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BACKGROUND 
 

On 13 March 2014 the Royal College of Pathologists of Australasia (RCPA) published a 

‘Position Statement’ on Diagnostic Laboratory testing for Borreliosis (‘Lyme Disease’ or 

similar syndromes) in Australia and New Zealand1.  According to the organisation’s website 

position statements “describe areas which lack clarity or opinions could vary [and] they state 

where the College stands on particular issues”.  The purpose of this paper is to expose the 

myths propagated in the RCPA’s ‘Position Statement’ and provide a counter argument.   

As background, the RCPA is the primary medical diagnostic organisation promoting the 

science and practice of Pathology in the Australasian region.  They focus primarily on the 

education, examination and certification of pathologists.  Through the National Pathology 

Accreditation Advisory Council (NPAAC) they also play a role in ensuring the quality of 

Australian pathology services and are responsible for the development of standards and 

guidelines for pathology practices.  The National Association of Testing Authorities (NATA) 

and the RCPA jointly perform accreditation assessment of pathology laboratories.  

Accreditation is required for pathology tests funded through Medicare2.  

COUNTER ARGUMENT 

 

INTRODUCTORY SECTION  
The introduction section opens with the statement “there is considerable public interest and 

misinformation regarding “Lyme Disease” in Australia”; the ’position statement’ then 

continues to propagate misinformation through the articulation of many inaccuracies which 

are not supported with references, nor even on topics that fall within the remit of the RCPA. 

Our response to each of the statements is dealt with in the order in which they appear.  

The statement that ‘only a small number of Ixodes species ticks have been confirmed as 

vectors of Lyme Disease’ is incorrect. There are multiple peer reviewed articles and a 

plethora of Australian research papers establishing the competence of ticks other than 

Ixodes species that are recorded in Australia3  

This section also refers to travellers returning to Australia with Lyme disease, but fails to 

mention - or consider- the growing number of patients with locally acquired Lyme-like 

 

1 Available at : http://www.rcpa.edu.au/Library/College-Policies/Position-Statements/Diagnostic-
Laboratory-testing-for-Borreliosis-Lyme 

2 ‘Pathology: The facts’ RCPA - http://www.rcpa.edu.au/getattachment/ae3b0567-5ccc-47bb-acbb-
d3f827aed9d6/FctSht-5-Path-How-Safe.aspx 

3 See http://www.lymeaustralia.com/tick-vectors-of-lyme-disease.html for a simplified chart with 
associated references. 

http://www.rcpa.edu.au/Library/College-Policies/Position-Statements/Diagnostic-Laboratory-testing-for-Borreliosis-Lyme
http://www.rcpa.edu.au/Library/College-Policies/Position-Statements/Diagnostic-Laboratory-testing-for-Borreliosis-Lyme
http://www.rcpa.edu.au/getattachment/ae3b0567-5ccc-47bb-acbb-d3f827aed9d6/FctSht-5-Path-How-Safe.aspx
http://www.rcpa.edu.au/getattachment/ae3b0567-5ccc-47bb-acbb-d3f827aed9d6/FctSht-5-Path-How-Safe.aspx
http://www.lymeaustralia.com/tick-vectors-of-lyme-disease.html


 

 

illness. Given the uncertainty around locally acquired Lyme disease, potential exposure to 

ticks in Australian bushland and rural areas should also be considered diagnostically 

relevant. There is growing evidence of Australians with pathologically proven Lyme disease 

who have never left the country (Mayne 2011, 2012).  

The section entitle ‘is there endemic Borreliosis (‘Lyme Disease’ or similar) in Australia?’ 

suggests that there are many regions in the world where Lyme disease has not been 

confirmed and the paper cites both South America and Australasia as two examples. This is 

incorrect as it fails to acknowledge the Brazilian (South America) experience of Lyme-like 

illness.  In Brazil, another southern hemisphere country with a similar climate to Australia, a 

new tick borne disease called ‘Baggio-Yoshinari Syndrome’ (BYS) has been established. The 

name Baggio-Yoshinari Syndrome was proposed to substitute all the previous 

nomenclatures given to Brazilian Lyme disease like illness or syndromes (BLDLS).   

BYS is found to “differ from classical Lyme disease observed in the Northern hemisphere but 

replicates most of the neurological symptoms observed in Lyme disease, except for the 

additional presence of relapsing episodes and the tendency to cause chronic neurological 

and articular manifestations” (Shinjo et al. 2009).  

