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Newsletter - December 2009
TheraTest News: Launching ANA Profiles™: ANA/7 and ANA/9 
Our goal is to continuously improve the quality and diagnostic efficacy of our tests. We are proud to announce the launch of two new EL-ANA Profiles products:

102-005 

EL-ANA Profiles™: ANA/7

104-005 

EL-ANA Profiles™: ANA/9

The ANA/7 assay measures the same antinuclear antibodies as the ANA/6, in addition to anti-chromatin antibodies. Anti-chromatin antibodies are characteristic to lupus and drug-induced lupus, and are usually present together with anti-dsDNA antibodies. However, anti-chromatin antibodies may be the first antibodies that appear during the development of the disease, and may be positive even when the anti-dsDNA antibody is negative. Their presence and level correlates with disease activity, especially with renal involvement. 

The ANA/9 is a modification of the ANA/8. Anti-histone was replaced by anti-chromatin, and 
anti-centromere antibody test was added to the assay. This way the ANA/9 became a comprehensive panel of antinuclear antibody tests, aiding the diagnosis of most systemic autoimmune diseases. 

We have already been working on training the laboratories and implementing these new assays. We hope that you will find the ANA/7 and ANA/9 assays useful in your practice. The ANA/6 is discontinued, but the ANA/8 still remains available. Please, do not hesitate to contact us with any questions or concerns, or if you need more information.  

Don’t forget about this upcoming event:
2010 Rheumatology Winter Clinical Symposium Maui, Hawaii (January 13-16, 2010). 
For the program, click: http://r-w-c-s.com/symposium-program-10.html.
The meeting features an “In-Office Immunology/Rheumatology Laboratory” workshop among other interesting, practical topics. Visit our booth, take a look at our new products, and discuss your experience and questions with us. We look forward to seeing you there!
Got an idea? Have a suggestion? Contact our R&D team at gabriella@theratest.com!
Spotlight: Serological Testing for Celiac Disease is Highly Cost Effective 

No CMS National Coverage Determination exists for laboratory testing for celiac disease. Our customers often turn to us with questions about indications and reimbursement issues. 

As celiac disease is a frequent (although often undiagnosed) condition, which can cause a vast variety of symptoms, the field of indications is very wide: besides gastrointestinal symptoms (abdominal pain, diarrhea or constipation), unexpected anemia, iron and vitamin deficiencies, osteoporosis, arthralgia, neuropathy, fatigue are the most frequent conditions. Because of the high frequency of associated rheumatologic diseases, testing of all patients with systemic or organ-specific autoimmune disorders is also justified. To support these claims, we list the most important information on the disease: 
· In the general US population 1 in 133 asymptomatic individuals has celiac disease based on the results of comprehensive studies. The prevalence in symptomatic patients (abdominal pain, diarrhea, constipation) is as high as 1:56. Among patients tested by general practitioners, 2.25% had celiac disease in a multicenter study. 

· Patients with celiac disease have significantly elevated mortality risk, mostly for disorders characterized by immune dysfunction (autoimmune/connective tissue disorders, infections) and lymphoma/cancer. 
· The NIH has recognized the significance of celiac disease and has called for education of physicians, other health care professionals and the public about celiac disease (http://consensus.nih.gov/2004/2004CeliacDisease118PDF.pdf)

· The serological screening for celiac disease involves measurement of IgA and IgG anti-tissue transglutaminase (anti-tTG) and anti-gliadin antibodies. These tests provide >95% sensitivity and specificity for detection. 

· By adhering to a gluten-free diet, the patient is essentially cured, and avoids significant further evaluations, diagnostic testing and request for care. Long term complications of undetected/untreated celiac disease include: anemia, osteoporosis, chronic fatigue, vitamin deficiencies, reproductive failure, and lymphoma. Gluten-free diet resolves the symptoms, prevents long-term pathological consequences, and greatly improves the quality of life.
· The strong association with other autoimmune diseases (Sjogren’s, thyroid disease, etc.) and the frequent rheumatologic manifestations (arthralgia, fatigue, osteoporosis, neuropathy) makes it likely that the frequency of celiac disease is much higher among patients presenting to the rheumatologists than in the general population. Calculating with the average Medicare fees, the approximately $76/test panel (anti-tTG IgA, IgG, anti-gliadin IgA, IgG) means $7,600 per 100 patients. Assuming an ≈ 4% frequency among rheumatology patients, this means $1,900 to discover (and treat) 1 patient, which results in a substantial future reduction in the cost of care. 
In conclusion, testing for celiac disease yields substantial cost savings to all third party payers.

--  If you need a collection of scientific publications on the issue, please contact us.  --
What’s New in the Rheumatology/Immunology Laboratory?
A few interesting findings from studies presented during the ACR/ARHP 2009 Annual Scientific Meeting:

An international, multicenter study found that serum concentrations of 25(OH)-D3 inversely correlated with disease activity in a group of 378 SLE patients (1). Low serum Vitamin D concentrations have been previously reported by other studies in several autoimmune diseases; this presentation further extends the importance and potential role of Vitamin D insufficiency in the pathogenesis of autoimmune disorders.  
Several studies investigated the mechanism of action of Methotrexate (MTX), a widely used antifolate drug in RA. MTX is a pro-drug, which is transformed to the effective MTX polyglutamates (MTXPGs) in vivo, through the addition of glutamic residues by an enzyme.

One study has demonstrated that the efficiency of the various MTXPGs depends on the number of added glutamic residues (2). Specifically, the increase of MTXPG3 levels to 132 nmol/L was associated with a 25.5-fold higher likelihood of response to MTX. Moreover, further addition of glutamic residues appeared to enhance the efficacy of MTX, as an increase in MTXPG5 levels to 51 nmol/L resulted in a 71.3-fold fold higher likelihood of response. Measurement of MTX metabolites in red cells may become an important management tool in RA.
Another study demonstrated that switching from oral to parenteral MTX produced significant clinical improvement through the accumulation of long-chain MTXPGs (3). When administered orally, the large interpatient variability in MTX absorption and activation often precludes the achievement of appropriate levels to maximize antiarthritic effects. 
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 - Wishing you Happy Holidays and a great, prosperous New Year! -
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