Medication Adherence, Healthcare Resource Utilization, and Costs Among Medicaid Beneficiaries With Schizophrenia Treated With
Once-Monthly Paliperidone Palmitate or Once-Every-Three-Months Paliperidone Palmitate
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BACKGROUND Statistical Analysis Adherence Healthcare Costs
e Patients in the PP1M cohort were matched 1:1 to patients in the PP3M cohort based on propensity scores modeled using a logistic regression e Patients in the PP3M cohort were more likely to be adherent to any AP and to the index medication than patients in the e Mean medical costs were similar for patients in the PP3M ($24,970) and PP1M ($25,736) cohorts over the 12-month
. . . 1o, . . adjusted for baseline characteristics: age, sex, race, state of residence, year of the index date, insurance type, Quan-Charlson comorbidity index PP1M cohort (Figure 1) follow-up period (mean cost difference = —$767, P = 0.854)

: Antlpsychoiglcs (APs) are the standa_rd of care for §ch|zoph_ren|a ; however, poor adherence to oral APs Is common, leading to (Quan-CCI), comorbidities, medical and pharmacy costs, PDC at 6 months, most recent period of continuous PP1M coverage in the pre-index > During the 6- th follow- i0d tients in the PP3M cohort 6.5 and 7.6 ti likelv to be adh £t . . . B B

increased risk of relapse among patients with schizophrenia3* . . . . L 0 uring the o-month Tollow-up period, patients in the conort were 6.o and /.6 times more lik€ly to be adnerent to e Higher total healthcare costs in the PP3M versus the PP1M cohort (mean cost difference = $9,878, P = 0.028) were offset

period, proportion of new PP1M users, outpatient visits, 1-day mental health institute visits, and long-term care stays AP and to the ind dicati tivel Il P < 0.001 . . L

APs with reduced dosing f dministered via iniection i dh d it d lead to bett linical any and to the index medication, respectively (a < V. ) after applying discounts on pharmacy costs of branded psychiatric drugs
: > WITh regquced dosing trequency administered via injection improve adherence and persistence and may lead to betier clinicd e The balance of baseline characteristics between matched cohorts was assessed with standardized differences (<10% considered - - - - - - . . . .

outcomes for patients with schizophrenia - During the 12-month follow-up period, patients in the PP3M cohort were 3.5 and 2.4 times more likely to be adherent to > The mean difference in total healthcare costs decreased to $7,742 (P = 0.064) after accounting for the 23.1% discount

well-balanced)

any AP and to the index medication, respectively (all P < 0.001) on branded psychiatric drugs, and decreased further to $3,406 (P = 0.289) after accounting for the cumulative 70%

e Once-every-3-months paliperidone palmitate (PP3M) is the only AP currently available with a dosing frequency of every 3 months.
Y PaTip y ( ) y y J 1T 4 Y discount on branded psychiatric drugs (Figure 4)

It is indicated for patients with schizophrenia who have been adequately treated with once-monthly paliperidone palmitate (PP1M) e Adherence, persistence, and HRU were compared between matched cohorts using a generalized estimating equation model with a binominal

distribution and a logit link to calculate odds ratios (ORs), 95% confidence intervals (CIs), and P values

e Ordinary least squares regressions were used to generate mean cost differences between the cohorts, and nonparametric bootstrap procedures
with 499 replications were used to generate 95% CIs and P values

Figure 1. Likelihood of adherence (PDC =280%) to all APs or index medication in the 6- or 12-month follow-up

e Previous studies showed that switching from PP1M to PP3M was associated with improved adherence and persistence while beriods in the PP3M versus the PP1M cohort

reducing healthcare resource use and costs>” among patients with schizophrenia insured through the Veterans Health
Administration> or with commercial plans’

Figure 4. Medical and pharmacy? costs during the 12-month follow-up period in the PP3M versus the PP1M
cohort

Proportion of Patients

e Prevalence of schizophrenia is higher among Medicaid beneficiaries relative to beneficiaries of other insurance plans,® which may