According to Shinjo there are significant differences in laboratory reactivity during diagnostic 

testing: “low serological immune response to B. burgdorferi sensu lato or repeated negative 

PCR assays observed in BYS patients could represent laboratorial hallmarks of BLDLS, despite 

mistakes due to technical flaws”.  As such these issues should be of relevance to Australian 

pathologists interested in investigating Lyme like illness. In the case of BYS diagnosis is based 

upon two major and two minor criteria, only one of which relates to positive serology.  

The notion proposed in the ‘Position Statement’ that the lack of confirmation of Lyme 

disease, while present, has not yet been officially recognised is an illogical argument and 

contributes to the misinformation about Lyme disease in Australia.  A disease does not have 

to be ‘officially recognised’ to be present. It is more appropriate to note that the lack of 

formal recognition for the numerous research efforts cited have contributed to the systemic 

failure of this nation to recognise, diagnose and adequately treat the rapidly increasing 

numbers of Australians with Lyme like illness.   

The discussion proceeds with assertions about whether Lyme disease is endemic in 

Australia. For Lyme disease to be classed endemic by the Centres for Disease Control (CDC) 

in the United States, it requires two confirmed cases4. Using the CDC’s endemic 

classification, according to the Institute for Clinical Pathology and Medical Research’s 

(ICPMR) own data, there were two pathologically proven cases of Lyme disease confirmed in 

 

4 See http://www.cdc.gov/lyme/faq/#endemic 

http://www.cdc.gov/lyme/faq/#endemic


 

 

Australians with no history of travel5, as such it is incorrect to conclude that Lyme disease 

does not occur in Australia.  

The RCPA’s assertion that the ‘number of cases of Lyme disease in Australian patients 

remains small’ is incorrect and misleading and again contributes to the misinformation 

about Lyme disease.  The fact is there is insufficient scientific research on the topic, even 

though there is a growing body of anecdotal evidence.  The misconception there is ‘no Lyme 

here’ is exacerbated by the fact that there is no scientific evidence because no in-depth 

research has been conducted and no relevant data collected.  No Australian jurisdiction 

collects data on Lyme disease so there is no data available to support the growing anecdotal 

evidence because collection is not currently justified; this is due to lack of scientific 

evidence.  The most irredeemable statement currently used in regard to the Lyme situation 

in this country is that “there is no evidence to suggest…….“.  It is disappointing to the LDAA 

to see this position perpetuated again within the Pathology community.  

The paper goes on to make additional assertions about the presence of Ixodes ticks in 

Australia, but notes that “none of the overseas Ixodes species known to carry Borrelia spp. 

occur in Australia”. Furthermore it asserts that “previous research efforts have failed to 

demonstrate the presence of Lyme disease-causing Borrelia in Australian ticks” and that 

“examination of Australian ticks to date has not detected Borrelia spp. in them, and … as at 

January 2014, Australian ticks are not thought to carry the Borrelia spp. that can cause Lyme 

disease”.  

The LDAA note that there are numerous findings relating to the incidence of Lyme Borrelia in 

Australia, included but not limited to the following:  

• Mackerras (1959) reported the isolation of Borrelia from Australian fauna including 

kangaroos, wallabies and bandicoots.  

• McCrossin (1986) reported on ‘Lyme disease on the NSW South Coast’ in a letter to 

the Medical Journal of Australia.  

• Rothwell et al. (1989) also reported on ‘Suspected Lyme disease in a cow’ in the 

Australian Veterinary Journal. 

• Carley and Pope (1962) identified an Australian strain of Borrelia they named 

Borrelia queenslandica isolated from wild rats. 

• Wills and Barry (1991) assert more than a dozen Australians on the northern 

beaches of Sydney and in the Hunter Valley have acquired Lyme disease, as reported 

in a letter to the Medical Journal of Australia. In addition, it found 70 of 167 of 

Australian ticks were culture positive for Borrelia-like spirochaetes 

• Hudson et al. (1994) reported on Lyme in the article ‘Does Lyme Borreliosis Exist in 

Australia?’ in the Journal of Spirochaetel and Tick-Borne Diseases.  

 

5 See 

http://www.nrl.gov.au/CA25782200833499/All/B6B1467B023EF562CA257A63000084BB/$file/David_

Dickeson.pdf   

http://www.nrl.gov.au/CA25782200833499/All/B6B1467B023EF562CA257A63000084BB/$file/David_Dickeson.pdf
http://www.nrl.gov.au/CA25782200833499/All/B6B1467B023EF562CA257A63000084BB/$file/David_Dickeson.pdf


 

 

• Mayne (2012) also provided evidence of Borrelia burgdorferi genotypes in Australia 
obtained from erythema migrans tissue after tick bite.;  

As far back as 1994, researchers Michelle Wills and Dr Bernie Hudson proposed existence of 

an Indigenous form of Lyme disease based on data collected since 1991 (Hudson et al. 1994).  

