
Safety

Immune Globulin 
Subcutaneous 16.5% in 
Immunoglobulin-Naïve 
Patients with Primary          
Immunodeficiency  

1Langford Allergy, LLC, Macon, GA; 2MIddle Georgia Allergy and 
Asthma, Dublin, GA; 3AIR Care, Dallas, TX;  4Healix Infusion 
Therapy, Sugar Land, TX

Methods
• A retrospective, observational review was conducted nationally in IG-naïve patients with PID who received IGSC 16.5% for 24-weeks. Patients were included who initiated treatment 

between June 2019 and February 2024. Treatment initiation and training occurred in immunology and infectious disease physician offices and was conducted by IGSC-trained 
pharmacists and nurses. Pharmacists dispensed medication and supplies and performed monthly assessments to capture patient reported outcomes. 

• Data collected included patient demographics, IGSC 16.5% therapy details, respiratory tract infections (RTIs), infusions site reactions (ISRs), and systemic adverse events (AEs).  

• Efficacy was assessed as the annualized rate of serious bacterial respiratory tract infections (SBIs), assessed as any incidence of bacterial pneumonia, osteomyelitis or septic arthritis, 
bacteremia or sepsis, visceral abscess or bacterial meningitis. 

• Tolerability and safety was evaluated based on the rates and incidence of ISRs and systemic AEs, respectively. Treatment adherence was defined as self-administration of IGSC 16.5% 
within ± 2 days of scheduled treatment.

• Descriptive analyses were reported as frequencies and proportions for categorical variables, and as mean ± SD or median (IQR) for continuous variables. Linear regression modeling was 
used for the incidence of ISRs and AEs as a function of infusion number.               

Poster # 362
Background
• Immune Globulin Subcutaneous (Human) 16.5%  (IGSC 16.5%), Cutaquig® is a subcutaneous immunoglobulin 

(IG) therapy approved for the treatment of primary immunodeficiency disease (PID) in adults and pediatric patients 
≥ 2 years following intravenous IG (IVIg)1. 

• Efficacy, tolerability and safety has been demonstrated with IGSC 16.5% in clinical trials and long-term study 
following IVIg.2,3 In practice, subcutaneous IG (SCIG) as initial therapy has become more commonplace, but data 
is limited, and payors continue to require IVIg prior to SCIG. We previously assessed a small cohort of IG-naïve 
patients with favorable outcomes4 and a review of literature suggested similar outcomes in IG-naïve  with IG-
experienced patients5, but a lack of studies remains. 

• The aim of our study was to evaluate clinical outcomes in IG-naïve patients in a larger population receiving IGSC 
16.5% as initial therapy.
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Abbreviations and Footnotes

Study Patients Efficacy

References
Abbreviations: IQR, Interquartile Range; RSV, Respiratory Syncytial Virus
aOther PI diagnoses: antibody deficiency with near-normal immunoglobulins or with hyperimmunoglobulinemia (n=6, 9%), hereditary hypogammaglobulinemia (n=3, 4%). immunodeficiencies with 
predominantly antibody defects (n=2, 3%); bOther ISRs: bleeding (n=1, 1.4%), flakiness (n=1, 1.4%), tenderness (n=1, 1.4%);  cOther total ISRs: tenderness (n=12), flakiness (n=8), bleeding (n=1); cOther 
systemic AEs: dysgeusia (n=1, 1.4%), dizziness (n=1, 1.4%); eOther total systemic AEs: dysgeusia (n=12), dizziness (n=5)

Key Findings

• This real-world study demonstrates 
effectiveness of IGSC 16.5% in IG-naïve 
patients with PID.

• Local and systemic adverse event rates 
were similar or lower than previous 
studies and decreased significantly over 
time.

• A collaborative practice model resulted in 
high patient adherence with IGSC 16.5%  
in IG-treatment-naïve patients.

• IGSC without need for IVIg should be 
considered as an approved therapy 
option.
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Table 1. Demographics Table 2. Infusion Parameters

Figure 3. Incidence of ISRs over 24 Weeks

Figure 5. Incidence of Systemic AEs over 24 Weeks

• A total of 70 IG-naïve patients successfully completed 24 weeks of 
IGSC 16.5% therapy, with the majority receiving standard weekly 
dosing regimens. 

• IGSC 16.5% demonstrated clinical effectiveness, with a low 
annualized SBI rate at 0.03 per person per year, well below the rate of 
1.0 to provide evidence of efficacy by the FDA. This is consistent with 
the clinical trial data2,3 and  studies in IG-naïve patients4,5. 

• Tolerability was high, with 41% reporting no ISRs. The overall ISR 
rate in the was 0.25 per infusion, less than in our previous data4 and 
similar with clinical trial data with IGSC 16.5%.2,3 

• IGSC 16.5% was safe in IG-naïve patients with an overall rate of 
systemic AEs of 0.22 per infusion. While fatigue and headache were 
the most frequently reported systemic reactions, 63% of patients 
experienced no systemic AEs. These results were comparable to our 
previous data in IG-naïve patients4. 

• As previously reported, rates of ISRs and systemic AEs were highest 
at initial infusion and decreased significantly over time.2,3,4 

• Treatment adherence was high with IGSC 16.5%, potentially 
enhanced by the physician and staff oversight of patients and 
infusions. 

• Real-world results from this large cohort study supports previous 
findings on the effectiveness, tolerability, and safety of IGSC 16.5% in 
IG-naïve PID patients4.  
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Adherence

Figure 6. Adherence Over 24 Weeks

DISCUSSION

Figure 1. Respiratory Tract Infections and Serious Bacterial Infections

Figure 2. Total Number of ISRs

Table 3. ISRs by Patient

Table 4. Systemic AEs by Patient

Figure 4. Total Number of Systemic AEs

• 1 SBI (pneumonia) occurred, resulting in an annual rate of 0.03 infections/subject/year
• 45 RTIs were reported, resulting in an annual rate of 1.29 infections/subject/year

• 428 ISRs in 41 patients 
were reported in 1680 
infusions for a rate of 0.25 
per infusion

• 29 patients (41%) 
experienced no ISRs, 
including 3 of 4 pediatric 
patients

• Of the 1680 infusions administered over 24 weeks, 1638 were self-administered 
within ± 2 days of the treatment window

• This reflects an overall treatment adherence rate of 98%

• 373 systemic AEs in 26 
patients were reported in 
1680 infusions for a rate of 
0.22 per infusion

• 44 patients (63%) 
experienced no AEs, 
including none in the 
pediatric population
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