" o A (95% CI
suggest a difference in unmet medical needs RESULTS (PP3M; PP1M) OR (95% CI) P Value 0 878 (1’(043 . 1)7’936)*
e OQOverall, there are limited data on outcomes associated with transitioning to PP3M versus remaining on PP1M among adults with 6-month follow-up 580 000« Tow | --------------- A (95% CI)
schizophrenia and enrolled in Medicaid : . ' - Tota 7,742 (-517 to 15,271)
: = 4= All APs 96.3%; 79.9% | * +  6.45 (3.61-11.53 <0.001 ~
Baseline Characteristics (96.3% ) ( ) O
_ o _ o _ o _ o Index medication (94.4%; 69.0%) 4 v 7.56 (4.66-12.27) <0.001" S ! $60 411 $61,769 A (95% CI)
e A total of 374 patients met the criteria for inclusion in the PP3M cohort, and 2,000 patients met the criteria for inclusion in the PP1M cohort | o ' 3,406 (-3.684 to 10,384)
OBJECTIVES before matching 12-month follow-up i %5 #60,000 - $54,027 ' . '
| o o | | | e Before matching, com_p_al_*ed with PP1M patients, a smaller proportion of PP3I_VI patients were female a_nd bIac_k; PP3M patients had a lower All APs (90.4%: 73.0%) < = 3.47 (2.32-5.20) <0.001* g N $50,000 - Pharmacy
e To compare adherence, persistence, healthcare resource use (HRU), and costs between Medicaid beneficiaries with schizophrenia prevalence of comorbidities, had lower HRU, and were adequately treated with PP1M for a longer period of time (Table 1) ] eat ) ) | . | 5 30 (1 76.3 94 0 001" ‘_.’ [ $45,319 $34 674 $36,800
who transition from PP1M to PP3M and those who remain on PP1M e After matching, each cohort consisted of 374 patients, and characteristics between matched cohorts were well balanced (Table 1) Index medication (76.7%; >8.0%) 39 (1.76-3.24) <0, < § $40,000 2L
: c
Table 1. Demographic and clinical characteristics evaluated during the 12-month baseline period OI.5 1'_0 2'_0 4'.0 8I.0 160 g g $30,000 -
M ETHODS Overall Population Matched Population? Odds Ratio g $20,000 -
Standardized Standardized -_— I Medical $25,736 $24,970 $25,736 $24,970 $25,736
Reported as mean £ SD [median]| PP3M cohort PP1M cohort Difference PP3M cohort PP1M cohort Difference PP3M cohort more likely to achieve PDC =80% :‘l':’ $10,000 - $24,970
Data Source or n (%) N = 374 N = 2,000 % N = 374 N = 374 % 0
e 4-state Medicaid data from Iowa (Q2 2014 to Q3 2016), Kansas (Q2 2014 to Q1 2019), Mississippi (Q2 2014 to Q1 2019), and Age at index date, years 41.9 £ 12.1 42.3 £ 13.3 32 41.9 £ 12.1 42.1 £ 12.7 16 ‘Indicates statistical significance at the <0.05 level. PP3M PP1M PP3M PP1M PP3M PP1M
Missouri (Q2 2014 to Q1 2019) were used [40.3] [40.9] [40.3] [40.1] AP, antipsychotic; CI, confidence interval; OR, odds ratio; PDC, proportion of days covered; PP1M, once-monthly paliperidone palmitate; PP3M, No discount 23.1% discount 20% discount
- -3- i i i . (o) (o)
e Data included information on patient enrollment and demographics, as well as medical and pharmacy claims reimbursed :emale L (S, 2 ( Skl £od L (S0 L (Soe) Lol once-every-3-months paliperidone palmitate. on pharmacy costs on pharmacy costs on pharmacy costs
by Medicaid ace
\é\igcl:tke igg Eggg; 1é%%9(i5208§) 160.69 igz Eggg; ig; Eigg; ;g Persistence “Indicates statistical significance at the <0.05 level.
StUdy Design o - : . _ . : _ e During the 6-, 9-, and 12-month follow-up periods, patients in the PP3M cohort were 157.4, 18.2, and 4.6 times more likely CI, confidence interval; PP1M, on.ce—mont_hly pallpe_rldone palmitate; PP3M, on;e—every—3—months pallperldo_ne palmitate; QSD, usS dc?llars. | |
panic 0 (0.0) 9 (0.5) 0 (0.0) 0 (0.0) h : he ind dicati H ) in the PP1M cohort tivel 1P <0001 Fi > aPharmacy costs were reported without discount, with the mandatory 23.1% discount on branded psychiatric drugs® and with the estimated cumulative discount of
