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Abstract

Introduction: Immune Globulin Subcutaneous (Human) 16.5% (IGSC 16.5%) is a
subcutaneous immunoglobulin (IG) approved for the treatment of primary immunodeficiency
diseases (PIDD) in adults and pediatric patients =2 years old. We evaluated clinical outcomes
in IG treatment-naive patients with PIDD who utilized IGSC 16.5% as initial therapy.

Methods: A retrospective review was conducted in IG treatment-naive patients who received
24 weeks of IGSC 16.5% from 5/2019-4/2022. Data included demographics, IGSC 16.5%
utilization, adverse reactions, respiratory tract infections (RTIs), and treatment adherence
defined as self-administering within two days of the scheduled treatment.

Results: Thirty-five 1G treatment-naive patients (mean age 49+11.8 years, 94% female) utilized
IGSC 16.5% during the study period. The predominant PIDD diagnosis was common variable
immunodeficiency (40%). All patients infused weekly, with a mean dose of 122+31.8
mg/kg/week. The initial infusion rate was 26.5+6.9 mL/hr/all sites, and the maximum rate was
55.7£19.9 mL/hr/all sites (min 22.1, max 86.1). During infusions 1-24, local reactions were
reported in 27 patients (77%), most commonly swelling, redness and itching. Local reactions
were highest at infusion 1 and decreased significantly over time (p<0.01). Systemic reactions
were reported in 15 patients (43%), most commonly fatigue and headache. Systemic reactions
also diminished significantly over time (p<0.05). Seventeen bacterial RTls occurred in 13
patients (33%); none were serious. Patients were adherent in 833/840 infusions (99%
adherence rate).

Conclusion: Our real-world study confirmed effectiveness and excellent adherence with IGSC
16.5% in 1G treatment-naive patients with PIDD. Local and systemic reactions were highest at
treatment initiation and then decreased significantly over time.

Introduction

Immune globulin subcutaneous (IGSC) therapy is commonly used in the treatment of
primary humoral immunodeficiency disease (PIDD) [1]. IGSC therapy has been associated
with a low adverse reaction profile and predictable IgG pharmacokinetics in patients with
PIDD [2]. IGSC therapy can be effectively provided through a physician clinic with nursing
and pharmacy services, demonstrating high medication adherence [2,3].

IGSC 16.5% (Cutaquig®) is a human immune globulin (IG) subcutaneous product approved
in the US for the treatment of PIDD in adults and children two years old and younger [4]. A
phase 3 clinical trial showed treatment efficacy, safety with no serious bacterial infections,
stable 1gG plasma levels, and tolerability in IG treatment-experienced patients [5]. A long-
term, prospective study also reported maintained efficacy and low rates of adverse events

[6].

Our previous real-world assessments of IGSC 16.5% indicate safe and effective therapy at
six months and twelve months in patients who were primarily treatment-experienced [7-8].
The purpose of the present study was to evaluate clinical outcomes in |G naive patients
receiving IGSC 16.5% as their initial therapy for the treatment of PIDD.

Methods

A retrospective, observational review was conducted in IG treatment-naive patients who
initiated therapy with IGSC 16.5%. Patients had not received either intravenous or
subcutaneous |G prior to the start of IGSC 16.5%.

All patients were required to have at least 6 months (i.e., 24 weeks) of IGSC 16.5% use.
Data was collected from May 2019 to April 2022.

Patients initiated IGSC 16.5% at immunology and infectious disease physician clinics. IGSC-
trained pharmacists and nurses provided training in self-administration and therapy
management. Pharmacists dispensed medications and conducted monthly assessments to
capture patient-reported outcomes.
Study data included:

- Baseline demographics and disease characteristics
IGSC 16.5% therapy details

Bacterial respiratory tract infections (RTIs)

Local and systemic adverse reactions
Treatment adherence (e.g., utilization within £2 days of scheduled treatment)

Descriptive statistics included means, standard deviations (SD), medians, interquartile
ranges (IQR), frequencies, and percentages. Repeated measures linear regression was
used to assess the change in local and systemic reactions over time.
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We present IGSC 16.5% 6-month outcomes in PIDD patients naive to |G treatment.
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