, a
patient must first receive a positive result on an ELISA test, in order to progress to an immunoblot
test. Yet like Australia, the laboratories are not capable of guaranteeing the reliability of the tests
they market. The government in Australia is complicit in that they have declared the test kits IVD
Class IV, and yet provide payment under the MBS for these tests in full knowledge of their long
standing unreliability.
In eerily similar circumstances, the French government has recognised the need to develop new
diagnostic tests, yet like Australia, for 4 years they have not acted to address the situation. The
Australian Department of Health finds itself in the same position. Although it can claim some
mediocre action in commissioning the NRL to investigate testing discordance, we assert that they are
complicit in the knowledge that they wilfully ignored the issues that were first raised with testing
more than 20 years ago. In France, lawyers have also called upon the Health Department to create a
compensation fund to support people who have a delayed diagnosis due to inaccurate testing.11
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Source: Delaware Public Media, Lyme disease added to ongoing education for healthcare workers, 29 Aug
2016, http://delawarepublic.org/post/lyme-disease-added-ongoing-education-healthcare-workers
11
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Conflicts of interests surrounding pathology
During the course of this inquiry, the Committee has heard from Prof Stephen Graves multiple times.
Prof Graves:
1. represented the RCPA as their spokesperson on Lyme disease at the Brisbane hearing on
15 April 2016 and the Sydney hearing on 2 November 2016;
2. spoke in his capacity as a pathologist at the Sydney hearing on 2 November 2016;
3. spoke at length about NATA accreditation at the Brisbane hearing on 15 April 2016,
providing a ‘rough outline’ of the process a pathologist would take to achieve NATA
accreditation; and
4. represented the Australian Rickettsial Reference Laboratory (ARRL), where he is the
Executive Director and founder, at the Brisbane hearing on 15 April 2016.
Just prior to the final hearing of this Committee, Prof Graves participated in an interview on the
ABC’s Great Southern Radio in Perth and against peer review rules, disclosed that he was the peer
reviewer of the recent Medical Journal of Australia12 article titled ‘Does Lyme disease exist in
Australia?’ authored by IDS Pro Peter Collignon, Dr Gary Lum of the Department of Health and Dr
Jennifer Robson of the Sonic Health Care group.
In his testimony to the committee in Sydney on 2 November, and in the SBS Insight program called
Tick Sick13, Prof Graves engaged in wilful defamation, especially in his professional and personal
attacks of Jennie Burke, Director of Australian Biologics, a competing laboratory to his own. He also
dismissed the evidence given by Dr Horowitz, perhaps the world’s leading expert on Lyme disease
treatment, asserting that "Dr Horowitz obviously has no idea what he is talking about when he talks
about all these multiple infections"14 and "Dr Horowitz did talk about biofilms, but he clearly does
not understand what he is talking about."15
The ARRL recently updated its website, making public statements regarding its position of being
caught in the middle, as neither opponents or proponents of Lyme disease. Their new web pages
cite research they are involved in, and a new entry states:
“Ehrlichial, Ananplasma and Lyme diseases
We are currently screening sera and bloods from patients with undiagnosed infections in an
attempt to determine if the diseases occur in Australia. We are developing our Lyme diagnostics
to include ELISA, indirect immunofluoresence, Western blot, culture and PCR.
We are making a full scale attempt to determine the prevalence of this disease in Australia.”16
If the quality of this reference laboratory is akin to the misspelt diseases and data portrayed on their
website, then we have much more to be concerned about.
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See APPENDIX 7 for information about the process of ‘peer review’ in relation to articles produced in the
Medical Journal of Australia.
13
SBS Insight, Tick Sick, 25 Oct 2016, http://www.sbs.com.au/news/insight/tvepisode/tick-sick
14
Prof Stephen Graves, Committee Hansard Proof, 2 Nov 2016, p. 18
15
Prof Stephen Graves, Committee Hansard Proof, 2 Nov 2016, p. 21
16
See: http://www.rickettsialab.org.au/#!research-projects

Prof Peter Irwin’s Murdoch University Study, established in 2015, discovered a novel “Candidatus
Neoehrlichia” spp. in Australia17. So determining if those diseases occur is irrelevant, it’s already
proven. One could be forgiven for being confused; the Director and founder of the ARRL, is actively
soliciting funding and developing tests ‘to determine the prevalence’ of a non-existent disease in his
commercial laboratory; conflict of interest, or not?
We implore the Committee to look more closely into the financial and professional interests that
seemingly compete here. One must question the conflict of interest that arises when an outspoken
opponent of the Lyme debate who has authority in the establishment that trains pathologists,
approves opinion pieces released by the RCPA, participates as a member of the CACLD, and who
happens to have a financial interest in a laboratory who are developing new tests, offering them
commercially and finding positive responses to Borrelia. This is the same Prof Stephen Graves.
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Gofton, A. et al (2015), Inhibition of the endosymbiont "Candidatus Midichloria mitochondrii" during 16S
rRNA gene profiling reveals potential pathogens in Ixodes ticks from Australia, Parasites & Vectors, 8, 1,