e A retrospective observational matched cohort design was used Other 10 (2.7) 60 (3.0) 20 10 (2.7) 10 (2.7) 0.0 to be persistent on the Index medication than patients In the cohort, respectively (a < U. ; Figure 2) 70% on branded psychiatric drugs, which includes the Medicaid price inflation rebate (70% on PP1M as of 2020).10
® 2 cohorts of patients with schizophrenia were identified ~nown £{1.9) 20 (3.3) = £{1.2) 0 (2.7) o Figure 2. Persistence on the index medication in the 6-, 9-, or 12-month follow-up periods in the PP3M versus T i i
> PP3M cohort: patients who received adequate treatment with PP1M (24 months of continuous PP1M coverage without gaps of Slffl?st:ouri 294 (78.6) 1 335 (66.8) 6.9 294 (78.6) 293 (78.3) 0.7 the pp1|\./| cohort Y Limitations
>45 days) and then transitioned to PP3M o 25 (12 'O) éSO (12 é) . 4 25 (12 b) 26 (12 '3) 0.8 e Findings are not generalizable to patients without health insurance or with non-Medicaid insurance plans and may not be
> PP1M cohort: patients who received adequate treatment with PP1M and remained on PP1M afsds ' ' ' ' ' ' ) representative of the Medicaid population in states other than those included in the analysis
Mississippi 32 (8.6) 330 (16.5) 24.2 32 (8.6) 35 (9.4) 2.8 OR (95% CI) OR (95% CI) _ o _ _
e The index date was defined as follows: Iowa 3 (0.8) 85 (4.3) 22 1 3 (0.8) 0 (0.0) ) 1009 157.43 (21.68-1,143.04) 18.19 (10.06-32.86)" e Pharmacy claims do not account for whether the medication dispensed was taken as prescribed (PP3M and PP1M were
. PP3M cohort: the index dat the first PP3M claim identified: onl tients with ad te treat ¢ with PP1M bef th Insurance eliqibility® 05 OR (95% CI) primarily identified through pharmacy claims); additionally, samples were not captured in claims data; these factors
. conort. the index-date was the firs claim identined, only patients With adequate treatment wi erore the : 9 y v 90% - 96.5% 4.63 (3.36-6.38)" potentially lead to misestimated adherence, and true initiation of treatment might not have been captured
index date were retained Capitated 40 (10.7) 207 (10.4) 1.1 40 (10.7) 38 (10.2) 1.7 T 80% . _ - _ _ _ _ _ N _
- PP1M cohort: the index date was a random PP1M claim following the criterion of adequate treatment with PP1M Fee for services 145 (38.8) 574 (28.7) 21.4 145 (38.8) 150 (40.1) 2.7 ° 9 20% ° aBepC:tLiI:r?th(I)i?%gili;\?enCzillt\l/(i)sni: for?owc)ev?/Stljgegnbfhseeioonndi?icl)nd;[n;vvg:*trg;o?é:gnigzlsd,iggatc?;?sfxil)gsglons may be underreported if
c c o) I -
e PP1M and PP3M cohorts were not mutually exclusive (ie, patients in the PP1M cohort who had =12 months of continuous Medicaid gap'lti/ltedd_ ar?g/fl"jedfor SEIVICES 18829((2510.95)) 1é29129(§21£) i;é 18829((251055)) 17876((2409'67)) :132 c=> 2 60% - rule-out
- - - - - ual Medicai edicare coverage : : : : : : =
ﬁqner:!ﬂwienn;ubseigcl)qrir?tnecrli;)r}é?ftbeor;:r’ghceolhnodri;()PP1M claim may have been eventually included in the PP3M cohort, provided that they Year of index date E = 282;0 | e There is a possibility of immortal time bias because patients were required to be adequately treated with PP1M for
0 _ . . . . . - . .
e Patient characteristics were described in the baseline period, defined as the 12-month period preceding the index date 201 76 (20.3) 441 (22.1) 4.2 76 (20.3) 75 (20.1) 0.7 %‘5 300/2 - =4 months prior to the Tirst PP3M claim or a.random PPAM claim to quality Tor |nc.Ius.|on " th.e study . . .
_ ! _ _ 2016 143 (38.2) 599 (30.0) 17.5 143 (38.2) 141 (37.7) 1.1 g 509 e Results may be subject to residual confounding because of unmeasured factors (ie, information not available in claims