When they tested the blood of these candidate patients, they discovered antibodies to 

European strains of Borrelia - Borrelia garinii and Borrelia afzelii, while antibodies to Borrelia 

burgdorferi were uncommon. 

Within the medical fraternity, the current status of Lyme disease is based upon an outdated 

1990’s study.  Since the study concluded Borrelia burgdorferi was not present in Australian 

ticks, further research has not been conducted in the intervening years. Hence, it would be 

more correct to state, “as at 1994, Australian ticks were not thought to carry the Borrelia 

spp. that can cause Lyme disease”.  

The RCPA notes, “only a genuine case in a non- travelling Australian patient would confirm 

the disease as being present in Australia”. This statement fails to acknowledge the findings 

of one of its own laboratories, mentioned earlier and of the work by Dr Peter Mayne (2011) 

which detected Borrelia burgdorferi sl. in tissue obtained from Erythema Migrans lesions on 

patients bitten by ticks in New South Wales.  Following the logic presented by RCPA, and 

applying the CDC’s ‘endemic’ criteria, these studies confirm the presence of Lyme disease in 

Australia as endemic. 

CLINICAL PRESENTATION IN LYME DISEASE  

The LDAA contends that provision of guidelines asserting the Clinical Presentation of Lyme 

disease is not within the scope of the RCPA; hence this section must be regarded with 

caution. In addition, the material presented appears to be largely based on North American 

presentation of the illness, which RCPA acknowledges differs from that of Europe and Asia 

and may not be at all relevant in the Australian clinical setting.  For contemporary 

information on the clinical presentation of Lyme like illness in Australian patients, the RCPA 

should refer to the LDAA’s Australian Patient Experience report (LDAA 2012). 

The RCPA is well aware of the current Clinical Advisory Committee on Lyme disease (CACLD,  

as its members are participating in the CACLD. As such, the RCPA would be aware of the 

recent public consultation on the Scoping Study on Lyme disease conducted by the 

Department of Health, where a significant program of research is being considered.  It would 

also be aware of the work currently underway to develop a diagnostic pathway and case 

definition for Lyme disease in Australia. As yet, the official group, the charter of which is  to 

determine the ‘case definition’ for Lyme disease in Australia has not published its definition.  

Instead the RCPA have pre-empted this advice and in publishing their ‘position statement’, 

for the purpose of educating Australasian pathologists, they define the clinical presentation 

of Lyme disease based upon guidelines that have been incorrectly referenced with no 

disclaimer they are from Europe.  The paper itself notes that clinical manifestations vary 

depending on where the infection was acquired, but omits to note that Australian 

presentations may be different again. The LDAA is unclear whether this was a deliberate 



 

 

omission, but asserts that such careless actions contribute to the misinformation about 

Lyme disease in Australia.   

Factually, Lyme disease or Lyme like illness has not been formally studied from a clinical 

perspective in Australia so NO scientific data supporting assertions on the clinical 

presentation of the disease exists. In light of the complexity of the research proposed by the 

Chief Medical Officer and the polarisation of most aspects of Lyme disease, including 

diagnostics and treatment, the LDAA is most interested to understand why the RCPA finds it 

necessary to attempt yet another description of the clinical presentation of Lyme disease for 

which it has neither experience nor authority.   

As such the RCPA should amend their ‘position statement’ by appropriately reporting the 

clinical presentation provided in the ‘position statement’ is derived from European 

guidelines which may not be relevant for Australian patients. Further, the quoted reference 

should be amended for accuracy as ‘ESCMID Study Group Report: Guidelines for the 

diagnosis of tick-borne bacterial diseases in Europe’ as published in Clin Microbiol Infect 

2004; 10: 1108-1132. For the purpose of full disclosure, the RCPA should also advise its 

members that there is a significant research agenda currently being scoped for Lyme disease 

in Australia which includes a clinical study of patients. It is the role of the RCPA to keep their 

members informed about such developments.  

‘CHRONIC’ LYME DISEASE 
The section following the commentary on clinical presentation of the disease introduces the 

controversy on the existence of ‘chronic’ Lyme disease. Rather than address and explain the 

controversy, the ‘position statement’ concentrates on the singular and narrow issue of sero-

positivity/sero-negativity and states that a sero-negative case of ‘chronic’ Lyme disease is 

“probably an incorrect diagnosis”.  