Analysis of Submissions made under this Inquiry
It has been asserted that the LDAA’s data previously presented as part of ‘Patient Situation’ reports
is somehow skewed and unreliable. To alleviate the concerns about skewed research, and as part of
its ongoing statistical research, the LDAA analysed a subset of submissions made to this Senate
Inquiry. We note that there are significant statistical patterns in the public submissions that require
further investigation.
While the LDAA analysed the data provided in submissions to this inquiry, this data must not be
interpreted as the ‘complete’ story for patients. As such our analysis is confined to the information
that could be classified and counted. For example, a submitter who told the Committee that they
have been diagnosed with a medical condition has been counted as suffering from that condition.
The LDAA and its volunteers analysed 432 (34%) of the 1268 submissions made to this Inquiry. Of
those, 349 submissions were made by individuals who either provided their names, or withheld their
names. The following charts and tables provide insight into the 349 (27.5%) individual submissions.
This is statistically relevant sample.
Demographics
Of the 432 submissions analysed, 218 (50%) were made by individuals who may or may not be listed
by name. A further 131 (30%) were published as ‘Name Withheld’. For the purpose of this analysis
we focused on submissions made by individuals and included those classified as ‘name withheld’.
Of the 432 submissions, we analysed the type of submitter, these are shown in Figure 4: Submission
Type . We further analysed the status of the submitter, classifying them as Patients, Carers, Doctors
or Family making submissions on behalf of, or in support of a patient, or friends of patients. Some
submitters did not disclose who they were, or it could not be determined, they are classified as
‘unknown’. Confidential submissions could not be analysed.
Type
Confidential
Individual - name given
Missing
Organisation
Individual - name withheld
Total

Carer Doctor Family Friend Patient Unknown Total

65

48
16
26
9
32

48
218
26
9
131

212

131

432

6

6

36

7

147

1

2

25

6

7

8

61
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F IGURE 4: S UBMISSION TYPE
Of the submitters, the seven who described themselves as a carer also noted that they were related
to the patient. This provides the Committee with insights into the burden of illness on families; when
a family member becomes the ‘carer’ in what should be a familial relationship. From the submissions
we were unable to determine if those ‘carers’ were officially recognised and compensated as carers
for people with Lyme-like illness.

Gender
Of the 349 individual submitters (218 whose names were given and 131 whose names were
withheld), we were able to classify the gender of 160 people; 120 (75%) were female, 40 (25%) were
male.
Mental Health
Of the 349 submissions we could analyse, 21 submissions reported to the Committee they had had
thoughts of, or frequently contemplated suicide. Who is caring for these people as part of this
Inquiry process?
Travel history
Of the 349 submitters, 47 (13%) reported they had never been overseas.
Dismissal by Infectious Disease Specialist
Of the 349 submitters analysed, 101 (28%) reported dismissal by an Infectious Disease Specialist
(IDS).
As the Committee heard from the testimony of Dr Gary Lum of the Australian Government’s
Department of Health, the recommendation is for patients suspected of a Lyme-like illness to be
referred to an IDS. Yet submissions to this inquiry recount appalling stories of the disrespectful and
discriminatory treatment suffered by those consulting with IDS.
Alarmingly, we recently witnessed the confusing Medical Journal of Australia article authored by an
IDS and co-authored by Dr Gary Lum, asserting that “Clinicians and medical scientists in Australia are
able to identify and fully characterise unexpected or previously unknown pathogens, as evidenced
by the recent report of a Babesia infection.” But they neglected to report that they were only able
to find the Babesia organism after their patient died; that’s hardly comforting for patients.
In the same paper, the very next paragraph provides an admission that “Some may have illnesses
caused by tick-borne bacteria or viruses that are yet to be identified but which may be widely
distributed in Australia.” The LDAA are disappointed that given this (rather obvious) admission, the
general IDS community have not been actively championing the need for urgent research, but
instead, treating patients in an unprofessional, discriminatory and often distressing manner.
Acquisition
From the submissions we analysed, we recorded any documented place of acquisition of a Lyme-like
illness and classified it by state. The results are reported in Figure 5.
199 (73%) stated they had acquired their illness in Australia, 37 (13%) stated they acquired their
illness overseas and the location of acquisition for 37 (13%) was unknown.

Place of Acquisition
NSW
VIC
QLD
SA
WA
NT
TAS
Australia (State unknown)
USA
Europe
Asia
Africa
Pacific
Unknown
F IGURE 5: PLACE OF ACQUISITION

Total
75
19
58
2
26
2
4
13
16
8
6
2
3
37

Testing
Where a submitter provided information about the laboratories in which their samples had been
tested, we recorded the laboratories’ name. These are presented in Figure 6. 58% (203) reported
testing in more than one laboratory. Most people reported pursuing some kind of overseas
laboratory testing, which we know to be expensive and not reimbursed by Medicare or private
health insurers.

