Treatment Patterns and Associated Factors in Patients with Uterine Fibroids Without a
Claims Diagnosis of Heavy Menstrual Bleeding (HMB)

Laura McKain, MD'; Kaitlyn Edsall, MBA?, Robert Dufour, PhD'; Cassandra Lickert, MD'

'"Myovant Sciences, Inc., Brisbane, CA, USA; 2Charles River Associates, Boston, MA, USA

Introduction

« Uterine fibroids (UF) are the most common benign pelvic tumors
among women in the United States.’

Table 1. Study patient attrition, patients with UF and Table 3. Treatment status by prescription or

no HMB claims, and with UF and HMB claims gynecologic procedure within 1-year post-index date,
patients with UF and no HMB claims, and with UF and
HMB claims

T [

« Based on logistic regression conducted in women with no HMB claim, + Although data were reported for both women with UF with HMB and
the following factors were significantly associated with a greater with no HMB, these patient subgroups are heterogenous and cannot
probability of hysterectomy within 1 year of UF diagnosis (Figure 3): be directly compared.

Increased age, pain, prior hormonal pharmacologic use, and prior (pre-

+ Patients with no HMB claims had claims associated with the following
symptoms/signs prior to or on the same day as their first UF diagnosis
(Figure 1): Pain (9,535, 36.6%), fatigue (4,038, 15.5%), abnormal

« Most women with UF are diagnosed before 50 years of age, and >60% bleeding (2,993, 11.5%), infertility (1,606, 6.2%), and anemia (1,330,

of cases are in women aged 30-44 years.?

» Despite efforts to limit the patient population to women with recently

No HMB HMB

UF may be asymptomatic, but some women experience debilitating
symptoms that require treatment; in the US, clinical guidelines for UF
were last updated in 2008, and include only limited pharmacologic

Characteristic

claim claim®

All patients with >1 UF

5.1%).

Figure 1. Symptom-specific claims filed prior to or on

Treatment, n (%)

Patients
with HMB

Patients
with no HMB

UF diagnosis) narcotic analgesic use.

» Factors associated with a lower rate of hysterectomy were infertility,
abnormal bleeding, post-diagnosis analgesic use (narcotic and non-
narcotic), and post-diagnosis hormonal treatment.

diagnosed UF and no HMB claims, patients could have been
diagnosed with UF or incurred claims for HMB in the >1 year prior to
the index date.

