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Background

 Praluent (alirocumab) and Repatha (evolocumab) are
PCSK9 inhibitors (PCSK9i) approved by the FDA in 2015

as add-on therapy for high-risk patients with i1nadequate
LDL-C lowering.!?

« Early uptake of PCSK91 was limited by high list prices,
restrictive coverage, and Medicare Part D cost sharing,
contributing to low patient adherence and persistence.

e In 2018, both manufacturers implemented major list
price reductions (~60%).34

* It 1s unclear whether these reductions translated 1into
1mproved patient affordability, and in turn better
adherence and persistence.

Objective

To evaluate national trends in PCSK9 inhibitor costs,

adherence, and persistence among Medicare beneficiaries

following the 2018 reductions in list price.

« Study design: Retrospective cohort study using Medicare
Fee-for-Service Part D claims from 2016 to 2021.

* Population: Adults aged >65 years with >1 PCSK91 fill
and >12 months of continuous enrolment.

 Cost: Patient out-of-pocket (OOP) costs and Medicare
drug spending were inflation-adjusted to 2021 US dollars
and standardized to a 30-day supply equivalent.

» Adherence: Defined as proportion of days covered (PDC)
>80% over one year.

* Persistence: Defined as no gap in fill exceeding 60 days.

» Statistical analysis: Cost outcomes, adherence, and
persistence were descriptively analyzed, with patients
assigned to calendar year based on treatment initiation
date. Multivariable logistic regression was conducted to
assess the association between patient copay and
adherence while adjusting for age, race, sex, baseline
comorbidities, and statin use.

Abbreviations: ASCVD, atherosclerotic cardiovascular disease; OR, odds ratio; Cl, confidence interval
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Table 1: Chgraeteristics of patients initiated Figure 1: Trends in Medicare and patient Copayment from 2016-2021
any PCSK9i between 2016-2021 (n=63,961) 8951
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Hispanic 2,299 (3.6) - 500
Other race or ethnicity 4,071 (6.4) 0 $376 $354
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Comorbid Conditions CALENDAR YEAR
Atrial Fibrillation 13,017 (20.4)
Stable Angina 15,723 (24.6) Figure 2: Trends in Adherence and Persistence from 2016-2021
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ASCVD 49,487 (77.4) . 5g &
Cardiac Conditions 8,161 (12.8) = 60 56 54 56 A °
Cardiomyopathy 4,381 (6.8) % - —— - 58
Congestive Heart Failure 1,095 (1.7) E 50 @ e cme—m—- @------"""""" o
Type 2 Diabetes 27,201 (42.5) < 49 - 48 >0
Deep Vein Thrombosis 1,836 (2.9) '% 40
Heart Failure 12,797 (20.0) L 30
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Stroke 19,155 (29.9) O 10
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High Intensity Statin 11,479 (17.9) CALENDAR YEAR
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Conclusions

 From 2016 to 2020, the mean monthly Medicare
spending decreased by around 60%, whereas the mean
monthly beneficiary out-of-pocket cost decreased by
approximately 32%.

* The reductions of PCSKi list prices were associated with
a substantial decrease in Medicare spending over time,
but this change was reflected more strongly in third-
party costs than in patient affordability.

» Patient adherence and persistence to PCSK91 increased
over time, suggesting that reduced financial burden may
have positively influenced adherence and persistence.

 Multivariable logistic regression model showed that
higher patient copays were associated with lower
adherence, supporting a negative relationship between
cost-sharing and real-world medication use.

 The study used Medicare Fee-for-Service Part D claims,
which may limit generalizability to commercially insured
patients and other Medicare subgroups.

 Adherence and persistence were derived from
administrative pharmacy claims, which may not fully
capture dosing/injection use and can introduce
measurement error.
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