Laboratories used for testing
Australian Laboratories
Australian Biologics
Australian Ricksettsial Reference Lab
QML Pathology
St John of God Pathology
Westmead (ICPMR)
Western Diagnostics Pathology
Overseas Laboratories
Armin Labs (Germany)
IGENEX (USA)
Infectolab (Germany/ Denmark)
Fry Labs (USA)
Unknown
F IGURE 6: L ABORATORIES USED FOR TESTING

Total
64
11
2
2
2
1
12
96
42
2
48

Treatment
Where a submitter reported that they had obtained treatment, we recorded the location of their
treatment. 7% reported they had undergone treatment in more than one location. Worryingly, some
reported that they had never been treated.
Location of treatment
Australia
Belgium
India
Indonesia
USA
UK
None
F IGURE 7: TREATMENT LOCATIONS

153
1
1
1
14
2
9

Treatment type
Of the 349 individual submissions we analysed, where the type of treatment was reported, we
captured it in Figure 8. Clearly, antibiotics are the most common type of treatment encountered by
patients, followed by supplements and herbs, as described to the Committee as the gold standard in
treatment by Dr Horowitz. 32% (113) report undertaking more than one type of treatment.
Type of treatment undertaken
Antibiotics
Bio-resonance
Herbs
Hypothermia
Oils
Ozone
RIFE
Supplements
Other
F IGURE 8: T YPE OF T REATMENT

101
2
45
15
3
5
2
52
34

Differential diagnosis
We analysed the 349 individual submissions to determine if the submitter had a differential
diagnosis provided at any time during their illness. We recorded any other diagnosis the submitter
mentioned in their submission; Figure 9 reports the findings.
Diagnosis provided by medical professionals
ADD/ADHD
Adrenal Fatigue
Anxiety
Autonomic nervous system dysfunction
B12 Deficiency
Bipolar Disorder
Blood pressure low
CCSVI
CFS / ME
Coeliac disease
Conversion Disorder
Costochondritis
CREST
Cushing’s disease
Dengue Fever
Depression
Diabetes
EBV
Fibromyalgia
Folliculitis
Gastritis
Hashimoto’s
Hernia
Hyperesthesia
Active imagination
F IGURE 9: DIFFERENTIAL DIAGNOSIS

8
13
21
3
2
3
5
3
87
1
6
4
1
1
2
42
5
16
42
1
4
7
1
1
3

Irritable Bowel Syndrome
Lattice Degeneration
Lupus
Meniere’s
Meningitis
Mental Disorder
Migraine
MS
MSID
Osteoarthritis
Pancreatitis
Parkinson’s
Peri-Menopausal
Post Viral Fatigue
Psoriasis
Psoriatic Arthritis
PTSD
Poly arthroplasty/myalgia
Postural Tremors
Pyrrole's Disorder
Reactive Arthritis
Rheumatic fever
Ross River Fever
Thyroiditis/Graves
Rheumatoid Arthritis

12
2
11
2
5
18
10
28
1
5
2
3
2
13
2
3
5
7
2
4
4
1
9
8
15

Type of infection or co-infection
Of those who reported or named an infection they have been diagnosed with, we recorded the
name as provided. The most common infections reported are listed in Figure 10. 156 people
reported having more than 1 infection; this makes their treatment much more complicated.
Infections reported
Borrelia
Anaplasma
Babesia (unstated strain)
Babesia duncani
Babesia microti
Barmah Forest virus
Bartonella (henselae)
Blastocystis hominis
Brucella
CMV
Cocksackie virus
Coxiella burnetiae
CPN
Diantomeoba fragilis (parasite)
EBV
EMV
Ehrlichia
HSV / Zoster
Hashimoto disease
Mycoplasma
Mycoplasma fermentans
Parvo
Pyrroluria
Q Fever
Rickettsia Spotted fever group
Ross River Fever
Strep
Toxoplasmosis
Typhus
Other
F IGURE 10: I NFECTIONS REPORTED

118
1
64
10
1
5
76
4
1
5
4
1
23
2
22
1
12
3
3
30
3
3
3
5
50
12
3
3
7
22

Number of people infected
36 of the individual submitters reported that more than one person in their family were affected
with a Lyme-like illness. From the data, we note that four submitters reported four or more family
members with Lyme-like illness.

In-utero infection
16 submitters report that their infection was acquired in-utero; their mothers had a Borrelia
infection and passed it onto them. These people have lived their entire lives with Borrelia infection.
Their long term prognosis is not known.
Costs
Of those who reported the cost of their treatment, the combined value of treatment reported is
$2,725, 881. The average treatment cost reported is $42, 561.
Of those who reported any loss of income, the combined value of the reported loss is $1,768,031.
The average loss of income was $43,122.
Noting this was a sample of 349 submitters, and only those who reported their actual costs, it is
mindboggling to think of the entirety of cost that has been shifted onto the patient community due
the political and scientific ignorance of this disease in this country. With this scale of financial loss, a
class action is inevitable.

While the LDAA volunteers have only had the capacity to assess 432 of the submissions provided as
part of this inquiry, the significant statistical data collected as part of this inquiry provides the first
official evidence of the prevalence of an Australian Lyme disease. Yet the absence of a complete
statistical analysis of the 1268 submissions by the Australian Government’s Department of Health
further illustrates the entrenched and ongoing ignorance that surrounds the issue of Lyme-like
illness in Australia.
While LDAA volunteers were busy reading and classifying the 432 submissions, the Department of
Health’s Dr Gary Lum found time to author an article published in the Medical Journal of Australia,
denying the existence of Lyme disease in Australia. We ask the Committee to refer the robust
epidemiological data provided to this Inquiry to the Department of Health for complete and proper
analysis and reporting, as is their role in protecting the health of the Australian public.