The LDAA asserts that a universally accepted definition of the term ‘chronic Lyme disease’ is 

needed. According to the CDC, the term is properly known as ‘Post Treatment Lyme Disease 

Syndrome (PTLDS)6’ and is meant to occur after a patient has received initial antibiotic 

treatment, currently recommended by the IDSA for up to 30 days.  On the other hand, the 

International Lyme and Associated Diseases Society (ILADS) uses the term ‘chronic Lyme 

disease’ to describe symptoms that occur within six months of a tick bite and which last for 

more than six months. Propagating the message that “the existence of chronic Lyme disease 

is disputed” without proper qualification or explanation is neither helpful nor educational.  

There are more than 77 peer reviewed studies7 indicating the persistence of Lyme disease 

after antibiotic treatment and there is increasing evidence suggesting that Borrelia may 

participate in “quorum sensing, biofilm-like behaviour, and persister cell induction”, which 

 

6 Refer CDC http://www.cdc.gov/lyme/postLDS/ 

 

7 http://www.lymeinfo.net/medical/LDPersist.pdf 

http://www.cdc.gov/lyme/postLDS/
http://www.lymeinfo.net/medical/LDPersist.pdf


 

 

helps explain its ability to survive not just initial antibiotic therapy, but ongoing aggressive 

antibiotic therapy as well (Bernston 2013). The LDAA considers these studies important and 

would expect that any pathologist interested in tick borne diseases and their pathology 

would benefit from this knowledge.  

Incidentally, the misquoted reference concludes that “the aetiological diagnosis of tick-

transmitted diseases is often difficult and relies on trained personnel in specialised 

laboratories using very specific tools. Interpretation of laboratory data is very important in 

order to establish the diagnosis”. The conclusion emphasises the critical role that 

pathologists have in Lyme disease, as such they need full disclosure and contemporary 

information about all aspects of Lyme disease and they should be receiving this in an 

unbiased manner from their professional association, the RCPA.  

TREATMENT 
The final paragraph of the clinical presentation section asserts that long term antibiotic 

treatment for Lyme disease is regarded as inappropriate, citing the previously discussed 

incorrect reference and a reference to the CDC. The LDAA contends that the RCPA steps 

completely outside of its remit by commenting on treatment protocols as part of its 

‘position statement’.  

The LDAA’s rudimentary investigation of ‘position statements’ published by the RCPA note 

that they are generally high quality documents, focused on a particular issue, highly 

referenced with clear articulation of authorship. The paper presented on Lyme disease falls 

well short of the standard that might realistically be expected of the primary organisation 

responsible for the education of pathologists. The paper itself has minimal (and incorrect) 

references for the assertions it makes and no articulation of the paper’s author and his/her 

qualification.   As such it is presented more as an opinion paper that omits to educate its 

members on the current state and review of Lyme disease in Australia and only serves to 

contribute to the growing misinformation about Lyme disease in this country.  

SYNDROMES RESEMBLING LYME DISEASE  

This section provides a commentary on Lyme like illness which is also outside the scope and 

responsibility of the RCPA and it promotes further misinformation.  The LDAA has found the 

situation contrary to the assertion proposed by the RCPA.  More than 70% of Australian 

patients, presenting with a Lyme like illness, spend an average of 6.6 years traversing the 

diagnostic dumping ground of other diseases while they succumb to further Lyme induced 

disability when it could have been avoided if proper and timely diagnosis was made. In fact 

the reverse situation is often true in that Lyme disease mimics many common conditions 

and pathologists should be educated to consider Lyme disease in differential diagnosis 

rather than look for ways to discount it.  It is immoral to trivialise this issue and irrelevant in 

the context of a pathology ‘position statement’.  

  



 

 

HOW TO DIAGNOSE LYME DISEASE IN THE LABORATORY  

This section states “in a non-endemic country such as Australia it is not possible to reliably 

diagnose Lyme disease on clinical symptoms and signs only.” The LDAA contends that there 

are extensive limitations in the current testing process and in the absence of certainty this 

places a greater emphasis on the clinical diagnosis of Lyme disease or Lyme-like illness.  

