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Introduction

Common variable immunodeficiency (CVID) is a primary immune deficiency
disease characterized by defects in humoral immunity.  Individuals with CVID
often experience frequent bacterial and viral infections of the upper airway, sinuses,
and lungs despite standard immunoglobulin replacement therapy (IgRT). IgRT's
are subject to requirements established in 21 CFR 640 that define minimum
concentrations for antibodies against only measles, diphtheria, and polio’.  There
is no standardization of IgG titers against common, problematic respiratory
pathogens.

Immune globulin intravenous (IVIG), human-sira 10% (ASCENIV™) is a unique
IgRT that meets all CFR 640 criteria and is manufactured from blending normal
source plasma with plasma from donors that possess high antibody titers against
RSVZ and other common circulating respiratory viruses including influenza A and B,
parainfluenza serotypes 1, 2, and 3, human metapneumovirus, and seasonal
coronaviruses 229E and OC43%.

Purpose

To evaluate the clinical efficacy of this unique IgRT in the management of nine
CVID patients.

Methods

Demographic data, past medical and respiratory history, IgRT history, clinical
reason(s) for initiation of IVIG human-sira and clinical course for each patient was
collected and evaluated pre-and post-nitiation of IVIG human-sira.

Results

Most patients were female (88.9%), with a mean age of 64.5 years (range- 57-73).
Al patients had a diagnosis of CVID and suffered from recurrent infections and
associated complications.  Patients received IgRT an average of 9.7 years. IgRT
dosing ranged from 600 — 1000 mg/kg to maintain individualized 1gG trough levels
between 900-1400 mg/dL as per clinical response and at the discretion of the
prescriber.
Eight patients switched from other IgRT preparations and one patient with high-risk
features (bronchiectasis, severe asthma, chronic and recurrent infections) was
initiated on IVIG h Ira. Al patients to therapy with
antimicrobial utilization and incidence of respiratory infections with over one-third of
patients reporting no infections after initiating IVIG human-sira. Patients also
reported reduced exacerbations of underlying asthma and decreased rescue
medication utilization, better control of chronic respiratory disease, and
in i i ized in Table 1). All patients
tolerated therapy well with no serious adverse events reported.
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Summary of Patient Demographics, Medical Histor

, and Clinical Course

Treatment Course

Reductions in Infections and Associated Complications in Nine Common Variable
Immunodeficiency Patients Treated with Immune globulin intravenous, human-sira
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Discussion

While all patients responded positively to IVIG human-sira, treatment could have
occurred during the COVID 19 pandemic. The impact of public health initiatives
may have limited exposure to certain pathogens. One patient started prophylactic
antibiotics concomitantly with IVIG human-sira, possibly providing additional
infection prevention. Despite these potential limitations and the case-based nature
of this report, IVIG human-sira has proven to be clinically beneficial in CVID
patients by providing them enhanced protection against common, problematic
respiratory pathogens that cause infection and sequelae in this vulnerable patient
population.

Conclusion

This case report series has demonstrated the beneficial effects of IVIG human-
slra in CVID patients as evldenced by decreased respiratory infections and

less antimicrobial and ancillary on utilzation,
and fewer health care provlder visits and hospitalizations.
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