(E)ToR potential investment into research to discover unique local
causative agents causing a growing number of Australians debilitating
illness
A proposal for the National Health and Medical Research Council - Targeted
Call for Research
As part of this inquiry Prof Anne Kelso, Chief Executive Officer of the NHMRC, gave evidence at a
public hearing in Canberra on 20 April 2016. Prof Kelso outlined the Targeted Call for Research (TCR)
concept and new online “mechanisms by which community and professional groups can assist
NHMRC in identifying important under researched areas of unmet need.”18
Prof Kelso went on to suggest that the recommendations of the committee would “assist NHMRC in
rolling out a series of targeted calls for research to address significant government and community
health needs which are not already being supported through our other funding schemes.”
In response to Prof Kelso’s comments the LDAA prepared and submitted a proposal to the NHMRC
titled ‘A proposal for the National Health and Medical Research Council - Targeted Call for Research’,
to meet the 16 September deadline for the second round of research calls.
Proposals to the NHMRC are not public. As such the LDAA provides a copy of the proposal
addressing all areas of NHMRC requirements at APPENDIX 7.
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Prof Anne Kelso, Committee Hansard, Canberra, 20 April 2016, p. 4.

Response to Questions on Notice
Question 1: Could you please tell the committee, based on your experience
with people who are affected with Lyme-like illness, what options are
available to them in Australia?
In our experience, there are three primary options available for patients in Australia;
1. to consult an Australian ‘Lyme-literate’ doctor, such as a member of the Australian Chronic
Infectious and Inflammatory Diseases Society (ACIIDS), for treatment that generally involves
pharmaceutical antibiotic treatment, herbal antimicrobials and dietary supplements and
rehabilitation recommendations/referrals. Pharmaceutical antibiotics are usually
administered orally, although a small number of patients use a PICC if deemed appropriate
by their doctor. Additional treatment is also provided as needed for any conditions
experienced by the patient that may not be directly related to tick-borne disease.
2. to consult a Lyme-literate naturopath, for treatment as above, excluding pharmaceutical
antibiotics. Some patients choose to use both a doctor and a naturopath.
3. to consult with a Lyme-literate doctor or naturopathic doctor located overseas via Skype.
This doctor will work in conjunction with the patient’s GP, who will prescribe the
recommended pharmaceutical antibiotic treatment.
The details of these ‘Lyme literate’ professionals are provided to the LDAA by the existing patient
community. We then share this information with new patients who contact us for assistance. This
information is shared via email, not published on our website, to minimise the risk of harassment of
practitioners, by those who do not recognise Lyme-like illness.
We do not provide reviews or make specific recommendations regarding the practitioners; we
simply pass on their details.
Due to the small number of practicing Lyme-literate professionals, patients are unlikely to have one
in their local area. Figure 20 in the LDAA’s submission to this inquiry (#528) reveals that almost 44%
of 862 survey respondents have travelled distances of greater than 101 kilometres in order to access
treatment for Lyme-like illness within Australia. To counteract this, some practitioners offer follow
up appointments via Skype or telephone. Unfortunately, such consultations cannot be claimed via
Medicare or private health fund.
132 surveyed patients revealed that they are not currently undergoing treatment. Their free text
answers include the below reasons:
I took antibiotics for 5 weeks, starting 14 days after the bite. My blood might still be
positive but I don't have any symptoms anymore
I have severe chemical sensitivities and am unable to tolerate medication or
antibiotics
I'm trying to find a doctor who will be able to treat me

I had to go off them because I am the carer for my husband who has chronic Lyme
disease and who is currently much sicker than me so we cannot afford the time or
money for me to continue treatment at present
Lack of available treating practitioners is certainly a problem. At the Sydney hearing for this
inquiry, Dr Richard Schloeffel advised the Committee that he has 800 people on his waiting
list.

Question 2: Some witnesses [Assoc. Prof. Samuel Zagarella, Australasian
College of Dermatologists, Perth, 14 April] have suggested that nonmainstream treatment has not been proven to help. What is your view on
this?
In his testimony, Assoc Prof Zagarella defines mainstream treatment for ‘proven Lyme disease’ as ‘a
two week course of antibiotics.’ We assume that he is referring to the recommendations of the
Infectious Diseases Society of America (IDSA). We note that the IDSA’s guidelines have been
considered controversial in America for many years.
In 2003, the International Lyme and Associated Diseases Society (ILADS) expressed concern, stating
that the guidelines “…fall short of meeting the needs for diagnosis and treatment of individuals with
chronic Lyme disease. The latest IDSA Guidelines (2000) fail to take into account the compelling,
peer-reviewed, published evidence confirming persistent, recurrent and refractory Lyme disease and,
in fact, deny its existence."19
The IDSA reviewed their guidelines in 2006, but did not make any changes. Corruption within the
IDSA was suspected, and an anti-trust investigation was launched. At its conclusion, Attorney
General Richard Blumenthal reported that "The IDSA's 2000 and 2006 Lyme disease panels refused
to accept or meaningfully consider information regarding the existence of chronic Lyme disease, once
removing a panellist from the 2000 panel who dissented from the group's position on chronic Lyme
disease to achieve "consensus."20
Despite this, the American federal government continued to promote the IDSA guidelines.
Some American state governments were so concerned by the perception that long term antibiotic
treatment was inappropriate that they introduced ‘doctor protection’ legislation. These laws
acknowledge the existence of chronic Lyme disease (CLD), and the right of doctors to treat it.
In New York, doctors using long-term antibiotic treatment were investigated by the Office of
Professional Medical Conduct. In 2002, the New York Assembly discussed this issue. The related
documentation recognises the existence of CLD by stating “Patients in whom [Lyme] disease is not
caught early and who are not treated adequately can progress to chronic disease with infection of
19