The RCPA states that laboratory testing is ‘essential’ in Lyme disease diagnosis. The LDAA 

counters that it is globally accepted that the presence of an EM rash following a tick bite 

provides sufficient clinical evidence for a Lyme diagnosis.  Laboratory support may be one 

important component, but it should NOT be stated as an absolute.  It would be remiss of 

doctors to subject their EM-presenting patients, with a recent history of tick bite, to 

unnecessary pathology procedures and their subsequent costs.  In fact the referenced CDC 

guideline for healthcare practitioners requires NO Laboratory confirmation in the presence 

of an EM rash.  As such the RCPA’s assertion to the contrary is inaccurate and deliberately 

misleading and merely serves to relegate those affected by Lyme disease to considerable 

disability because of further delay in diagnosis. One of the most serious challenges in Lyme 

disease or Lyme-like illness is obtaining a correct and timely diagnosis.  

In an article published in early 2013 researchers presented a simple and reliable process for 

the detection of live spirochaetes and cysts in the blood by the use of classic techniques in 

microscopy (Laane & Mysterud 2013). The diagnostic test proposed is a simple technique 

with a negligible cost and could be performed in almost any contemporary laboratory with 

an experienced microbiologist who is trained in identifying spirochaetes in their various 

forms.  This method would obviate the need for expensive two-tiered antibody related 

testing and potentially omit the controversy surrounding false negative / false positive test 

results, which rely upon the body mounting an appropriate immune response. 

It is this kind of research the RCPA should be disseminating and sharing amongst its 

pathologist in order to progress knowledge in this area not arbitrary opinions that are out of 

the scope of pathology such as those offered in this ‘position statement’.  

CHALLENGES OF LABORATORY DIAGNOSIS OF LYME DISEASE  

SEROLOGY 

“Patients with early infection may have negative serology, although this is very unlikely in 

those with long-standing symptoms”. Extensive research has addressed the concept of sero-

negativity, yet this is conveniently ignored in the paper. It must be emphasised that Lyme 

disease causes immune dysfunction; therefore isotype switching from IgM to IgG does not 

occur in all patients.  According to Dr McManus in her article, Assessment of Research into 

immune response to Borrelia (yet to be published), IgM is not a very high affinity antibody 

and it does not participate in antibody mediated /cell mediated immunity.  In Lyme disease, 

T-cell immunity is impaired and the body does not launch a typical response as in other 

infectious disease processes.  Indeed, many Australian Lyme patients are able to produce 

IgM and IgG positive tests results over a number of years.  



 

 

The discussion on serology fails to mention that the two specialist (NATA) laboratories 

(Institute for Clinical Pathology and Medical Research (ICPMR) at Westmead and Pacific 

Laboratory Medicine Services (PaLMS)) responsible for confirmatory immunoblot tests do 

not follow a standardised process in the type of test kits they employ, nor do they apply a 

standardised criteria by which they assess their results; see Figure 1. 
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Laboratory Pathology Service (100+) Westmead8 

Primary reference lab 

PaLMS 

Method 

- kit 

- strain(s) 

ELISA / IFAT 

- MarDX (Sonic)/ Vidas 

(BioMerieux) 

Varies  

ELISA 

- MarDx (Trinity Biotech) 

- B. burgdorferi 

ELISA 

- NovaLisa (NovaTec)  

- B. burgdorferi 

- B. afzelii 

- B. garinii 
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Method 

- Kit 

- Strain 

Referred to specialist lab  Western Blot 

- In-house whole cell 

lysate  

- B. burgdorferi 

- B. afzelii 

Western Blot 

-  EU Lyme + VIsE 

IgG(Trinity BioTech) 

- B. burgdorferi 

- B. afzelii 

- B. garinii 

Criteria  CDC Surveillance criteria 

5 bands 

European guidelines 

3 bands 

FIGURE 1: COMPARISON OF TEST PROCESSES 

To add to the complexity of the issue, the NSW Government recommends that clinicians 

’send their first tier test to their usual pathology service for a screening immunoassay. T his 

means that there are an unquantified number of pathology labs (NATA accredited) 

performing screening assays for Lyme disease and they are likely doing so with outdated test 

processes against a reduced range of identified strains.  

Following a highly unlikely positive result in an immunoassay, the NSW Government’s advice 

to clinicians requires that a "confirmatory immunoblot for antigens from Borrelia burgdorferi 

sensu lato genospecies (including B. afzelii, B. garinii)” be conducted. According to two 

major labs, referrals are made exclusively to Westmead, where it should be noted that 

Westmead is not testing for B. garinii, contrary to the Government’s advice.  

