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INTRODUCTION

e |mmune globulin subcutaneous (human) 20% solution (Ig20Gly [Cuvitru; Baxalta Innovations GmbH,
Vienna, Austria]) is a subcutaneous immunoglobulin (SCIG) therapy used to treat patients with

e One patient withdrew consent before the 6-month follow-up visit. No patients discontinued owing to
adverse events, death, pregnancy or physician decision; no patients were lost to follow-up.

e Baseline patient demographics, clinical characteristics and SCIG treatment history are shown in Figure 2.
— Common variable immunodeficiency was the most common type of PID in this study population.

FIGURE 3. 1g20GLY ADMINISTRATION CHARACTERISTICS.
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visit and 26 patients attended a 12-month follow-up visit. Sixteen patients attended all three visits.

— In a deviation from the protocol, patients who received IVIG or no SCIG therapy before enrolment were
included in the study.

FIGURE 1. STUDY DESIGN AND ASSESSMENTS.

Mean (range) age: 42 (7-78) years
69% female IlgPro20° ———» ,
100% White/Caucasian 1g20Gly

Immune globulin subcutaneous (human) 20% liquid (Hizentra [CSL Behring AG, Bern, Switzerland]).!® ®Free-text entries in the ‘other’ category were ‘Grifols study medication
20 Perc. SCIG’ (n = 1), ‘Kiovig intravenous’ (n = 1) and ‘none’ (n = 10).

ARA, autosomal recessive agammaglobulinaemia; CVID, common variable immunodeficiency; 1g20Gly, immune globulin subcutaneous (human) 20% solution;

IgA, immunoglobulin A; IgG, immunoglobulin G; SCIG, subcutaneous immunoglobulin; XLA, X-linked agammaglobulinaemia.

TABLE 1. 1g20GLY INFUSION AND DOSING PARAMETERS OF THE MOST RECENT INFUSION AT EACH
TIME POINT.

e Intotal, 10 adverse events were reported in eight patients at or between visits; none were rated as serious
by the investigator.

— Two were considered probably related, two possibly related and six not related to the study medication.

e One acute serious bacterial infection was reported at 12 months; no acute serious bacterial infections were
reported at 6 months.

PATIENT-REPORTED OUTCOMES
e Life Quality Index (LQI)>*° and 9-item Treatment Satisfaction Questionnaire for Medication (TSQM-9)!*2
scores are shown in Figure 4.

— Total mean LQl and TSQM-9 scores remained high (indicating better quality of life [LQl] or increased
satisfaction [TSQM-9]) throughout the study.

aScores range 0—100, with higher scores indicating higher quality of life (LQl) or better satisfaction (TSQM-9).
LQl, Life Quality Index; TSQM-9, 9-item Treatment Satisfaction Questionnaire for Medication.

CONCLUSIONS

The CORE study adds to the body of real-world evidence concerning the flexibility, feasibility
and tolerability of 1g20Gly infused via a pump, mostly in weekly intervals over a 1-year period in
patients with PID in Germany and Switzerland.

Findings, including the low rates of acute serious bacterial infections, are generally consistent with
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before and baseline follow-up follow-up “ VP — - Median (range) “ Median (range) TABLE 2. SUMMARY OF SAFETY, TOLERABILITY AND INFECTION OUTCOMES.
enrolment assessment Parameter | Gmonths(n=23) | 12months(n=26)

Data collected at baseline Data collected during follow-up

Patient characteristics 1g20Gly dosing/administration/

Ig20Gly, immune globulin subcutaneous (human) 20% solution; IgG, immunoglobulin G; LQl, Life Quality Index; PRO, patient-reported outcome; SCIG, subcutaneous immunoglobulin;
TSQM-9, 9-item Treatment Satisfaction Questionnaire for Medication.

Maximum infusion rate,

mL/hour 21 26.7 (10.0-60.0) 20

24.5 (10.0-60.0) 14 40.0 (10.0-60.0)

Monthly dose by body

Ig20Gly, immune globulin subcutaneous (human) 20% solution; 1gG, immunoglobulin G.

Adverse drug reactions®

@ Patients, n (%) 0 (0)

3 (11.5)

2Events reported up to 72 hours after the most recent Ig20Gly infusion (local: haematoma and redness; systemic: tiredness and chills, but no fever during the infusion). ®°Not including
acute serious bacterial infections. ‘Events reported since the last visit. “No patients were hospitalized for infection at 12 months.
Ig20Gly, immune globulin subcutaneous (human) 20% solution; SD, standard deviation.
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