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TheraTest News: TheraTest EL-CCP/2™ ELISA assay cleared by  FDA

We are proud to announce that we received clearance from the FDA for the production and distribution of our newly developed test, the EL-CCP/2™ ELISA assay: 
104-121 
EL-CCP/2™ ELISA (1-plate kit)
104-122 
EL-CCP/2™ ELISA (2-plate kit)

This kit produces essentially identical results as the currently marketed DIASTAT Anti-CCP kit from Axis-Shield. The cut-off level is the same, and the unit values obtained by the TheraTest assay closely correlate with the DIASTAT unit values; hence, older results obtained by the DIASTAT assay can be compared to results obtained by the TheraTest kit without any conversion. 
The advantage of the TheraTest kit is that it is more economic and flexible regarding the number of specimens that can be run, as the kit contains individually usable wells instead of 8-well strips. Moreover, it allows us to hold down prices, which otherwise might go up depending on currency rates and price increase by the manufacturer. 
Save the date! The National Organization of Rheumatology Managers (NORM) holds its annual meeting on September 24-25 in Las Vegas, NV. Topics include coding and documentation, billing, HR policy, rheumatology from the patients’ perspective, as well as updates on legislative and CMS issues. For more information click http://normgroup.org/more_info.asp.
Product Spotlight: Antiphospholipid Antibodies 

The antiphospholipid syndrome (APS) is a systemic autoimmune disorder characterized clinically by recurrent thrombosis and/or pregnancy loss and serologically by the presence of antiphospholipid antibodies. The APS is strongly associated with other autoimmune diseases especially with lupus; however, the primary form of the disease is getting more attention recently, as it is recognized as a major risk factor for stroke and myocardial infarction before the age of 45. The hallmark of the disease is thrombosis, which can affect blood vessels of any type and any size. As a result, the spectrum of clinical symptoms is extremely wide, and besides one or more episodes of arterial, venous and small vessel thrombosis includes heart valve disease, thrombocytopenia, nephropathy, livedo reticularis and neurological manifestations, among others. Pregnancy morbidity varies from recurrent abortions to premature birth and eclampsia/preeclampsia. The laboratory criteria of the APS are the presence of antiphospholipid antibodies: lupus anticoagulant (LA), anticardiolipin antibodies (aCL) and/or anti-2-glycoprotein I antibodies (a2GPI). It is very important that these laboratory markers be detected according to approved guidelines, and be persistently present at medium or high levels (1). When testing for antiphospholipid antibodies, the followings should be kept in mind:

· The presence of any one of the three types of antiphospholipid antibodies (LA, aCL, a2GPI) is sufficient for the diagnosis of APL when it is accompanied by the appropriate clinical symptoms. Hence, testing for all three types of antibodies is necessary; aCL antibody testing alone is insufficient. Each antibody has unique characteristics regarding sensitivity, specificity and clinical associations. In general, the combined positivity of several antibodies usually confers higher probability for thromboembolic manifestations than does a single positive test. The presence of LA and IgG type a2GPI antibodies represents the highest risk.
· Antibodies should be present on two or more occasions; patients with positive test results should be retested in (not earlier than) 12 weeks to confirm persistency (infection- or drug-induced antiphospholipid antibodies are usually transient).
There has been remarkable progress in the technical aspects of antiphospholipid antibody testing, such as developing consensus guidelines and international efforts for better standardization (1). The list of known clinical manifestations continues to increase; for example, antiphospholipid antibodies have been recently implicated in atherosclerosis. 

TheraTest Laboratories offers the following products for antiphospholipid antibody testing: 

202-202 

EL-aCL™ Screen

201-202

El-aCL™ IgM, IgG, IgA

401-404

EL-2GPI™ IgM, IgG, IgA
If you would like to receive more information on antiphospholipid antibody testing or recent clinical research, contact gabriella@theratest.com for a collection of publications. 

What’s New in Rheumatology/Immunology?
Important findings from recently published studies: 


A cross-sectional multicenter study of 3286 Caucasian subjects has recently addressed the risk of coexisting autoimmune disorders in patients with autoimmune thyroid diseases: Graves'disease or Hashimoto's thyroiditis. The frequency of another autoimmune disorder was 9.67% in Graves' disease and 14.3% in Hashimoto's thyroiditis (p=.005). Rheumatoid arthritis was the most common coexisting autoimmune disorder (3.15% in Graves' disease and 4.24% in Hashimoto's). Relative risks of almost all other autoimmune diseases were significantly increased (>10 for pernicious anemia, SLE, Addison's disease, celiac disease, and vitiligo). These risks highlight the importance of screening for other autoimmune diagnoses if subjects with autoimmune thyroid disease present with new or nonspecific symptoms (2).

The treatment with anti-TNF agents has often been associated with the induction of autoantibodies (antinuclear, anti-dsDNA and antiphospholipid antibodies). A case study has recently described three patients with rheumatoid arthritis, psoriatic arthritis and seronegative inflammatory arthritis who were treated with etanercept. They developed deep vein thrombosis and/or pulmonary embolism one to three years after the initiation of etanercept therapy. All three patients tested positive for lupus anticoagulant that persisted after 12 weeks. Clinicians must keep in mind that treatment with anti-TNF agents may predispose patients to develop antiphospholipid syndrome associated with prolonged activated partial thromboplastin time, lupus anticoagulant positivity, or the presence of anti-2 glycoprotein I antibodies (3).
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