International Lyme and Associated Diseases Society, Evidence-based guidelines for the management of Lyme disease,
2003, p4, http://www.ilads.org/lyme/ILADS_Guidelines.pdf
20 Office of the Attorney-General, Attorney General’s Investigation Reveals Flawed Lyme Disease Guidelines Process, IDSA
Agree to Reassess Guidelines, Install Independent Arbiter, 1 May 2008,
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the central nervous system…” The Assembly voted that “insurance companies and the Office of
Professional Medical Conduct cease and desist from targeting [these] physicians.”21
Also in 2002, the Rhode Island General Assembly passed a ‘doctor protection law’. This defined Lyme
disease as “the clinical diagnosis by a physician of the presence in a patient of signs and symptoms
compatible with acute infection with Borrelia burgdorferi, or with late stage or chronic infection
with Borrelia burgdorferi, or with complications related to such an infection.”22 The law ruled that
doctors couldn’t be disciplined for treating CLD with long-term antibiotics. Five other states have
since introduced similar legislation.23
(Six states out of 50 mightn’t seem many, but Lyme disease is far more common in some states than
others, due to varying tick populations.) All of the legislation recognises the existence of CLD, either
directly or indirectly.
In 2003, the Rhode Island General Assembly introduced legislation requiring health insurers to cover
long-term antibiotic treatment for CLD.24 The legislation was trialled for a year. In 2004, it was made
permanent.25
In 2010, the Commonwealth of Massachusetts passed legislation formally allowing long-term
antibiotic therapy for Lyme disease.26
In August 2016, they passed further additional legislation requiring insurance policies that cover
medical expenses to “provide coverage for long-term antibiotic therapy for a patient with Lyme
disease when determined to be medically necessary…”27
All treatment guidelines endorsed by the American federal government are published on its National
Guideline Clearinghouse (NGC) database. The NGC is managed by the Agency for Healthcare
21
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Research and Quality (AHRQ). The AHRQ describes the database as "an Internet-based resource that
contains evidence-based clinical practice guidelines and related documents...an accessible
mechanism for obtaining objective, detailed information on clinical practice guidelines and to further
their dissemination, implementation and use.”28
In early 2016, the IDSA guidelines were removed from the NGC database. They failed to meet new
'Standards for Developing Trustworthy Clinical Practice Guidelines'.29 The IDSA has estimated the
development of its revised guidelines will take 2-5 years.30
It is important to note that the ILADS guidelines did meet the new standards. They are currently the
only Lyme disease guidelines on the NGC database. The ILADS guidelines recommend long-term
antibiotic treatment when short term regimes have proven insufficient.
The authors say “…we moved away from designating a fixed duration for antibiotic therapy and
instead encourage clinicians to tailor therapy based on the patient’s response… We not only
recommend that clinicians perform a deliberate and individualised assessment of the potential risks
and benefits of various treatment options before making their initial selection, we also recommend
careful follow-up because this allows them to adjust therapy as circumstances evolve. This patientcentred approach should reduce the risk of chronic illness due to inadequate antibiotic therapy.”31
Unfortunately, other American government agencies have not yet updated their websites to reflect
this. The Centres for Disease Control and Prevention, for example, still advises audiences to consult
the IDSA guidelines for Lyme treatment.32 Their definition of Post-Treatment Lyme Disease
Syndrome also specifically mentions the outdated 2-4 week antibiotic regime.33
The National Institute of Allergy and Infection Diseases’ (NIAID) page also refers to the IDSA
antibiotic regime. The NSW Health Lyme disease fact sheet also refers to this outdated advice.
The LDAA believe that long term antibiotic treatment can be successful in treating both Lyme and
Lyme-like illness. We have witnessed the significant and sustained improvement of health in patients
who have undergone such treatment. We have heard from patients who have experienced regular
Herxheimer reactions for months into antibiotic treatment; these reactions involve a short term
intensification of symptoms as a result of successful bacterial die off. Some patients consider
themselves ‘in remission’ or even ‘cured’.
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The Committee has read the submissions of patients, and heard testimonies including those who
offer objective evidence of improvement resulting from this treatment, such as SPECT scans.
In the Sydney hearing 2 November 2016, ACIIDS’ Chairman, Dr Richard Schloeffel stated “Seventy per
cent of my practice's patients recover fully and get on with their lives. They work, they get married,
they have children, they study and they come back and visit. They send me postcards. Some of them
have been bedridden, housebound, wheelchair-bound, seizing and unwell. I have treated them
appropriately with appropriate care and they have fully recovered.”34
While 70% is not an ideal figure, it brings hope to many despairing patients; that hope is realised for
most of them. We note that treatment for Lyme disease overseas also has a less-than-perfect
success rate. We attribute this to the severity of damage caused by delayed diagnosis, and a lack of
research. We also note that the treatment of many serious illnesses does not have 100% success
rate. Chemotherapy for cancer patients is the obvious example. Yet cancer patients aren’t denied
their right to treatment.
During the Perth hearing, Prof Collignon suggested improvements in patients’ health may be
resulting from “a placebo effort, or the natural course of the disease.”35 We dispute this. A placebo
effect cannot cause clinically observed Herxheimer reactions, improved SPECT scan results and the
regaining of normal life as outlined by Dr Schloeffel above.
Table 1 of the LDAA’s initial Submission reveals that it takes an average of 10.75 years from the time
of tick bite, for patients to receive diagnosis. Figure 19 shows that 33.51% of patients consult more
than 10 doctors prior to diagnosis. We wholeheartedly agree with the submission of patient Naomi
Hart, who points out “And when people suggest it could be a placebo effect, I ask, what about the
50-100 treatments I tried before this? Why didn’t they work as a placebo?”
Prof Collignon’s alternative explanation of “the natural course of disease” relies on a huge amount of
coincidence; that after more than a decade of illness, the disease spontaneously resolves in the
period following initiation of treatment by a Lyme-literate practitioner.
LDAA volunteers are very involved with the patient community, including online groups with over a
thousand members. We currently collaborate with 14 patient groups representing all states and
territories of Australia, and one group from New Zealand. We have never heard of a spontaneous
resolution of illness occurring, either directly or via a third party.
The Professors expressed the opinion that studies prove that long term antibiotic treatment is
ineffective for Lyme disease. We dispute that these findings are conclusive, based on not only our
own experiences, but the fact the ILADS guidelines were accepted onto the evidence-based NGC,
while those of the IDSA were withdrawn.
That said, we are aware, of course, that CLD and its treatment are the subject of controversy. The
CDC and NIAID sites make particular reference to that.
There are two key research areas relating to CLD:
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•
•

