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Given the ongoing epidemic and rising costs of diabetes in the U.S., it is critical that
health care resources be allocated in both efficacious and cost-effective ways.
Among Medicare beneficiaries, patients with diabetes consume .32% of total
Medicare expenditures (1). In 2011, the Centers for Medicare & Medicaid Services
(CMS) implemented competitive bidding for selected product categories in nine
“test”markets. Among these products was diabetes testing supplies (2). The intent
of the programwas to lower costs without jeopardizing patient health. In 2012, CMS
issued its report, stating that it had found “no disruption in access to needed
supplies for Medicare beneficiaries” and that “there have been no negative health
consequences to beneficiaries as a result of competitive bidding” (2). CMS has contin-
ued tomake this claim. However, at least in our review of the issue, a recent studymay
suggest otherwise.
As reported by Puckrein et al. (3) in Diabetes Care, implementation of the Compet-

itive Bidding Program in nine Medicare “test” markets appeared to cause significant
disruption among Medicare beneficiaries in acquiring the necessary supplies for self-
monitoring of blood glucose (SMBG) (3). The analysis included CMS records from
529,627 beneficiaries with insulin-treated diabetes, 65.9% of whom were treated
with short- or rapid-acting insulin. This disruption was associated with increased mi-
gration from full acquisition of SMBG to partial or no SMBG acquisition, and from this
report, there appeared to be increases in inpatient admissions, costs, and mortality.
Unfortunately socioeconomic data were not available in CMS beneficiary files.
If the findings are indeed substantiated, the inability of CMS to detect problems

with SMBG supply acquisition is concerning given the numerous signals of disrup-
tion that occurred during the early stages of program implementation. During the
first 6 months, CMS received .27,000 calls from beneficiaries regarding diabetes
testing supplies. Prior to 2011 implementation, one company had the dominant
market share of mail order but did not win the bid when the program was imple-
mented. The only notification that beneficiaries received was a letter, instructing
them to call CMS or access the agency’s website to select a new company. One
would have expected that CMS would have more closely monitored the implemen-
tation and outcome of competitive bidding. The sheer volume of beneficiary calls
should have prompted CMS to conduct an immediate and thorough assessment of
the program. This supplier disruption is scheduled to occur every 3 years with the
Competitive Bidding Program.
It also appears that the information provided by CMS regarding the SMBG products

available from the new suppliers was inconsistent with the products that the suppliers
were actually offering (4). In late 2011, the American Association of Diabetes Educators
reported their findings of a survey that found that the SMBG suppliers offered;38%of
the products listed on theMedicare.govwebsite, and some offered products that were
not listed on the website. In a 2014 follow-up survey, the American Association of
Diabetes Educators reported that the competitive bidding continues to limit access to
popular brands of diabetes testing supplies and that the limited availability of products
from suppliers is compounded by inaccurate information from Medicare and the
suppliers themselves. It is clear that patient compliance with monitoring regimens
may decrease and adverse complications may increase if beneficiary access to the
most appropriate monitoring system is disrupted or any change is made without
proper education. Congress had previously ruled that competitive bidding should
have provided at least 50% of the systems on the market, and in this case, one can
argue that the program failed to meet that objective (5).
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InDecember 2015, theNationalMinority
Quality Forum (NMQF), assisted by the
Diabetes Translational Research Center,
published a comprehensive analysis of
the inherent limitations of CMS’method-
ology (6). According to the report, inves-
tigators determined that the study design
used by CMS was flawed. Because CMS
failed to establish baseline values for ac-
quisition behaviors and health status, it
was impossible to determine whether
changes in either acquisition behaviors
or health outcomes actually occurred
during establishment of their metrics.
Additionally, the agency failed to con-
struct a matched control group, which
would have enabled CMS to determine
whether competitive bidding was an in-
dependent contributor to any changes
detected, and the significance of those
changes, compared with beneficiaries
not included in the nine test markets.
There was also a lack of transparency in
describing their methodology and re-
porting their findings.
One major unanswered question is

why these signals were not recognized
by CMS. We know that Medicare benefi-
ciaries treated with insulin or other insu-
linotropic medications are at significantly
higher risk of hypoglycemia (7,8). SMBG

is a critical component of preventing hy-
poglycemia. If competitive bidding is dis-
rupting beneficiary access to needed
SMBG supplies, then it may follow that
one may see increased adverse events,
such as hypoglycemia, perhaps leading
to an increase in morbidity and mortal-
ity. Thus, the resulting implications may
well continue to increase the cost of di-
abetes care. Thus, it is imperative that
the findings from the study by Puckrein
et al. (3) be considered, evaluated, and
addressed by CMS.
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