Furthermore the RCPA paper fails to note that in the 20 years since the Westmead testing 

methods were developed, six more pathogenic Borrelia s.l. genospecies have been 

 

8 Data obtained from 

http://www.nrl.gov.au/CA25782200833499/All/B6B1467B023EF562CA257A63000084BB/$file/David_

Dickeson.pdf 
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discovered, yet our labs and their pathologists have failed to develop appropriate tests for 

them.  

The RCPA assert that Australian reference laboratories are able to confidently detect Lyme 

acquired overseas. The LDAA has little faith in this statement, given that the Westmead 

testing process omits B. garinii, the main species present in Europe and Asia. 

In the second tier of the current process, serology samples are once again subject to 

outdated testing processes and then assessed against differing criteria in each of the labs. 

Immunoblot testing performed at Westmead applies the stricter CDC criteria, despite the 

fact that the CDC has clearly indicated these are not to be used for diagnostic purposes.   As 

such, it is statistically more likely that a patient will obtain a positive test from PaLMS 

because they are testing against a wider range of strains and applying a 3 band criteria for a 

positive result.  

Until further research determines the causative agent for Lyme-like illness is Australia, the 

LDAA recommends:  

1. standardisation of testing procedures across the Reference Laboratories; and 

2.  the immediate rollout of European test kits to the Westmead laboratory to enable 

the extension of their testing to include B. garinii  as is incorrectly asserted by the 

NSW Government; and that  

3. European guidelines for diagnostic criteria are applied, as they cover both the US 

and European strains of Borrelia.  

Through application of the European guidelines, whereby two or three bands denote a 

positive (depending on which bands are shown), as many as eight times more Australian 

patients would have tested positive on the Westmead immunoblot. 

In a 2012 paper, Westmead acknowledges that over 900 samples might have been classified 

positive, but report only 71 (or 4% of total specimens) as positive because of the ‘required 

five or more specific IgG bands’9. This does not take into account false negatives as a result 

of Westmead testing not considering B. garinii.   

The same Westmead paper states that “of these patients all were bitten by ticks in northern 

hemisphere countries except for two with no history of travel”.  The LDAA contends it is 

pertinent to note that the US CDC guidelines10 consider that two or more locally acquired 

cases will be considered endemic for Lyme disease. As such, using the CDC classification of 

endemic status and data from the Westmead (NATA accredited) laboratory, it is incorrect to 

state that Lyme disease is NOT endemic in Australia.   

The RCPA paper proceeds to discuss the C6 (or VlsE) EIA suggesting it may make 

confirmatory immunoblotting redundant. While initial studies developing the C6 peptide 

 

9 See http://sydney.edu.au/mbi/PDFs/richard-russellr-abstracts2012.pdf (page 19) 

10 See http://www.cdc.gov/lyme/faq/#endemic 

http://sydney.edu.au/mbi/PDFs/richard-russellr-abstracts2012.pdf
http://www.cdc.gov/lyme/faq/#endemic


 

 

ELISA showed benefits over two-tiered testing, a prospective study performed in 2008 

showed no statistical difference between the specificity and sensitivity of these two test 

methods (Steere et al. 2008). Given the limitations of the two-tier method, any revised 

testing process would need to be superior to assure potential patients that they could have 

confidence in their pathology results.  

Another testing method that should be investigated for use in Australia is the lymphocyte 

transformation test (LTT).  These measure the T-cellular activity in the blood against B. 

burgdorferi (von Baehr et al. 2012).  The LTT method can be effectively used to assess the 

success of treatment, with levels returning to normal once active infection is no longer 

present in the patient.  

There is an additional issue,  not well known amongst patients or Doctors, that the in vitro 

diagnostic (IVD) testing devices used in laboratory testing 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 200211.  Under Australia’s 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.  

The RCPA would know that the ‘class’ is partly determined by the “manufacturer’s intended 

use of the device”.  The product data accompanying the commercial test kits used in the 

NATA accredited laboratories states that “negative results (either first or second-tier) should 

not be used to exclude Lyme disease12” (from the MarDX ELISA test kit used at Westmead) 

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/burgdorferi13” (from the Trinity Biotech Western Blot test kit used at PaLMS).  

The LDAA and Lyme patients would like to know the RCPA view on this issue. This is a key 

component of pathology testing for Lyme disease in Australia yet is acknowledged by the 

manufacturers that the kits must be used with caution as the result may not be reliable. In 

this ‘position statement’, the RCPA educates pathologists that false positive results will 

occur in ‘low prevalence populations’ without any evidence to support the assertion that 

Australia is a low prevalence population.  