* Outcomes were measured and compared during the 12-month follow-up period on/after the index date 2017 119 (31.8) 690 (34.5) 5 7 119 (31.8) 120 (32.1) 06 o o data) and, for patients with dual Medicaid/Medicare coverage, utilization and costs may be conservatively reported since
2018 36 (9.6) 270 (13.5) 12 1 36 (9.6) 38 (10.2) 1.8 B 1802 7 services reimbursed by Medicare were not captured in the data
Inclusion Criteria 0.70 + 1.15 0.98 + 1.58 0.70 + 1.15 0.65 + 1.11
e Patients were included in this study if they met the following inclusion criteria: Quan-eet (000 (0010 02 (0L 010] (000 >0 ormonth followrup Jmonth fellowrup Hermonth followrup
' Mental health-related comorbidities
o 22 claims (on different days) with a diagnosis of schizophrenia (International Classification of Diseases, 9th Revision, Clinical Substance use disorder 95 (25.4) 571 (28.6) 7 1 95 (25.4) 96 (25.7) 0.6 “Indicates statistical significance at the <0.05 level. CONCLU SIONS
Modification [ICD-9-CM] code: 295.XX [excluding 295.7]; International Classification of Diseases, 10th Revision, Clinical : CI, confidence interval; OR, odds ratio; PP1M, once-monthly paliperidone palmitate; PP3M, once-every-3-months paliperidone palmitate.
Modification [ICD-10-CM] code: F20.XX, F21) at any time during the contin Medicaid enroliment period, including =1 claim Anxiety 20 (24.1) 016 (25.8) 4.0 20 (24.1) 85 (22.7) 5.2
odl tcat;]" e ot code. F2U.A%, at any tine auring the contintous Hedicald enroliment period, Inciuding = Tobacco use disorder 87 (23.3) 499 (25.0) 3.9 87 (23.3) 91 (24.3) 2.5
Iirl'orho € Index ad'e oo o e oie . e e o Any depression disorder 78 (20.9) 543 (27.2) 14 8 78 (20.9) 72 (19.3) 20 HRU 0 Inhthis stu_dy,dpaticle;;tlsMwho transitioned to PP3M had better adherence and persistence relative to those
o = armacy or medical claim for on Januar , , or afterward, to allow =4 months of continuous coverage : : _ _ _ _ , , o , who remained on
befopre the d;te of PP3M approval ! ° Bipolar disorder /8 (20.9) 523 (26.2) 12.5 /8 (20.9) /75 (20.1) 2.0 e Patients in the PP3M cohort were 33% times less likely to have >1 inpatient admission (P = 0.011) and 32% times less _ o _ _ _ o
| | Post-traumatic stress disorder 20 (5.3) 134 (6.7) 5.7 20 (5.3) 15 (4.0) 6.3 likely to have >1 day with home care services use (P = 0.012; Figure 3) o Mgreover, patients V\_lho transitioned to PP3M ?xperlenced lower rates of inpatient admissions and days
- Aged =18 years old as of the first observed PP1M claim Non-—-mental health-related comorbidities with home care services than those who remained on PP1M
o Adequate treatment with PP1M just before the index date (defined as =4 months of continuous PP1M coverage without Cardiovascular disease® 171 (45.7) 978 (48.9) 6.4 171 (45.7) 185 (49.5) 7.5 ) ) .. e Maedical costs as well as total healthcare costs, after applying the mandatory 23.1%° and the cumulative
gaps of >45 days) Diabetes 71 (19.0) 464 (23.2) 10.3 71 (19.0) 67 (17.9) 2.8 Figure 3. All-cause HRU during the 12-month follow-up period in the PP3M versus the PP1M cohort 70%1° discounts on branded psychiatric drugs, were similar between the 2 cohorts
o >12 months of continuous Medicaid enrollment pre-index date Obesity 49 (13.1) 287 (14.4) 3.6 49 (13.1) 44 (11.8) 41 Proportion
- 212 months of follow-up starting from the index date until the earliest of Medicaid disenrollment, end of data availability, COPD — 52 (13.9) 262 (13.1) 2.4 52 (13.9) 48 (12.8) 3.1 (PP3M; PP1M) OR (95% CI) P Value
death, or transition to PP3M (for the PP1M cohort only; the follow-up period was truncated at the transition to PP3M) Hypothyroidism 25 (6.7) 207 (10.4) 13.2 25 (6.7) 28 (7.5) 3.1 | )