the existence of chronic Borrelia infection after 2-4 weeks antibiotic treatment; and
the impact of long-term antibiotic treatment on chronic Borrelia infections

There are literally hundreds of peer-reviewed studies on these topics. For the purpose of addressing
this question, we’ll focus on the research that the CDC and NIAID refer to.
Chronic Borrelia infection after 2-4 weeks treatment
Although the CDC and NIAID express doubt about the existence of CLD, they do acknowledge recent
studies regarding Borrelia infections persisting in animals after antibiotic treatment.36
A summary of the studies are as follows:
Persistence of Borrelia burgdorferi in Rhesus Macaques following Antibiotic Treatment of
Disseminated Infection, 201237
In this NIAID-supported study, Rhesus Macaques monkeys were infected with B. burgdorferi
spirochetes. These monkeys were chosen “as they can reproduce many of the key signs of human
Lyme disease, including neuroborreliosis.” There is also a similarity in the way the relevant antibiotics
move through their bodies, compared with human bodies.
Six months after infection, the monkeys were given ceftriaxone via IV for 30 days. They were then
given doxycycline capsules for 60 days. Pathology testing was then carried out to identify signs of
remaining Borrelia.
The study reported that “B. burgdorferi antigen, DNA and RNA were detected in the tissues of
treated animals”. It goes on to state that “Our results indicate that disseminated spirochetes of two
different B. burgdorferi strains can persist in the primate host following high dose, or long-lasting
antibiotic therapy.”
Spirochete antigens persist near cartilage after murine Lyme borreliosis therapy, 201238
This study used laboratory mice infected with B burgdorferi. A month after infection, some mice
were given a 30 day doxycycline regime. Others were given ceftriaxone for five days. Tests were then
conducted to identify any sign of remaining Borrelia. Borrelia spirochete antigens were located in
the connective tissues.
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The authors state “This is the first direct demonstration that inflammatory B. burgdorferi
components can persist near cartilaginous tissue after treatment for Lyme disease. We propose that
these deposits could contribute to the development of antibiotic-refractory Lyme arthritis.”

Remains of Infection, 201239
This article provides an overview of the controversy surrounding CLD. It also summarises relevant
studies, including (but not limited) to those above. It refers to these as “compelling evidence.”
Resurgence of Persisting Non-Cultivable Borrelia burgdorferi following Antibiotic Treatment in
Mice, 201440
This study was also completed on mice infected with B. burgdorferi. A month after infection, the
mice were treated with ceftriaxone for 30 days.
Pathology testing was conducted on different mice 2, 4, 8 and 12 months after treatment. Borrelia
DNA was found on each occasion, with the frequency declining between 2-8 months. However, at
the 12 month mark, increased levels of B. burgdorferi DNA were found. The study notes that these
levels were similar to those in infected mice who had not been treated at all.
The authors state that “Results of this study demonstrated not only persistence, but also resurgence
of non-cultivable B. burgdorferi in tissues of mice at up to 12 months following antibiotic treatment.”
They also note that “The current study builds upon similar evidence of non-cultivable B.
burgdorferi persistence in studies involving dogs, mice and macaques…as in various animal studies,
persisting B. burgdorferi-specific DNA has been documented following antibiotic treatment in human
Lyme borreliosis.”
In light of these studies, NAIDA have expressed an interest in finding evidence of Borrelia in Lyme
disease patients who have undergone treatment. They state “In a first-of-its-kind study for Lyme
disease, NIAID-supported researchers have used live, disease-free ticks to see if Lyme disease bacteria
can be detected in people who continue to experience symptoms such as fatigue or arthritis after
completing antibiotic therapy. Larger studies are needed and ongoing to determine significance of
preliminary findings presented by Marques”41
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Details of the Marques study are below:
Xenodiagnosis to detect Borrelia burgdorferi infection: a first-in-human study, 201442
This study used ticks raised in a laboratory, to ensure they were disease-free. When the ticks were
ready for their first meal of blood, they were placed on people. These included patients who had had
Lyme disease for varying periods.
The ticks were then tested to see if they had contracted B. burgdorferi from the blood. B.
burgdorferi DNA was found in ticks that fed on a patient 8 months apart. That patient had already
been diagnosed with “post-treatment Lyme disease syndrome” prior to joining the study. The
patient had also completed antibiotic treatment more than three months prior to the study.

