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Objective Conclusions

* To evaluate healthcare costs and e Formulary policies, particularly prior authorization ¢ Delayed approval was associated with higher annual * These findings suggest that payers may consider re-evaluating restrictive
HRU associated with delayed and non-formulary status, were key drivers of healthcare costs and increased outpatient visits, while coverage criteria for finerenone, as streamlining access could support
finerenone access for patients delayed finerenone access in patients with CKD inpatient and ED use remained similar, suggesting limited guideline-concordant care without increasing total costs and may reduce
with CKD and T2D. and T2D. downstream cost offsets. avoidable outpatient burden.

Results
Background
e Chronic kidney disease (CKD) is common and Kev findinas Figure 2. Annual healthcare costs among patients with timely (Cohort 1) and delayed (Cohort 2) ) _ o ]
affects about one-third of patients with type 2 y 9 finerenone approval, overall and by duration of delay' (2024 USD) ?tudy p0pulatlon,_ba_sellne_ Ch?racterlstlcs, and index
diabetes (T2D), which often necessitates intensive Delayed finerenone access due to formulary restrictions are not nerenone presc.:rlptlo.n rejgctlon reason§ |
medical care and is associated with high healthcare negligible and represent real-world access barriers. Delayed finerenone approval was associated with 12% higher total annual costs, driven primarily by * Among adult patients with a finerenone prescription (n = 9,914), about
expenditures.! The observed patterns suggest that access barriers may shift outpatient medical spending; longer delays showed higher total medical costs with pharmacy savings 24% experienced an initial rejection; of those, only 27% ultimately
: : : : insufficient to offset them received finerenone (Figure 1).
e Finerenone. a non-steroidal mineralocorticoid spending toward outpatient care without overall cost reduction. . ST | _
: ,t <t (MBA db Lonaer delavs were associated with hiaher medical costs. driven $50,000 - o After applying the eligibility criteria, the final study sample included
rﬁcepso; an agonlsD ( A ) \_N?S ap_prOVgDA){ rimgaril b ):)ut atient care 9 : 3,993 patients (mean age 67.5 years), comprising 3,617 (90.6%)
the U °2°d an.d rug dmlnlstratlon.(. ) In P y By ouip ' $45,000 - patients with timely approval of finerenone (Cohort 1) and 376 (9.4%)
July 2021% and is recommended by clinical - _ _ L Total with delayed approval (Cohort 2) (Figure 1).
guidelines for adults with CKD associated with Figure 1. Sample Selection Flow Chart and Cohort Identification Based on Index $40,000 1 $38,097 Total Medical « CKD stage distributi ilar bet o rta t
T2D who are at high risk of CKD progression or Finerenone Transaction Results Total Hjzelieal Costs Total - S:agde GISUIDUHIDIN Was SIfliar DEtwest] SOnorLs, Witt oS
cardiovascular events 34 $35,000 1 $6.102 Medical Costs $17,834 Medical patients in stage 3 (Cohort 1: 49.4%; Cohort 2: 51.9%) (Table 1).
- Patients with closed claims and =1 finerenone prescription pharmacy claim at any time between ’ Costs Costs i - : _ : : :
e D it ideli dati - January 1, 2016 to June 30, 2024, whose first observed finerenone prescription claim was a lifecycle' claim $30,000 - $22,519 $26,732 > e r.eas.ons a1 Ul fjeeions HeiE formUIary fElEnee) mCIUdmg prior
eShpI € guige Inz ;ecomlmen ations, prIO1I: and had non-missing fill date, prescription written date, and transaction results $18,966 ’ authorization (42%) and drug not on formulary (38%).
authorization and formulary restrictions often Index date was defined as the prescription written date of the first observed finerenone claim $25,000 -
delay or limit finerenone access,®> which may N = 27,493 All-cause healthcare costs and HRU
worsen clinical outcomes and increase downstream _ ! - $20,000 - * Annual total all-cause healthcare costs were $4,594 higher among
healthcare resource utilization (HRU) and costs; Patients aged >18 years on the index date SIS - patients with delayed approval ($42,691) than among those with timely
however, the real-world economic impact of these N = 27’4?? (99.9%) | approval ($38,097) (Figure 2).
delays is not well characterized. Patients with =6 months of continuous enroliment (i.e., baseline period) before $10,000 - e After adjustment, delayed approval was associated with a numerically
and =3 months of continuous enroliment after the index date 55,000 higher total healthcare costs compared with timely approval (adjusted
N = 9,914 (36.1%) SR cost difference [aCD] $3,947), mainly driven
Meth Ods Patients whose index finerenone claim was Patients whose index finerenone claim $0 - _ _ by OP medical costs (aCD: $3’7O1) (Table 2).
