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November 25, 2013

Comments by the International Society for Clinical Densitometry on:

The Appropriate Use of Dual-Energy Absorptiometry (DXA) Scans in Women Under 65 Years Who Do Not Meet the Risk Factor Profile



The International Society for Clinical Densitometry (ISCD) is a multidisciplinary, nonprofit organization, founded in June of 1993, with over 3000 members.  The ISCD is a central resource for a number of scientific disciplines with an interest in the assessment of musculoskeletal health. The Society is the only one of its kind with membership of physicians, technologists, other allied health providers and scientists representing 30 disciplines including family practice, internal medicine, obstetrics, gynecology, endocrinology, gerontology, nephrology, orthopedics, pediatrics, radiology and rheumatology. The ISCD’s mission is to advance excellence in the assessment of skeletal health. As such, the ISCD offers comprehensive educational courses in bone densitometry and vertebral fracture assessment (VFA) and certification in dual energy X-ray absorptiometry (DXA) scan acquisition and interpretation for technologists and physician as well as facility accreditation. 

The ISCD strongly endorses the concept promoted by the ”Choosing Wisely Campaign” that physicians should critically assess common medical procedures and treatments to guard against overuse which can significantly impact both quality of care and our limited healthcare dollars. ISCD endorses the general concept that DXA should not be done for women younger than age 65 or men younger than age 70 who have no risk factors for low bone mass. However, the current proposal fails to list a number of other risk factors currently known (e.g. premature menopause, selective serotonin uptake inhibitors (SSRIs), proton pump inhibitors (PPIs)) and cannot anticipate other risk factors which might be identified in the future. Additionally, we recognize that there are occasional patients for whom knowing the BMD will alter their clinical management even if the pre-test probability of fracture is not moderate or high. Finally and most importantly, despite a common perception that DXA testing in women younger than 65 is overused a recent study contradicts this. 

The justification to evaluate for potential inappropriate use of DXA scans in women less than 65 yrs of age is based in part on recommendations from the National Physicians Alliance (NPA), through the “Promoting Good Stewardship in Clinical Practice” project, and the American Academy of Family Physicians (AAFP) as part of the “Choosing Wisely Campaign”. The NPA surveyed five working group members in Family Medicine and five members in Internal Medicine who both selected DXA as a “common clinical activity where changes in practice could lead to higher quality care and better use of finite resources.” Field testing among 83 (alpha) and 172 (beta) primary care physicians was felt to support the validity of DXA testing in younger women as an appropriate clinical measure, although it was recognized that “field testing relied on the opinions of physicians who participated in the survey rather than empirical data or actual implementation in practice.” [Arch Int Med 2011; 171:1385-1390] The inclusion by the AAFP of DXA testing in women younger than 65 with no risk factors in a list of “Fifteen Things Physicians and Patients Should Question” (Choosing Wisely Campaign) was based on the AAFP’s endorsement of the NPA recommendations outlined above. 
CMS actually recognizes the lack of evidence to support the overuse of DXA in younger women in the “Measure Justification, Quality of Evidence” section. However, a study by Schantz et al [Menopause 2011 Oct. :1072-8] is prominently featured in which “41.3% of women sent for a DXA scan should not have been tested because they did not meet the risk factor profile.” This was a small retrospective study of 615 women referred to a single private practice radiology office in Hartford, CT in 2007-2009.  Risk factors for DXA testing were based on the North American Menopause Society (NAMS) 2006 recommendations but remained essentially unchanged at 40% when the updated 2010 NAMS recommendations were utilized. 