The impact of long-term antibiotic treatment on chronic B burgdorferi infections
The CDC and NIAID 43 refer to the following studies when discrediting long-term antibiotic treatment.
Two Controlled Trials of Antibiotic Treatment in Patients with Persistent Symptoms and a History
of Lyme Disease, 200144
This study was conducted 1997-2000 and funded by NIAID. It involved patients diagnosed with Lyme
disease who had experienced chronic symptoms for between 6 months and 12 years. The patients
had all been previously treated with antibiotics.
During the study, half of the patients were given 30 days of ceftriaxone via IV line, followed by 60
days of oral doxycycline. The other half were given placebos.
Patients completed surveys before commencing the study, and again at 30, 90 and 180 days. These
surveys documented patients’ quality of life as a result of their symptoms. Physical examinations,
neuropsychological testing and pathology testing were also completed at regular intervals.
55% of patients using the antibiotics “had improved health status” as measured by the surveys,
compared to 42% of the patients using placebos. While this result clearly indicates more
improvements in patients using antibiotics, the study’s authors did not consider the percentages to
be statistically significant.
We agree that a 13% difference between the two patient groups may not be very significant. As a
result, we believe the study could reasonably be considered inconclusive. Instead, the CDC and
NIAID are using it as evidence that long-term antibiotic use is ineffective. This contradicts the study’s
findings, however small the statistical significance might be.
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We note also that the daily dosage of doxycycline was only 200mg. In their 2008 treatment
guidelines, ILADS state that “…doxycycline can be very effective but only if adequate blood levels are
achieved either by high oral doses (300 to 600 mg daily).”45 We wonder if patients would have had
even greater improvements, had the treatment been considered adequate by ILADS’ standards.
The study reported that “evidence of persistent infection” was not found. This result is not
unexpected. Current pathology for Borrelia is not sufficiently reliable. That’s why the CDC advise that
Lyme disease is diagnosed based on symptoms.46

Study and treatment of post Lyme disease: a randomized double masked clinical trial, 200347
This study was also funded by NIAID. It involved Lyme disease patients with “persistent severe
fatigue at least 6 or more months after antibiotic therapy.” Half were given 28 days of ceftriaxone via
IV. The other half were given placebos.
Fatigue levels were measured via surveys. Cognitive function was also measured, via a “reaction
test”.
Again, the study reported some positive results. “Patients assigned to ceftriaxone showed
improvement in disabling fatigue compared to the placebo group”. However, “No beneficial
treatment effect was observed for cognitive function.”
Unfortunately, we only have access to the summarised version of this study. Our request to the
authors for the full text of the study was not granted. Because of this, we can’t tell you whether
there was in fact some improvement in cognitive function, that wasn’t deemed statistically
significant.
The study concluded that “Ceftriaxone therapy in patients with Post Lyme Syndrome (PLS) with
severe fatigue was associated with an improvement in fatigue but not with cognitive function or an
experimental laboratory measure of infection in this study. Because fatigue (a nonspecific symptom)
was the only outcome that improved and because treatment was associated with adverse events,
this study does not support the use of additional antibiotic therapy with parenteral ceftriaxone in
post-treatment, persistently fatigued patients with PLS.”
Again, we believe this conclusion to be unreasonable. We agree that fatigue is “nonspecific”. We
therefore wonder why scientists used it as their main criterion for selecting patients. We also
wonder why fatigue levels made up 50% of the measurable indicators of patient improvement
identified by the study. Cognitive function made up the remaining 50%. This is a very broad field that
was measured purely by the reaction test.
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We don’t consider “experimental laboratory measures of infection” to be significant. As earlier
mentioned, even approved laboratory testing can’t always identify infection.
Regarding the “adverse events,” the summarised version of the study states, “Four patients, three of
whom were on placebo, had adverse events associated with treatment, which required
hospitalisation.” Three of the four impacted patients weren’t even using antibiotics. The problem
wasn’t the antibiotics themselves, but rather the use of IV.
The treatment of CLD doesn’t require antibiotics to be administered via IV. Obviously, it’s preferred
in some instances, such as for patients with damaged guts, who cannot tolerate oral antibiotics. But
it’s not necessary for all CLD patients.
Many treatments for serious illnesses are risky. That doesn’t mean that patients aren’t treated.
Instead, doctors inform patients of the risks, and the patient decides whether to accept treatment. If
treatment is accepted, the risks are monitored accordingly. The Institute of Medicine calls this
“patient-centred care.” They define this as “Providing care that is respectful of and responsive to
individual patient preferences, needs, and values and ensuring that patient values guide all clinical
decisions.”48
Why should the treatment of CLD be approached any differently?
Furthermore, the study clearly states that it doesn’t support the use of one particular antibiotic via
IV to treat persistently fatigued patients. At no point does it state that any long-term antibiotic use
via any method is ineffective in treating patients, which is what the CDC and NIAID are implying.
Finally, we note that ILADS state that “Treatment of chronic Lyme usually requires combinations of
antibiotics.”49 This is due to a number of reasons:
i) no single antibiotic currently used to treat Lyme disease effectively kills bacteria in both fluid
and tissues
ii) treatment needs to address intracellular and extracellular bacteria
iii) Borrelia can change form to avoid the effects of certain antibiotics. Currently, no single
antibiotic kills all forms of Borrelia50
It is therefore unrealistic to expect broad results using a single antibiotic.
A randomized, placebo-controlled trial of repeated IV antibiotic therapy for Lyme encephalopathy,
200751
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This study involved Lyme patients with “objective memory impairment...marked levels of fatigue,
pain, and impaired physical functioning.” All patients had previously had at least three weeks IV
antibiotic treatment.
For the purposes of the study, patients received 10 weeks of either IV ceftriaxone or a placebo.
The study then looked for evidence of improved memory at Week 12. Patients were reassessed
again at Week 24, to see if any improvement had been sustained.
The group who received antibiotic treatment had generalised “moderate” improvements in cognitive
function in Week 12. The patients with “more severe” fatigue, pain and impaired functioning also
improved. At Week 24, only the improvements in pain and physical functioning were sustained.
The study concluded that “IV ceftriaxone therapy results in short-term cognitive improvement for
patients with posttreatment Lyme encephalopathy, but relapse in cognition occurs after the
antibiotic is discontinued. Treatment strategies that result in sustained cognitive improvement are
needed.”
We are disappointed that the conclusion doesn’t mention the sustained improvements in pain and
physical functioning. As for the cognitive issues, we believe more reasonable conclusions are that
more than one antibiotic should have been used, and/or that length of treatment was inadequate.
We are aware of many patients in Lyme-endemic countries who have required more than a year of
combined antibiotic therapy in order to sustain improvements.

