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BACKGROUND * Across the SClg subgroups, patient characteristics and monthly rates of HCRU variables (e.g. * Patient characteristics of each patient cohort are reported on Table 1. On average, SClg treated patients with
. . . . . hospitalizations, nurse and pump provider visits at home, treatment doses...), were described. Sensitivity SID were older than those with PID. There were more females in the PID patient population vs SID population.
e Subcutaneous immunoglobulin (SClg) replacement therapy is recommended for patients with e e . ) . _ . o
" obulinemi 4 by br (PID) and dary i defic (SID) f e in th analyses were performed for hospitalizations by type (with or without stayover) and by timing of Respiratory disorders and cancer were the most frequently observed comorbidities in PID and SID
ypogammaglobulinemia caused by primary and secondary immunodeficiency or example in the occurrence (first month or rest of the follow-up). sopulations, respectively.

context of chronic lymphocytic leukemia, multiple myeloma, or patients pre- and post-allogeneic hematopoietic * Poisson models adjusted for patient characteristics were used to compare HCRU endpoints between each

- ion? ] : . HCRU and related costs
stem-cel| transplantation*. treatment group (fSClg and cSClg [Hizentra® and Gammanorm® pooled data]); the relative risk (RR and _ ,
» Conventional SClgs (cSClgs) can be self-administered at home but are limited by the administration volume, 95%Cls) reported is the ratio of the mean value of each HCRU endpoint in the fSClg vs cSClg groups. * NV & PPV: Compared to fSClg-subgroups, monthly mean rates of NV and PPV were respectively 2.5 and 3.1
: inle iniecti : : N <2 . . : " . times higher in PID cSClg-treated patients, and 1.6 and 3.1 times higher in SID cSClg-treated patients, leadin
leading to multiple injection sites and frequent infusions®. * Linear regression models were used to quantify the additive difference (95% Cls) between the mean dose ‘o NV+PIg3V Costs 2 6 andgz ; timesphi ror both in PIDs and SIDs (Tabgie 2) & P &

* Hyaluronidase-facilitated SCIg (fSCIg) associates a therapeutically effective human type G (IgG) immunoglobulin in the fSClg vs cSClg groups. Only covariates with P <0.05 in the univariate analysis were retained in the e ' ' | sNEL, ol b " ' A with ,
with recombinant human hyaluronidase, which results in increased permeability of connective tissue and final Poisson model (age, gender, affiliation to the CMUc [supplementary universal health coverage], co- Hospita l.zatlon.s (HO): Monthly mean costs for a OSp'Fa |zat|.ons (with and without stgyover) were.1.6 times
enhanced uptake of IgG. As a result, fSClg can be administered at a high rate, increased volume, and low treatments at inclusion by Anatomical Therapeutic Chemical (ATC) class, expert center for PID patients, and 1.8 times higher for cSClg versus. fSFIg -treated patients, in PIDs.and SIDs, respectively. Such differences
frequency (once every 3-4 weeks), implying improved patient care, treatment adherence, and reduced presence of comorbidities, beneficiary of Long-Term Disease (ALD) status for SID). are r.ela’.ced .to the .observed nospitalizations types, fSCIg-treated patients had more frequent but less costly
healthcare costs®5 hospitalizations (without stayover) versus cSClg-treated patients.

Figure 1. Study design * The total HCRU costs related to SCIg-administration was estimated to be 575€ and 1,851€ lower with fSClg

OBJECTIVES NIE\",":’etm at“V Sct'i "‘Zatme’t';“ versus cSClg, in PIDs and SIDs respectively.

. - . . . . . g tréatment 1or 6 montns Other SClg (cSClg)
* Describe and compare the healthcare resource utilization (HCRU) and direct medical costs in French patients . . :
receiving SCIgs for hypogammaglobulinemia, either weekly cSClg or monthly fSClg. < Pre-follow-up period Exposure/follow-up period > Table 2. HCRU and costs related to 3Clg administration
. . . P . PID SID
| | | N | g E .
METHODS Nov 1, May 1, AT e diﬁeoihf:: ‘S‘Z‘.’;f e Jun 39 Dec3L, : Descriptive, non-adjusted results Ad) UStid Descriptive, non-adjusted results AdJUStid
Studv desian and studv pobulation 2015 2016 2016 2018 2018 Variables of (mean+SD) results®, (meanzSD) results®,
y g y pop y Inclusion period . interest _ (95% Cl) a (95% Cl)

* Retrospective observational cohort study conducted from November 1, 2015 to December 31, 2018 in adult Extraction period All fSClg cSClg cSGlg vs All fSClg ¢SClg  cSGlg vs fSClg,
and pediatric French patients treated Wlth fSC|g or CSClg for the management Of PID and S|D (Figure 1)’ USing cSClg, conventional SClg; fSClg, facilitated SClg; IVIg, intravenous immunoglobulin; SClg, subcutaneous immunoglobulin N=534 N=87 N=447 fSCIg, N=534 N=1,478 N=87 N=1,391 N=1,478
the French National Healthcare database (SNDS). RESULTS PPV | 5.843.6 2.642.6 6.4+3.4 | 3.1[2.93.2] | 5.4£3.9 2.141.7 5.643.9 | 3.1[2.9;3.3]