Furthermore, a 2009 study by Kale et al [Arch Int Med 2011:171:1856-58] as part of the NPA initiative is also cited in the CMS proposal to underscore that inappropriate DXA screening in women ages 40-65 has a significant economic impact as it “accounts for $527 million in costs…and was second highest in the analysis of commonly overused clinical activities” which were surveyed.  Remarkably, the CMS proposal fails to describe the additional findings of the Kale study that only 1.4%  (95% CI, 0.9%-2.2%) of all DXA tests in women 40-64 were felt to be inappropriate, the lowest percentage of all the measures which were studied.  It is little wonder that DXA testing ranked second highest in cost as the $527 million was calculated by multiplying the cost for an individual DXA study  (based on 2011 Medicare physician fee schedule) X (.014 x 734,894,486 - the number of eligible visits for all women aged 40-64). One should note that 735 million eligible visits far surpassed the frequency of any other denominator studied with the next highest for PAP smears in women < 21 yrs. of age, at 22 million eligible visits. Moreover, the cost for a DXA study is now approximately ½ of the 2011 Medicare fee. 

Unlike the small sample size of the Schnatz study, the Kale/NPA analysis utilized a cross sectional analysis of data from the 2009 National Ambulatory Medical Care Survey (NAMCS) and the National Hospital Ambulatory Medical Care Survey (NHAMCS) of patient visits to primary care physicians in non-federally funded, non-hospital based offices and non-federally funded hospital outpatient departments to generate national estimates using weighted samples. 

To summarize, although primary care providers and their respective societies have assumed that DXA testing in women younger than 65 is overused, critical analysis fails to support this assumption. 


We have additional concerns about the proposed measure which we have listed below:
1. Overall, clinical risk factors do a poor job of predicting BMD but a much better job of predicting fracture risk. In a review of 9 studies Ribot et al found that risk factors accounted for 15-43% of the variability in spine BMD with age and weight accounting for the greatest proportion of the observed variance. [Ribot et al Am J Med 1995; 98 suppl 2A: 52S-55S]
2. There is no clear scientific basis for combining 2 risk factors (drinks >2 + BMI; drinks >2 + history of fracture in a parent; history of fracture in a parent + BMI <21; current smoker + BMI <21; current smoker +drinks >2; current smoker + history of fracture in a parent) to predict need for DXA testing.
3. Parental history of hip fracture increases FRAX probability of fracture even before knowing DXA for women age 53 and older (based on average BMD for that age) to more than 9.3%, and hence this needs to be a stand-alone additional criterion for a bone density test in post-menopausal women. This is NOT a rare risk factor, being present in 12.5% of women (percent calculated from table: Nevitt et al J Bone) Miner Res 2005: 20:131-40).
4. The current list of exclusions fails to cover a number of medications recently found to be associated with either low bone mass or increased fracture risk (i.e. PPIs and SSRIs). As laws are slow to change (witness the inability since 2007 to expand DXA coverage to men over the age of 70), the ISCD is concerned that this measure will prove unwieldy and compromise patient care.
5. The current list of exclusions also fails to cover women with premature menopause. If one were to apply the proposed denominator exclusions, a 35 yr. old white woman with BMI of 22 who consumed 3 alcoholic drinks per day and had just undergone a total abdominal hysterectomy would be told that she should not have a DXA study for 30 years until age 65.  
6. The measure appears to define the last set of denominator exclusions for DXA testing in women younger than 65 yrs. of age based on NOF recommendations for treatment in the United States (10 yr. probability of major osteoporotic fracture > 20% and hip fracture > 3%) rather than the USPSTF recommendation for DXA testing if > 9.3% 10 year (major) osteoporotic fracture risk.
7. A number of denominator exclusions cannot be easily captured in the current electronic health record. These include but are not limited to:
a. FRAX calculation 
b. Parental history of hip fracture
c. Personal history of fragility fracture as an adult. History of this will be recorded within physicians’ notes as text, and will not be electronically retrievable. Utilization that occurred outside of that physician’s office will also not be captured, so one cannot rely on billed encounters for care of the actual prior fracture to capture this.
8. The steroid denominator exclusion only covers completed  (“receiving”) treatment of > 90 days of > 5 mg prednisone. American College of Rheumatology 2010 glucocorticoid-induced osteoporosis recommendations also include anticipated treatment (“initiating”). (Arthritis Care & Research 2010: 62:1515-26.” This would allow healthcare providers to obtain a baseline study before initiation of steroid therapy and begin drug therapy if stated criteria were met rather than waiting for decline in BMD. 
Finally, although not part of the measure itself, the section on Measure Development, should be revised to more rigorously reflect the current science of diagnosis and drug therapy for metabolic bone disease.  To wit:

· Many patients with osteopenia or low bone mass on DXA study have had fragility fractures and are diagnosed with clinical osteoporosis. These patients are at high risk for future fracture and should be treated aggressively. 
·  “Mild bone loss” is not referred to as “osteopenia” (p 3 last paragraph)
· Radiation exposure for a single DXA study is quite low at 1-10 µSv (less than 1/10th-1/50th of radiation dose of chest x ray) and equivalent to exposure from flying on a plane from NY to LA. 
· Bisphosphonates have not been shown to cause atrial fibrillation (p 4)
· A month’s supply of generic alendronate costs as low as $4 not the $38-70 cited (p 4)
· Medicare currently reimburses $51 for a DXA scan (not the $132 listed on p 4.)
· Consumer Reports should not be listed as a scientific reference (p4)
· The Schnatz study occurred in Connecticut not Pennsylvania (p 2 second paragraph). The authors were from Pennsylvania.
In summary, ISCD strongly urges CMS to reconsider adopting the metric of measuring DXA testing in women under the age of 65 without risk factors. 

· [bookmark: _GoBack]A large study sponsored by the National Physician Alliance in 2011 found that only 1.4% of all DXA studies ordered by primary care physicians in a variety of non-Federally funded settings failed to meet accepted risk factors. Thus, the likelihood that adopting this measure through EHR would improve quality of care is low.
· The current list of risk factors (denominator exclusions) is incomplete, and does not allow for clinical judgment. Risk factors are only fair predictors of BMD (although good predictors of fracture risk). Moreover, risk factors omitted now and others yet to be determined may prevent testing in critical patient populations. 
· Electronic health records do not routinely capture risk factors for low bone mass, such as a parental history of hip fracture or personal history of fragility fracture as an adult. Hence, use of the EHR to monitor appropriateness of DXA utilization is problematic, and is likely to misclassify individuals who are appropriately having a DXA test as being examples of overuse. Attempts to develop a protocol that will be captured by electronic health records and monitor for use of this procedure may negatively impact the quality of patient care by excluding a subset of patients at high risk for fracture.

Finally, we must note the irony of CMS proposing a quality measure to address the misperception of DXA overutilization in younger women, while the very real problem of underuse of DXA in older women goes unnoticed by the agency.  Over a 9-year period (2002-2010), 41 % of older women have not had a DXA study and 24% had only one study. (King, et al, Health Affairs 2011 30:2362-70) The low utilization of this at risk population has further declined in light of the 65% reimbursement cut to DXA that has taken place over the past 7 years. The trend of increased DXA testing in older women that had taken place from 2000- 2008, was interrupted in 2008 as the DXA cuts took their toll; from 2008-2011, 1 million fewer DXAs claims for older women were recorded than would have been expected based upon the earlier growth trend. Testing rates in older women declined by 8.3% from 2011 to 2012.  There was also an 8.1% decline in the number of DXA providers nationally from 2008-2011. Twenty-nine states lost more 10% of their DXA providers, including 9 states that lost more than 20%. (Adapted from, King et al Health Affairs 2011 30:2362-70 with update for 2009-12, personal communication: Peter M. Steven analysis of data from Medicare Physician/Supplier Procedure Summary Master Files) 

We urge the agency to spend it’s limited time and money addressing the very real epidemic of osteoporosis, the crisis in osteoporosis care, and the declining rate of DXA testing in older women, rather than squandering resources developing a quality measure to address a problem that does not exist.  A 1.4% rate of inappropriate DXA testing in younger women is not a problem by any rational standard; women dying unnecessarily from hip fractures, in rates that now outpace breast cancer, are of grave concern.  
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Andrew Laster, M.D., FACR, CCD
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