) . . . same dav as UF diagnosis for patients with UF and claim claim . Pre—mgnopausal women aged >50 years were not inclqded in the.
options.4 diagnostic claim in the 1,513,396 HMB y| ; & P N = 26 068 N = 66.313)6 « Factors significantly associated with a greater probability of women with analysis and the PharMetrics® Plus database does not include patients
- Heavy menstrual bleeding (HMB) is one of the most frequently database no claims (N =26, ) (N =66, ) no HMB claims receiving hormonal treatment within a year of UF with Medicaid; these factors may limit the generalizability of these
. i diagnosis were abnormal bleeding, infertility, hysterectomy, and other findings.
reported symptoms of UF; however, even in the absence of HMB, . , . : : atlt
other symptoms and signs, such as pain, anemia, fatigue, bulk, urinary Female, aged 18-50 years 1,084,061 10,000 {8,535 (36.6%) Any Rx of interest 9,085 (34.9) 30,017 (45.3) surgical procedures; older age was associated with a lower likelihood - Since National Drug Code drug claims are not associated with a
or bowel dysfunction, and fertility issues can lead to patients seeking ' : (Figure 4). diagnosis, patients may have been administered study drugs for
medical attention.!: No claims for HMB ever in the Hormonala Rx onIy 7 606 (29 2) 24 526 (37 O) reasons other than UF; this could lead to an overestimation of the
! ’ ! ’ . . drug treatment rate.
« The real-world treatment patterns of patients with UF and HMB were dataset (no HMB) or > 2 8000 4 Figure 3. Impact of symptoms and prior treatment i %I " ) ble t that tom clai lated
recently characterized.® Research is limited, however, regardin diagnoses for HMB ever in 385,158 422,558 ’ ] <l . P  Finally, it was not possible to ensure that symptom claims were relate
J i s & & No Rx of interest 16,983 (65.1) | 36,296 (54.7) on hysterectomy within 1 year of UF diagnosis in to UF; patients may have experienced these symptoms for reasons
treatment patterns among women with UF who have sought medical the dataset (> 30 days apart) . . .
= ysap patients with UF and no HMB claim other than UF.
care for symptoms other than HMB. (with HMB)
Objective 6,000 - No hormonal@ Rx 18,462 (70.8) | 41,787 (63.0) .
’ I
> 2 di for UF [ Impact on Hysterectomy within 1 Year after UF Dx Conclusions
o _ _ _ _ > lagnoses Tor everin )
» The objective of this retrospective claims database analysis was to the dataset 117,431 237,060 An necologic 0dds Ratio and 95% CI
describe the clinical characteristics and treatment patterns (eg, € datase 4,038 (15.5%) y 8y g 7,311 (28.0) 32,819 (49.5) 95% Cl  P-value + This analysis indicates that HMB is not the only symptom that drives
hysterectomy, hormonal therapy, and pain management) of women 12-month histor ithout a 4,000 - procedure of interest Age . (o100 <001 the need for UF treatment.
wi_th medical claims for UF, but no medical claims for HMB. Results for UF di 'I _y V¥I _ CLjJ 47199 109.895 2,993 (11.5%) Dain v 6145 <00t - Among women with recently diagnosed UF and no claim for HMB, only
Conducted study of patients wi UF and HMBe o 2BrOsIS prior o index ' ' Hysterectomy 4,326 (16.6) | 20,499 (30.9) - a limited proportion were treated with pharmacotherapy or surgical
ate 2,000 1,606 (6.2%) 1,330 (5.1%) Infertility | -—s—— 008,027 <0001 procedures within 1 year of diagnosis:
> 2 years continuous follow- ' Other procedures 3,562 (13.7) | 16,029 (24.2) Anemia - 080120 09253 — The majority (65.1%) did not receive any hormonal or analgesic
: . ing: i . i i i Post-UF dx hormonal Tx = 049,067 <0001 plizic=elalie,
« Women aged 18-50 years with an incident diagnosis of UF between included in the StUdy 26,086 66,313 0 Pain Fatigue Abnormal Infertility Anemia rMB heawymensirualbleeding fi pharmacologic erapy; UF werine fhrolds. Post-UF dx non-narcotic analgesic —— 044,089 00086 — Over a median 3.9 years from the first UF diagnostic claim, the
- i - aHormonal treatment includes aromatase inhibitors, leuprolide, other luteinizin . . iori i i i
January 1, 2010 and December 31, 2019 were identified from the IQVIA (allowmg for one 30 day gap bleeding hormone-releasing hormone agonists, elagolix, estrogenp, progestin, non-oral hogrmonal Post-UF dx narcotic analgesic ee2.08r 003 hmoagrc;]r:)tr)]/aciz\;vlj)rgen with UF and no HMB did not receive any
PharMetrics® Plus database. INn coverage each yea r contraceptives (except for ParaGard® copper intrauterine device J73000, NDC Prior hormonal Tx Fe 108,145 00032 gs:
- Patients were required to have >2 UF claims (International Classification HMB. h trual bleeding: UF. uterine fibroid HMB, heavy menstrual bleeding; ICD, International Classification of Disease; UF, uterine 21285020401, 51285020402), and oral hormonal contraceptives. Prior non-narcotic analgesic - oez 14l oexs ’ :.r;(alichomgle;nentgr.y analth|s, womlen R IF etne HfMB aee 45(‘13%
f Diseases ICD-10 D25.X and ICD-9 218.X) =30 days apart, and no HMB » Neavy menstrual bleeding, Ur, uterinefiorolds. fibroids. ICD codes for symptoms: Pain (ICD-10: R10.0; R10.2-R10.3; R10.30-R10.32; . . . . . Prior narcotic analgesic (- 134224 <0001 ikelihood of receiving a pharmacologic treatment of interest, an
o gty ) 230 days apar R10.8; R10.81; R10.811-R10.814; R10.84; R10.9; N94.1; N94.10-N94.12; N94.19; N-94.4- * Alarge proportion of patients with no HMB claim also received no Ste of D inoatient vs ovtoatient L o1t or 49.5% received a surgical procedure.
claims (ICD-10, N92.0-N92.4; N93.8-N93.9; ICD-9 626.2, 626.5-626.9, - The majority of patients with no HMB claims (96.0%) had commercial N94.6; ICD-9: 789.0x; 789.6x; 625.0; 625.3); fatigue (ICD-10: R53.0-R53.1; R53.8; R53.81, hormonal therapy: 70.8% at 1 year, 65.2% at 2 years, and 58.7% at any ite of Dx, inpatient vs outpatien b ' _ _ _ _
627.0). ! ) ) R53.83: |CD-9: 780.79) abnormal bleeding (ICD-10: N92.3: N92.5-N92.6: N93.8-N93.9: ; No Hysterectomy Hysterectomy — Regardless of age, patients with HMB claims were more likely to
health insurance coverage, and most (84.8%) were aged 35-50 years; a ' ) 8( ' ' ' time. : ———— ——rr
The i : : o . AP AN ) B . ' ICD-9: 626.1; 626.4-626.5; 626.8-626.9); infertility (ICD-10: N97.2; N97.8-N97.9; ICD-9: ' ' have a hysterectomy than those with no HMB claim.®
. e index date was defined as the date of the first UF claim; patients similar distribution existed for patients with an HMB claim (Table 2).6 628.3, 628.8-628.9); anemia (ICD-10: D50.0; D50.8-D50.9; D64.8: D64.89: D64.9; ICD-O: 0.1 1 10

were required to have >1 year of continuous pre-index enroliment, and
could not have any UF diagnosis claims in the year preceding the index
date (ie, women were newly diagnosed).

Patients were also required to have >2 years of continuous post-index
date enrollment.

Also identified were claims for symptoms/signs associated with UF

« Among patients with no HMB claims, mean patient age (standard

deviation) was 41.8 (6.3) years, and median time from index date to
last claim was 1407 days (3.9 years); similar results were observed for
patients with an HMB claim.

280.0; 280.8-280.9; 281.9; 285.8).

« Within 1 year of the index date, among patients with no HMB claim
(Figure 2 and Table 3):

— 49.2% received no treatment of interest;

The proportion of patients with no HMB claim receiving no
pharmacologic therapy of interest decreased over time: 65.1% at 1
year, 57.8% at 2 years, and 49.2% at any time during follow-up.

Table 4 summarizes hysterectomies at 1-year post-index date, by age
group. In women with no HMB claims, the probability of having a
hysterectomy increased over time: 16.6% at 1 year, 19.7% at 2 years,

Cl, confidence interval; dx, diagnosis; HMB, heavy menstrual bleeding; Tx, treatment; UF,
uterine fibroids.

Figure 4. Impact of symptoms and prior treatment

Pain was the most common symptom reported by patients with
recently diagnosed UF but no claim for HMB.

— The presence of pain was associated with subsequent
hysterectomy, but not the use of hormonal treatment.
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