. Thls.s’Fudy mcludec.JI newly treated patlents (no Ig-administration during the previous 6 months) with SID and - Overall, 2,012 patients (534 PIDs; 1,478 SIDs) were analyzed. NV 3 1445 13+1.9 3444 8 2.5[2.3:2.6 4345 4 3 145 1 4445 4 1.6 [1.5:1.6]
receiving SCIgs during the study period. ; : ; HCRU _ _ . .

. . N . _ . . Figure 2. Study inclusion flowchart HO 0.4+0.7 0.6+0.8 0.3+0.7 0.5 [0.4;0.6] 0.3+0.7 0.5+0.8 0.3+0.7 0.4 [0.4;0.5]

* PID patients were identified based on the presence of specific ICD-10 codes. SID patients were identified by 3372119 €859 7 330412 3 23 1415 7 334584 3 1e16 1

) ) ) ) i ) ) nitial extraction (N=9, : _ on-uniaue identifier n=194: Withou — Jxll. 0T, Uxrl/Z. _ i Ba il Ro 8 AT0. 1T 10. _
excluding patient with PID-related code from the population of patients treated with an a SClg. All potential SID : Egggg;tng;Ce'ﬁgseerit'j]-ﬁzlti(g'letreatﬂ]eng atti;de'x’ nﬁ‘;;‘gﬁ;“ﬁggﬁ:getmWtith v and DO (N=414) (N=81) (N=333) -4.0 [-6.9;-1.2] (N=1,054) (N=75) (N=979) -0.7 [-4.4; 3.0]
patients, regardless of the indication were included in the study including hypogammaglobulinemia situations } §§i§é:tzgv"vi'iff{fn”;;gvvivtnhsjgf?n“;c‘a“tﬁ'j?mg)fvdemve“”a““g oelymenrefpEiny, =20 _ _
with chronic lymphocytic leukemia, multiple myeloma, or patients pre- and post-allogeneic hematopoietic SCIg treated (N=8,291) ' PPV | 526.1+328.2 | 261.2+361.8 | 577.7+295.2 | 2.4[1.9;3.0] | 497.2+359.3 | 226.5+264.1 | 514.1+358 | 2.2 [1.8;2.8]
stem-cell transplantation. | I Eféetéggtgh Prior treatment, N=6,279 conee| NV | 119882042 | 4204609 | 134.942179 | 2.6[2.0;3.3] | 152.0¢159.7 | 60.4+64.6 | 157.7+162.2 | 2.6[2.1;3.3]
Wm- P =2 + +
Data sources (€) | HO [522.7+2,751.7| 242.7+432.2 |577.2+2,999.1| 1.6 [1.3;2.1] 1'664'61517'12 474.5+1,661.5 1'738'75117'64 1.8 [1.4;2.21]
* The SNDS collates and pseudonymizes health datasets from the following: — 1478 1 074.0£7345 '
, , o . PID (n=534 SID (n=1,478 : it ' :
o The SNIIRAM, a hospital/retail database5 containing anonymous individual-level data for all healthcare | : | : DO |1,108.04554.8/1,245.2+449.7/1,079.4+573.1) 0.710.6;0.9] 0 1,089.6+392.0/1,072.8+755.0) 0.8[0.7;1.0]
m ClaimS, Covering more than 99% Of reSidentS in France (i.e., apprOXimatEIy 65 mllllon people) rega rdleSS fSClg (HyQvia®) (n=87) cSClg (n=447) fSClg (HyQvia®) (n=87) c¢SClg (n=1,391) ;écfgg,szeg]ﬁ;légigigspoz\fc/:‘Stcillll?zzg&?}?é;?}i:ﬁtz?:driilal:::‘;i;giff/’sC/'lr,;'vclivvt::cfglﬁzrulljig;Z?,C;Jg‘,/ecrgng\fezgfgz;?scszcutaneous immunoglobulin; PID, primary immunodeficiency; SID, secondary
of the insurance SCheme, sourced from DCIR (Outpatient healthcare COnSUmptiOn data). P ' . P | . immunodeficiency; PPV, pump provider visit; NV, nurse visit; HO, hospitalization; DO, SClg dose delivered at home and in hospital; SD, standard deviation; Cl, confidence interval.
o The PMSI, a hospital database containing medical and administrative data managed by the Agence Hizentra® (n=231) Gammanorm® (n=216) Hizentra® (n=786) Gammanorm® (n=605) Table 3. Sensitivity analyses according to hospitalization types
Technique de I'Information sur I'Hospitalisation, collected from Médecine-Chirurgie-Obstétrique (MCO), rable 1. Main d hi d baseli tient ch teristics of each patient cohort D .
Soins de Suite et de Réadaptation (SSR), Hospitalisation a Domicile (HAD), and psychiatric institutions ab’e 2. VIain gemograpnics and BAsefiné patient characteristics oy each patient conort. HCRU for the Ig administration in hospital All
(Psy). Variables of fPID : (monthly mean number, +SD) N
. : : : - : : ariables of interest All patients SClg cSClg All patients SClg cSCig =L
o Both databases are linked with a unique, anonymous identifier, the social security number (NIR). S - = No1478 - h=-1391 Hospitalizations according to length of stay
Variables of interest, HCRU and their costs (2019 €) related to SClg administration considered in the study were: Age at index date, years, mean (SD) 53.6(21.8) | 53.7(16.9) | 53.6(22.6) | 65.1(16.1) | 68.1(12.8) | 64.9 (16.3) Without stayover (HDJ) 0.3(+0.7) | 0.5(+0.8) | 0.2(+0.6) | 0.2(+0.5) | 0.4(x0.7) | 0.2(%0.5)
o At-home administration: 1) Through service providers: All services from a provider responsible for home Gender (female), n (%) 308 (57.7) 48 (55.2) 260 (58.2) | 717 (48.5) 40 (46.0) 677 (48.7) With stayover 0.1(+0.2) | 0.0(+0.0) | 0.1(£0.2) | 0.1(£0.5) | 0.1(%0.5) | 0.1(#0.5)
perfusion pump installation (PPV) and regular use ; and 2) Through private nurses (NV): Private nursing Comorbidities, n (%) Hospitalizations according to occurrence timing
procedures reimbursable by health insurance. Cancer 209(39.1) | 27(31.0) | 182(40.7) | 1,169(79.1) | 73(83.9) | 1,096 (78.8) during FU
o In-hospital administration: All hospital stays for an SClg administration (HO). Cardiovascular disorders 88(16.5) | 10(11.5) | 78(17.5) | 392(26.5) | 18(20.7) | 374 (26.9) Occurring within the 1% month 10(+1.0) | 1.6(£#1.1) | 0.9(0.1) | 0.8(20.9) | 1.9(+1.0) | 0.7(+0.8)
i st _
o At-home and in-hospital: SCIg doses (=8 g grams/month) delivered at home and in the hospital (DO). Diabetes 49 (9.2) 5 (5.8) 44 (9.8) 220 (14.9) 12 (13.8) 208 (15.0) Occurring after the 1* month of follow-up 00(20.3) | 0.1(x0.2) | 0.0(x0.3) | 0.0(#0.2) | 0.0(x0.1) | 0.0(#0.2)
- HCRU, health care resource utilization; fSClg, facilitated subcutaneous immunoglobulin; cSClg, conventional subcutaneous immunoglobulin; PID, primary immunodeficiency; SID, secondary