The RCPA omits any mention of co-transmission of tick-borne organisms. The LDAA notes 

that the experience of Lyme disease patients in Australia is that the vast majority of them 

are not only infected with Lyme disease but also other co-infections. The LDAA’s Australian 

 

11 http://www.tga.gov.au/industry/ivd-classification.htm#.UteEz_Lxvcc 

12 http://www.trinitybiotech.com/Product%20Documents/8696G,P,PJ-

MS%20B.%20burgdorferi%20EIA%20Test%20System.pdf 

13 http://www.trinitybiotech.com/Product%20Documents/44-2020GV-

29EN%20EU%20Lyme%20+VLsE%20IgG%20WB.pdf 



 

 

patient experience report also reflected that, due to treatment difficulties and/or lack of 

financial resources, patients are often not adequately treated for the co-infections and their 

Lyme disease. This frequently produces experiences of a more severe illness and 

debilitation.  Eminent Lyme disease specialist, Dr Richard Horowitz, recommends that 

patients be diagnosed with Multiple Systemic Infectious Disease Syndrome (MSIDS) so that 

the patient can be properly treated for all their infections concurrently (Horowitz, 2013). 

Dr Joseph Burrascano’s paper “Advanced Topics in Lyme Disease14”, states that “a huge body 

of research and clinical experience has demonstrated the nearly universal phenomenon in 

chronic Lyme patients of co-infection with multiple tick-borne pathogens. These patients 

have been shown to potentially carry Babesia species, Bartonella-like organisms, Ehrlichia, 

Anaplasma, Mycoplasma, and viruses.”  

In summarising the challenges in diagnosis of Lyme-like illness in Australia, the RCPA 

acknowledges that without knowledge of the causative bacterium it is impossible to design a 

proper serological test. This alludes to the fact that the current testing processes may be 

entirely inadequate for detecting the aetiological agent of Lyme-like illness within Australia. 

Despite this, RCPA promotes the opinion that laboratory testing is essential and downplays 

the importance of clinical diagnosis in Australia. 

The RCPA also casts doubt on the experience of patients and diagnosing physicians by 

suggesting their illness is only “potentially” acquired in Australia. For those patients who 

have never left Australia, there is little doubt as to where their illness was acquired. The 

LDAA’s Australian Patient Experience report noted 25% of patients with Lyme-like illness had 

not travelled outside Australia (LDAA 2012). 

The brief mention in the final summary on challenges of cross-reaction is misleading. The 

challenge posed by cross-reaction is not unique to Australia and the specificity of the test 

kits already acknowledges these limitations.  

The absence of an externally-monitored Quality Assurance Program (QAP) for Lyme disease 

serology in Australian laboratories is of great concern.  Given the noted lack of 

standardisations across the two Reference laboratories, and the significance placed on 

pathology testing, it is imperative an externally-monitored QAP be implemented 

immediately. The RCPA would do well to establish a transparent and peer reviewed QAP for 

Lyme disease so that Doctors, and patients, could have some confidence in the Australian 

testing process.  

The suggestion that Australia is a low prevalence population is not based in fact. As indicated 

earlier, Australia does not collect data on the prevalence of Lyme-like illness. If Westmead 

had applied the broader European guidelines, whereby three bands denote a positive 
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immunoblot, the percentage of positive patients would be 15%. Assessing testing at PaLMS, 

using this figure as the prevalence and actual assay specifications (sensitivity and specificity) 

gives a positive predictive value of 77%. If a patient received a positive result, it  is highly 

likely to be a true positive. Hence, unless the patient is shown to have a condition with 

known cross-reactivity, laboratories should not be discounting positives results as "false-

positive”.  

SEROLOGICAL DIAGNOSIS IN NON-NATA/RCPA ACCREDITED LABORATORIES  
The RCPA assert that the non NATA accredited laboratories in Australia, or overseas, are 

somehow inadequate because they have not been ‘validated’.  The LDAA assert this is a 

gross generalisation with no qualification of the types of testing being referenced.  

Furthermore, the RCPA neglect to provide the criteria these labs need to be validated 

against and then fail to note their earlier assertion that no QAP exists for Lyme disease 

serology Australia, not even for NATA accredited laboratories. The LDAA is unclear of the 

validation criteria to which these laboratories would need to comply and seeks clarification 

on this matter.    

A significant number of Australians are sending their blood to the overseas laboratories for 

testing, particularly the United States laboratory, IGeneX15.  Many patients report their 

IGeneX laboratory results are often discounted or ignored by Australian medical 

professionals who tell them the tests are invalid simply because they are a non-NATA 

accredited laboratory and implying they are inferior on this basis.  

