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An Innovative Approach to Improving the Proposed CMS Star Rating
“Statin Use in Persons with Diabetes”
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SUMMARY

The Statin Use in Persons with Diabetes (SUPD) measure has been adopted
by the Centers for Medicare and Medicaid Services as a display measure
for Medicare Part C and Part D plan sponsors and is slated for inclusion
within the primary star rating measure set. As such, the measure has
become a focal point for quality improvement efforts by many health plans.
Current pharmacy-based interventions reported in the literature involve
pharmacists recommending that a patient’s provider issue a prescription
for a statin; studies to date have not shown that this intervention has been
effective for the majority of patients with diabetes.

One innovative option is pharmacist prescriptive authority of statins for
patients with diabetes. In such a model, a pharmacist identifies a patient
with diabetes who is not on a statin, assesses the patient for contraindica-
tions and appropriateness of therapy, and works directly with the patient to
close the gap in care. This solution could lead to earlier initiation of statin
therapy and reduce the burdens associated with multiple communications
with the patient’s primary care provider. In 2018, Idaho became the first
state to allow pharmacist prescribing to close the SUPD measure, with cer-
tain regulatory safeguards in place.
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Quality Alliance (PQA) endorsed a new quality metric for

health plans designed to improve cardiovascular outcomes
for persons with diabetes.! The Statin Use in Persons with
Diabetes (SUPD) measure looks at the percentage of patients
aged 40-75 years who have been dispensed a medication for
diabetes and who have also received a statin medication, with
some patient exclusions.* The SUPD has since been adopted by
the Centers for Medicare and Medicaid Services (CMS) as a dis-
play measure for Medicare Part C and Part D plan sponsors and
is slated for inclusion within the primary star rating measure
set. As such, the measure has become a focal point for quality
improvement efforts by many health plans.

Health plans have since deployed a variety of resources to
improve performance on the SUPD measure, including leverag-
ing their pharmacy networks. Despite the increased attention
related to the SUPD metric, pharmacists have experienced
some challenges associated with improving performance on
the measure. This class of medications, however, is uniquely
positioned for a more innovative approach to quality improve-
ment efforts through pharmacist prescriptive authority of
statins for persons with diabetes. This is due to an increasing
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precedent of pharmacist prescriptive authority in the United
States for certain medication classes, the overall strong safety
profile of statins, and pharmacists’ established record of suc-
cessful pharmacotherapeutic management specific to statins.

I Genesis of the SUPD Measure

Atherosclerotic cardiovascular disease (ASCVD) is the leading
cause of morbidity and mortality for individuals with diabe-
tes.” Patients with diabetes have a 3-fold increased absolute
adjusted risk of cardiovascular disease death and a 60% life-
time chance of dying from heart disease.*> A meta-analysis
of over 18,000 patients with diabetes concluded that for each
mmol/L reduction in low-density lipoprotein (LDL) cholesterol
pursuant to starting statin therapy, there was a 9% reduction in
all-cause mortality and a 13% reduction in vascular mortality.®
Because of this, the American College of Cardiology (ACC) and
the American Heart Association (AHA) recommended statin
therapy as the primary prevention of ASCVD in individuals
with diabetes who are aged 40-75 years.> The ACC/AHA rec-
ommendation for statin therapy is independent of the patient’s
baseline LDL level.

Despite the understanding of the important role that statins
play in primary prevention, an analysis of 204 cardiology
practices between May 2008 and October 2013 from the ACC’s
PINNACLE registry reported that 38% of patients with diabetes
between the ages of 40-75 years are not on statin therapy,
representing a gap in care.” Wide practice-level variation was
observed in the use of statins in patients with diabetes, sug-
gesting this as an opportunity for quality improvement. In a
separate study of 130 primary care and outpatient Veterans
Affairs facilities between October 2012 and October 2013, a
comparable 39% of patients with diabetes (who did not have
cardiovascular disease) were not on statin therapy.®

The CMS has adopted the PQA measure of SUPD, using it
on its display page and announcing plans to add it to the Part D
star ratings in 2019. Health plans have variable performance on
the SUPD measure, with 2017 CMS display ratings (informed
by 2015 data) from 528 Medicare Part D contracts ranging
from 59% to 89% with a mean (standard deviation) of 75%
(4.1%) from plans reporting data.’

I Current Pharmacy-Based Interventions
With the inclusion of the SUPD measure in the CMS star rat-
ings program for Medicare Part C and Part D, health plans
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have increasingly turned to pharmacy-based interventions to
close the gap in care and improve outcomes for patients with
diabetes. Pharmacists have used various technology platforms
to identify and target patients with diabetes who are not on a
statin and may benefit from primary prevention.

Several studies have been conducted to assess the effective-
ness of a pharmacist intervention involving contacting the
prescriber with a statin recommendation. Renner et al. (2017)
deployed an intervention in which a pharmacist would first
call a prescriber with a recommendation, then, if a statin was
not prescribed in 5-10 days, send a fax to the prescriber.”
If a statin was still not prescribed in another 5-10 days, the
pharmacist would send a second fax. The intervention group
received a prescription for a statin at a higher rate than patients
in the control group (20.8% vs. 8.5%, respectively, P<0.001).
Nonetheless, 80% of attempts were unsuccessful in obtaining a
statin prescription in the intervention group, and for every 13
prescribers contacted, only 1 statin prescription was obtained
and dispensed to a patient.’