- approved and dispensed during the follow-up was initially rejected Cohort 1 Cohort 2 Cohort 2 Subgroup: Cohort 2 Subgroup: e Patients with delayed approval had a numerically higher rate of OP
N = 6,647 (67.0%) N = 2,379 (24.0%) shorter delay (< 61 days) longer delay ( = 61 days) . L o A
Data source and study design ’ . , 1 . M Pharmacy costs M OP costs IP costs M ED costs #® Subgroups V!S!tS (38.3 vs. 34.6 VISIt_S PPPY) an_d Slm”ar IP admISSIOPS and ED
. . . . Patients with a SUbSunent approved and Abbreviations: ED, emergency department; IP, inpatient; OP, outpatient; USD, United States dollar. VISItS rates Compared Wlth those Wlth tlmely approval (Flgure 3);
° Thls WaS a retrospeCtlve Observatlonal StUdy USIng dispens(_ed finerenor:je dfurlnlg the fO”(I)Wf'Up periOd 1N'IC"r:::median time from prescription written to dispensation (access delay period) among patients in Cohort 2 was 61 days. adJUSted rate ratlos Were nOt Slgnlflcantly dlfferent from 1 -
the Komodo Health administrative claims database 8., received a final approval after _ _ _ . - T
tom January 1. 2016. to June 30. 2094 the initial rejection) Table 2. Adjusted comparison of annual all-cause healthcare costs between patients with timely (Cohort * Although not stgtlstlcally S|gn|f|cant, _the observed patterns suggest
y 1 ) ’ - N = 644 (27.1%) 1) and delayed (Cohort 2) finerenone approval, overall and by duration of delay" tEat acgess barrlellrls mlay shift spending toward outpatient care rather
i i inti y y than reduce overall utilization.
y Llfecycle pharmacy claims capture prescrlptlon and Patients with CKD and T2D diagnosis prior to or on the index date Cohort 2 vs. Cohort 1 (ref.) Cohort 2 subgroup: Cohort 2 subgroup:
cost information as well as transaction status (e.g., N = 4,819 (72.5%) N = 502 (78.0%) shorter delay vs. Cohort 1 (ref.)  longer delay vs. Cohort 1 (ref.) Subgroup analysis
“PAID”, “REJECTED”, “REVERSED”) and associated ) ) Adjusted cost Adjusted Adjusted : :
rejection reasons (e.g., prior authorization). Patients with no evidence indicating type 1 diabetes prior to or on the index date Allese el e difference P-value cost difference P-value e Gl e P-value ¢ !Datlents with ShOVter (.<61 days) and longer (=61 days) delays both
’ or pre-existing ESKD or stage V CKD during the baseline period or on the index date costs (2024'USD) (95% CI) (95% CI) (95% CI) incurred numerically higher costs (aCD $4,152 and $3,677, respectively)
° Ellglple ad.ult patients with T2D. gnd _CKD who N = 3,617 (75.1%) N = 376 (74.9%) Total healthcare costs 3.047 (3354, 11.248) 0289 4.152 (5,627, 18.031) 0405 3,677 (6,798, 14.152)  0.491 compared V.VIth tlmely.approval; Iopger delays showmg lower pharmacy
received finerenone were classified into two cohorts Coh;ﬂ1 Coh‘;ﬂ 5 costs but higher medical costs, with no net savings (Table 2).
: : Total medical costs 3,129 (-3,317, 9,575 0.341 -1,134 (-6,817, 4,548 0.696 7,175 (-3,894, 18,243 0.204 : : - - .
k?ased on the tran_sa,Ctlon results ot the |n<.:Iex Patients who received finerenone with Patients who received finerenone with ( , ( ) ( : * Longer delay was associated with numerically higher OP visit
finerenone prescription and subsequent finerenone timely dispensation delayed dispensation after initial rejection IP admissions costs -245 (-2,688, 2,197) 0.844 -1,025 (-4,500, 2,450) 0.563 607 (-2,556, 3,770) 0.707 rate compared with timely approval (45.2 vs. 34.6 visits PPPY); IP
claims (see Figure 1), with follow-up of up to 12 N = 3,617 N = 376 £D visits costs 327 (-587, -66) - 506 (780, 231)  <0.001  -211 (-596, 174) - admission and ED visit rates were comparable across Cohort 2
months after the index date. Aobreviations: GKO. chronie Keinon dicsase: ESKD, enelatace Ko, dicsace 720, t1oe 2 diabe subgroups and Cohort 1 (Figure 3).