e Patients in the PP3M cohort additionally met the following criterion: PDC by any AP =1 inpatient stay (23701 SH0%0) ! . 207 (04500 BOH Ref
| | Y J S 6 months 0.95 £ 0.09 [1.0]]0.91 + 0.13 [1.0] 29.2 0.95 £ 0.09 [1.0]]0.94 + 0.10 [1.0] 3.0 N - . ; | ererences
o >1 pharmacy or medical claim for PP3M after adequate treatment with PP1M 12 months 0.85  0.16 [0.9] | 0.80 % 0.20 [0.9] 5 8 0.85 = 0.16 [0.9]|0.85 £ 0.17 [0.9] 08 =1 Emergency room visit (37.2%; 38.2%) - | 0.96 (0.71-1.29)  0.767 1. Tandon R. J Clin Psychiatry. 2011;72(suppl 1):4-8.
: : s : . ' ' : ' ' ' ' ' - ' - ' ' ' : 2. National Insti f Mental Health. Schizophrenia. https: .nimh.nih. health/statisti hizophrenia.shtml. A d July 27, 2020.
e Patients in the PP1M cohort additionally met the following criterion: Most recent period of adequate | 467.94 + 311.36 | 377.84 + 263.42 312 467.94 £ 311.36 | 451.71 £ 293.42 c 4 >1 Outpatient visit (87.4%: 90.1%) . A— 0.76 (0.49-1.20)  0.239 " L::;r; A;fjﬁtjgsycs;';;y. 3354;1512?:“:2?)‘?1-52?5 //www.nimh.nih.gov/health/statistics/schizophrenia.shtml. Accessed July
o >1 pharmacy or medical claim for PP1M after adequate treatment with PP1M, and no claims for PP3M before this treatment with PP1M, days [406.0] [293.0] [406.0] [366.0] o i 4. Cooper D. J Clin Psychiatry. 2007;68(6):818-825.
PP1M claim New PP1M users® 120 (32.1) 680 (34.0) 4.1 120 (32.1) 135 (36.1) 8.5 >1 Long-term care stay (7.5%; 10.2%) ¢ — 0.72 (0.44-1.17) ~ 0.182 5. DerSarkissian M. Clin Ther. 2018;40(9):1496-1508.
_ : 6. Emond B. Pharmacoecon Open. 2019;3(2):177-188.
Annual all-cause resource use >1 Mental health institute stay (55.6%: 55.3%) N = 1.01 (0.76-1.35)  0.942 7. Emond B. Curr Med Res Opin. 2019;35(4):407-416.
=1 inpatient stay 126 (337) 862 (431) 19.4 126 (337) 128 (342) 1.1 | 8. Wu EQ. Psychol Med. 2006:36(11):1535-1540.
Outcome Measures
>1 emergency room Vvisit 145 (38.8) 946 (47.3) 17.3 145 (38.8) 157 (42.0) 6.5 >1 One-day mental health institute visit (78.3%; 74.3%) ' 1.25 (0.90-1.74) 0.186 9. Pilon D. BMC Psychiatry. 2017;17(1):207.
e Adherence to all APs and index medications was defined based on a proportion of days covered (PDC) >80% over the 6- and >1 outpatient visit 327 (87.4) 1,811 (90.6) 10.0 327 (87.4) 338 (90.4) 9.4 - _ _ . o i . 10. gNVEGA '|£EINZA® (|3‘c§Ii|3|eri§Ione J|:>a|Im2i’E)aicEe;) extended-release injectable suspension, for intramuscular use [prescribing information]. Titusville, NJ:
. . ! - anssen darmaceuticals, inc., Ju .
12-month periods >1 long-term care stay 22 (5.9) 283 (14.2) 57 8 22 (5.9) 32 (8.6) 103 =1 Day with home care services (32.9%,; 41.7%) ¢ i 0.68 (0.51-0.92) 0.012 y
- Because the days of supply information was missing for PP3M and PP1M claims identified using medical claims, 90 and Annual all-cause healthcare costs >1 Day with other services? (87.7%; 82.6%) ¢ . 1.50 (1.01-2.24) 0.047"
30 days of supply were imputed, respectively, to align with each medication’s label Medical costs 24,209 + 30,832 | 30,710 £ 37,811 16.4 24,209 + 30,832 | 23,690 £ 29,215 17 | i | Acknowledgments
e Persistence on index medications was defined as an absence of a gap >90 days (PP3M cohort) or >30 days (PP1M cohort) in the [12,902] [19,563] | [12,902] [12,604] | 0.3 0.5 1.0 2.0 Medical writing support was provided by professional medical writer Loraine Georgy, PhD.
index medication Supply over the 6_, 9_, and 12-month periods Pharmacy costs 33,958 + 34,915 27,124 + 47,476 18.8 33,958 + 34,915 33,404 + 38,079 1.5 Odds Ratio This study was sponsored by Janssen Scientific Affairs, LLC.
[29,557] [6,629] ' [29,557] [25,587] ' —