We note that all three studies actually record improvements in patients using long-term antibiotics.
This occurred even when ILADS guidelines were not followed (ie inadequate dosage or failure to use
a combination of antibiotics.) It occurred despite the likelihood of patients also having coinfections,52which would result in more intense and varied symptoms. We believe that the fact the
CDC and NIAID were unable to reference any studies with no improvements shows that their
argument is far from conclusive.
We acknowledge that Prof Collignon also expressed concerns regarding health risks associated with
long-term antibiotic treatment. We have partly addressed that above, but would also like to share
the opinion of ILADS on this topic:
“Over two decades of experience in treating thousands of patients with Lyme has proven
that therapy… although intense, is generally well tolerated…Remember, years of
experience with chronic antibiotic therapy in other conditions, including rheumatic fever,
acne, gingivitis, recurrent otitis, recurrent cystitis, COPD, bronchiectasis, and others have
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not revealed any consistent dire consequences as a result of such medication use. Indeed,
the very real consequences of untreated, chronic persistent infection by B. burgdorferi can
be far worse than the potential consequences of this treatment.”53

Other “non-mainstream” treatments that were not mentioned by Assoc Prof Zaggarella and Prof
Collignon include hyperthermia treatment and blood ozone therapy. As such treatments are
relatively new, and only performed overseas, we cannot comment on them in detail. However,
anecdotal evidence from patients (including one of our own volunteers) indicates that these can be
successful.
Furthermore, we refer you back to the ‘Lyme Tick’ segment aired on the ABC’s 7:30 report in 1992,
as previously references in APPENDIX 2 where Dr Bernie Hudson, addressing his young patient,
mentions the 5th day of IV antibiotics provided, and note that she will be treated for 30 days of IV
antibiotics. We assert that we have regressed a long way since then with many of our patient cohort
unable to even obtain a 10 day course of oral antibiotics, for fear of turning Lyme sick patients into
super-bug resistant beings. This is discrimination of course; no other patient group is singled out as
one that generates super-bugs.
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Appendices

APPENDIX 1
Dr Michelle Wills – Qualifications, experience & publications

APPENDIX 2
ABC 7:30 REPORT
TITLE: LYME TICKS
JOURNO: MASTERS / DOUGLASS
DATE: 24/2/1992
FILE: Access via YouTube link https://youtu.be/wnnFrC2x-zA

APPENDIX 3
Interview with Dr Michelle Wills 10 November 2016
FILE: AUDIO mp3 Access via SoundCloud Link – [redacted}

APPENDIX 4
Letter from the University of Texas to Wills and Barry

APPENDIX 5
Sydney Morning Herald article, February 5, 1995

APPENDIX 6
Sydney Morning Herald Letter to the Editor, February 7, 1995

APPENDIX 7
Medical Journal of Australia – process of peer review and conflict of interest declarations

The Medical Journal of Australia (MJA) is owned by the Australian Medical Association. The MJA
“follows the guidelines” of the International Committee of Medical Journal Editors (ICMJE) and the
World Association of Medical Editors, in regards to peer review and conflict of interest. As far as we
can determine, it appears to be a voluntary code of practice.
The ICMJE provides a set of guidelines54 on author responsibilities in regards to declaring conflicts of
interest. They also provide information on the peer review process standards55. Ironically, the most
important statement notes that “reviewers should declare their conflicts of interest and recuse
themselves from the peer-review process if a conflict exists.”
We have not been able to establish how breaches to these rules are managed or how authors and
reviewers are held accountable, outside of the funding process.
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