Noter | ono /I CHIOIG HIEREY CIREAse: ERR SErsiage Kney Cloesse 1em, Bpe 2 Cbees OP visits costs 3,701 (-2,341, 9,742) 0.230 396 (-4,020, 4,812) 0.860 6,779 (-4,080, 17,638) 0.221
1) Timely approval and dispensation (Cohort 1) inclucs submission t the pharmacy, ransmission o the peyer rfeetions (5.0, s 1o pio autherizaton requiramnts), clepenaing {f approved). anc subsequant svents such as reversals, rafile o
other adjustments. | ’ ’ ’ ’ T Total pharmacy costs 818 (-2,438, 4,074) 0.622 5,286 (-875, 11,447) 0.093 -3,498 (-5,889, -1,1006) 0.004*
2) Delayed approval and dISpensatlon after Inltlal Table 1- Baseline patient and preSCI"iptiOn CharaCteriStiCS ;E;?é?l?ations: Cl, confidence interval; ED, emergency department; IP, inpatient; OP, outpatient; USD, United States dollar. Strengths
reJeCtlon (COhort 2) 1N'I?ht:-:-a:median time from prescription written to dispensation (access delay period) among patients in Cohort 2 was 61 days
&2206@'71) ‘fﬁ'_‘g%)z _ ' o ” _ o e Large, nationally representative claims database with detailed pharmacy
Outcomes and statistical analysis T I e e e 9; ! X 105‘ > e Figure 3. Annual healthcare resource utilization among patients with timely (Cohort 1) and delayed transaction data from lifecycle claims enabled direct assessment of
- ’ = o E D E e hort 2) finerenon roval rall an ration of delay', PPPY _ i i -
+ Annual all-cause healthcare costs (total, medical, Demographic characteristics (Cohort 2) finerenone approval, overall and by duration of delay’, real-world finerenone access barriers and associated HRU and costs.
and pharmacy) were summarized per-patient- ggj ?\”((t;))e eSS (el e 3 §10 6r4=11.0 08.2 £ 11.0 Delayed approval, particularly larger delay, was associated with more frequent outpatient visit, while
per-year (PPPY) and C.ompgred between the two Male 2013 (55.7) 217 (57.7) inpatient and ED visits remained similar to timely approval Limitations
cohorts using generalized linear models (GLMs) Female 1,494 (41.3) 152 (40.4)
(Gaussian distribution, identity link) to estimate Unknown 110 (3.0) 7 (1.9) E 5.00 - 50.00 e Coding errors and incomplete claims data may lead to misclassification
cost differences. Insurance type, n (%) o 4024 0 g and missed finerenone use.
Medicare 2,086 (57.7) 259 (68.9) 2 : : : .y :
e Annual event rates of HRU outcomes (inpatient [IP], Commercial 1,039 (34.3) 83 (22.1) 2 400 38.30 40.00 > * Despite aQJustment for.key baseline characteristics, residual
emergency department [ED], and outpatient [OP] Medicaid 292 (8.1) 34 (9.0) = 34.58 e confounding may remain.
visits) were summarized and compared using Index CKD stage, n (%) % 30.64 ) e Relatively short follow-up may limit assessment of evolving formulary
GLMs (Poisson distribution, log link), with event Stage 1 78 (2.2) 7(1.9) o 200 HURY restriction patterns and longer-term economic outcomes.
. ’ ’ Stage 2 315 (8.7) 29 (7.7) 5 o500
rate ratios reported. Stage 3 1,785 (49.4) 195 (51.9) @ % References
o All GLMs adjusted for demographics, clinical 3tage 4]c - 41319(241 4€;) 418 (2426?) % 2.00 20.00 © 1. Mullins CD et al. Kidney Med. 2022. 4. American Diabetes Association. Diabetes Care. 2022.
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and costs. All-cause healthcare costs (2024 USD), PPPM q&”_, 1.00 - '0'96 10.00 =T Disclosures
» Subgroup analyses were conducted to compare Total healthcars costs, mean + SD $2520+$5681 82576+ 64,115 : 7 033 5.00 e s e development o e abstact e sy sponsor v
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