All-cause HRU and costs were reported over the 12-month follow-up period per-patient-per-year (PPPY); costs were adjusted for
inflation using the medical care component of the US Consumer Price Index and were reported in 2019 US dollars

Pharmacy costs were reported pre-discount, after the mandatory 23.1% discount on branded psychiatric drugs® and after the
estimated cumulative discount of 70% on branded psychiatric drugs, which includes the Medicaid price inflation discount (70% on
PP1M as of 2020)1°

Supported by Janssen Scientific Affairs, LLC

AP, antipsychotic; CCI, Charlson comorbidity index; COPD, chronic obstructive pulmonary disease; PDC, proportion of days covered; PP1M, once-monthly paliperidone palmitate; PP3M, once-
every-3-months paliperidone palmitate; SD, standard deviation.

apatients were matched 1:1 on 5-percentile propensity score buckets, modeled using logistic regression adjusted for baseline characteristics (see Statistical Analysis section).

PEvaluated at the claims level based on all claims
‘Excluding nicotine dependence.
dIncluding hypertension and hyperlipidemia.

in the baseline period.

¢eEvaluated among patients with =12 months of continuous enrollment prior to the first observed PP1M claim.

PP3M cohort less likely PP1M cohort less likely

“Indicates statistical significance at the <0.05 level.
CI, confidence interval; HRU, healthcare resource use; OR, odds ratio; PP1M, once-monthly paliperidone palmitate; PP3M, once-every-3-months paliperidone

palmitate.

to have =21 event to have =21 event

a0ther services include but are not limited to independent laboratory services and services received in Federally Qualified Health Centers.
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