Data analyses Hyperten5|0n 118 (221) 13 (150) 105 (235) 453 (307) 20 (230) 433 (31 1) immunodeficiency; FU, follow-up; HDJ, hospitalization without stayover; SD, standard deviation.

* Mean (standard deviation [SD]) monthly rates of each HCRU were calculated for the entire follow-up period Reszratofryd'sofers_ - 248 (46.4) 32(36.8) 216(48.3) | 508 (34.4) 38 (43.7) 470(33.8) * Given fSClgs are administered in hospital in first month for dose adjustments, we conducted sensitivity
available. Number of comedications,” mean (SD) 1.5 (1.6) 1.24(1.3) 1.59 (1.7) 2.02 (1.9) 1.99 (1.8) 2.02 (1.9) analysis on types of hospital-stays. These analyses confirmed that hospitalizations for fSClg administration

Length of follow-up, months, mean (SD)] 8.5 (6.8) 7.72(53) | 8.65(7.0) | 8.34(66) | 7.53(4.6) | 833(6.7) occurred mainly during hospitalizations without stayover (outpatient care); and within the first month of

CONCLUSIO NS aTreatment with ATC A* or M* or LO1* or LO3* or LO4* or HO2* or JO1* or JO2A* or JO7BB* or PO1* or RO3* ATC, Anatomical Therapeutic Chemical classification system. fSClg, facilitated .

subcutaneous immunoglobulin; cSCIg, conventional subcutaneous immunoglobulin; PID, primary immunodeficiency; SID, secondary immunodeficiency; SD, standard deviation. fO"OW'up versus durlng the rest of the fO”OW'Up (Table 3)

* This study provides real-world evidence on patient characteristics and HCRU in PID and SID patients in France, confirming the known clinical profile of these patients including comorbidities.

* Regardless of the indication, fSClg-treated patients had lower HCRU related costs for SClg-administration versus cSClg-treated patients.
* The hospitalizations rates without stayover in fSClg subgroup can be explained by the dose adjustment necessary during treatment initiation.
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