On the contrary IGeneX is a specialised Tick Borne Disease reference laboratory, offering 

highly complex testing services that are certified and recognised by the American College of 

Pathologists and are US Medicare and are Medicaid approved.  IGeneX must submit to 

stringent quality standards and must also maintain licenses to perform patient testing from 

the states of California, New York, Maryland, Pennsylvania and Florida.  These licensing 

processes are more stringent than the NATA accreditation process required for Australian 

labs.   

Assertions by unnamed pathology experts in Australia that this laboratory in particular is 

inferior would be an interesting case to debate with the American College of Pathologists 

who do accept their testing services. The RCPA state that Australian expert pathologists, 

who are unnamed,  have determined these tests are invalid according to ‘consensus 

documents’ which readily acknowledged that “many insufficiently evaluated commercial kits 

for the detection of antibodies against B. burgdorferi are currently available, with different 

serological methods and test antigens being used. These kits have heterogeneous diagnostic 

properties that are often unknown to both the user (laboratory) and the requesting 

clinician”. The RCPA’s first quoted reference actually states “there is no single optimum test 

for the serodiagnosis of Lyme borreliosis”, yet the RCPA espouse the contrary. It is 
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interesting to note that the ONLY laboratories who seem to have difficulty in testing for 

Lyme disease are in fact those using commercial test kits.  

It is widely acknowledged that the accuracy and reproducibility of commercially-produced 

Lyme kits is generally poor. What the RCPA omits to note is that more positive Lyme disease 

tests originate from so called non-NATA accredited ‘specialised’ laboratories, which 

incidentally do not use these inaccurate commercial test kits. 

It is well worth noting that the referenced ‘consensus documents’ do not condemn 

immunoblot testing; rather they are skeptical of the ewer testing technologies that are yet 

to be validated. The majority of Australian patients sending blood tests overseas are, in fact, 

tested using the immunoblot. In spite of this the RCPA goes on to imply that they will rely 

primarily on the ‘consensus documents’ for their assertion that non-NATA accredited 

laboratories, or indeed overseas laboratory tests are invalid.   

It is disappointing that a leading Australian teaching organisation is unable to be proactive in 

learning from other jurisdictions and laboratories in order to solve the pathological puzzle 

that is Lyme disease and develop an effective solution for the Australian population.   

CONCLUSION  

Interestingly the RCPA find it necessary to inform their readers three times throughout their 

‘position statement’ that “Australian Reference Laboratories are able to confidently 

diagnose Lyme disease by serology”. This may well be the case; however, the same 

reference laboratories then conclude that those positive results are in fact false because 

they are using inconsistent interpretations of the result or they declare the positive result a 

‘false positive’, as evidenced by Westmead’s own data.  

The RCPA also conclude that “considerable progress has been made in the understanding of 

Lyme disease and its epidemiology as well as in the development of new assays to diagnose 

the disease”; Australian patients would contest this assertion. There has been no 

contemporary research conducted on Lyme disease and no attempt to understand the 

epidemiology in Australia. The RCPA’s statement is misleading and does nothing to recognise 

the significant effort initiated by Australia’s Chief Medical Officer (CMO) in establishing a 

Clinical Advisory Committee on Lyme disease. Furthermore, the work of the CACLD and the 

research programs proposed as a result of the CMO’s investigation into Lyme disease should 

be properly communicated to the Pathology community in an unbiased manner.  

A  definitive, endemic, Australian case of Lyme Disease has been confirmed on more than 

one occasion, in a patient who has never left Australia (Mayne 2011, 2012), yet the  findings 

are either not accepted by the medical establishment, or are arbitrarily defined as ’false 

positive’(Westmead example). The claim there is no evidence to support this as of January 

2014 is incorrect and misleading.  

The cautionary note added by RCPA is interesting in that it offers pathologists no advice on 

how they could ‘assist’ referring Doctors to interpret their laboratory findings. Sadly, many 

Australian patients are living with the results of the inaccurate and poorly designed 

laboratory testing processes used in Australia.  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.  

The LDAA has been reminded of the cascade of issues that has stalled the recognition of 

Lyme disease in Australia, including but not limited to: insufficient contemporary research 

into vector-borne diseases; inadequate and inconsistent testing processes; in combination 

with, a medical community that is under-educated on Lyme disease and reliant on official 

government advice stating there is ‘no Lyme here’.  The RCPA, in publishing such ‘position 

statements’ are complicit in perpetuating this misinformation.   
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