Similar studies have shown low prescriber acceptance rates
of statin recommendations from pharmacists, ranging from
16.6% to 32.4%.!°" In many cases, the prescriber did not
respond at all. McClain et al. (2017) received no response from
the prescriber on 62% of the pharmacist’s recommendations."’
In the instances when a prescriber responded, reasons for not
prescribing a statin often reflected a misunderstanding of the
ACC/AHA clinical guidelines. Studies have found that a com-
mon reason for prescribers declining to add a statin was that
the patient’s lipids were controlled, despite the ACC/AHA rec-
ommendation being independent of the patient’s LDL level !

= An Innovative Approach to Closing the SUPD Gap:
Pharmacist Prescriptive Authority

Studies on pharmacy-based interventions that depend on rec-
ommendations that a patient’s provider issue a prescription for
a statin have not proven effective for the majority of patients
with diabetes. Even when limited success was demonstrated, it
came at the expense of efficiency for the pharmacy and some
delay to therapy for the patient.! Innovative approaches are
therefore worthy of consideration.

One option is pharmacist prescriptive authority for statins
for patients with diabetes. In such a model, a pharmacist iden-
tifies a patient with diabetes who is not on a statin, assesses the
patient for contraindications and appropriateness of therapy,
and works directly with the patient to close the gap in care.
This solution could lead to earlier initiation of statin therapy
and reduce the burdens associated with multiple communica-
tions with the patient’s primary care provider.

There are several reasons that this approach may be the
most appropriate and expedient. First, there is an estab-
lished precedent for the exercise of prescriptive discretion
by U.S. pharmacists for some medication classes. States have
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increasingly granted pharmacists prescriptive authority for
drugs, including immunizations, tobacco cessation products,
epinephrine auto-injectors, hormonal contraceptives, and opi-
oid antagonists, among others.'*°

Second, the statin class of medications overall has a strong
safety profile. Over the past 2 decades, the U.S. Food and Drug
Administration has considered a transition from prescription
to over-the-counter status for statins on multiple occasions.”
Historical concerns have focused on the inability of patients to
self-treat because of the need for liver function testing before
statin initiation and a fear that “patients may not understand
who should not use the products,” among other reasons."”
While these concerns have not generally played out in juris-
dictions that have already made the transition for statins from
prescription-only to over-the-counter status—for example, the
United Kingdom—they can be mitigated by having a medica-
tion expert such as a pharmacist assess and manage patients.

Finally, pharmacists have a successful track record of ini-
tiating and monitoring statins under collaborative practice
authority, and recent studies have also demonstrated success
with independent pharmacist prescriptive authority in Canada.
One such study evaluated the efficacy of pharmacist prescrib-
ing of statins in dyslipidemia.”® The 2016 study found that
pharmacist prescribing versus standard care in 99 patients led
to a 25% absolute increase in the number of patients achieving
LDL targets.”! A subsequent 2017 study was carried out with
723 patients and was designed for pharmacists to prescribe or
adjust statins and medications for hypertension and diabetes
based on risk analysis, lab results, and medication manage-
ment review.”! No adverse events were reported in the trial, and
the pharmacist intervention achieved a 21% greater relative
reduction in estimated risk for patient cardiovascular events
compared with the control group.

With pharmacists demonstrating success with indepen-
dent prescriptive authority in Canada for many drug classes,
including statins, it seems reasonable and appropriate to allow
U.S. pharmacists limited prescriptive authority of statins for
patients with previously diagnosed diabetes. The ACC/AHA
guidelines give their strongest evidence-based recommenda-
tion for primary prevention with statin therapy even without
a diagnosis of hypercholesterolemia, so it is not necessary for
pharmacists to diagnose; they are merely adding a preventive
medication in accordance with clinical guidelines.

On July 1, 2018, Idaho became the first state to allow phar-
macists to prescribe statins for patients previously diagnosed
with diabetes.”” The Idaho regulations require pharmacists
to use a patient assessment protocol based on current clinical
guidelines that specify patient inclusion and exclusion criteria
and explicit medical referral criteria. Thus, pharmacists are
only able to prescribe for patients with diabetes who are aged
40-75 years and who do not have contraindications and do
not meet other exclusion or cautionary criteria specified in
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the guidelines (e.g., heart failure or on hemodialysis). This
approach ensures that there is a true gap in care and that
a statin is not initiated in a patient who should not be on a
statin. Pharmacists are expected to collect all relevant informa-
tion in accordance with state guidelines, including appropri-
ate liver function tests. The Idaho regulations further require
the development of a patient-specific follow-up care plan and
monitoring in accordance with clinical guidelines. In addition,
pharmacists must notify the patient’s provider of record of any
statin initiated within 5 business days to reduce fragmentation
and ensure continuity of care.*

I Conclusions

Implementation of the ACC/AHA recommendation to prescribe
statins as primary prevention for diabetes patients aged 40-75
years has been suboptimal. The serious gap in uptake is leaving
almost 40% of these patients at increased risk for ASCVD and
its related complications.® To better close this gap in care, states
may want to consider an approach similar to that of Idaho in
which pharmacists can prescribe statins for patients with dia-
betes within an appropriate regulatory framework.
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