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17 Appendices 
The following table gives an overview of analyses being repeated for specific subgroups. It doesn't include analyses which are 
exclusively performed for a subset of patients such as the time-to-event analysis described in Section 10.3.1 or analyses which are 
only done exclusively for specific subgroups such as the ones for WPAI:GH, TQSM and AE-QoL described in Section 10.3.2. 

Table 5 Overview of Subgroup Analyses 

Analysis 

Subgroup Definition 
CSL312-
naive and 
Non-
CSL312-
naive 
(Section 
8.3.1) 

Treatment-naïve 
and Non-
treatment-naive  
(Section 8.3.2) 
 

Previous Study 
and Treatment 
(Section 8.3.3) 

Japanese 
Subjects 
(Section 
8.3.4) 

Chinese 
and 
Asian 
Subjects 
(Section 
8.3.5) 

Adolescent 
Subjects 
(Section 
8.3.6) 

Time-normalized number of HAE 
attacks(Section 10.2.1.1) 

  Y Y Y Y 

Reduction in attack rate during the 
Treatment Period compared to the 
Run-in period (Section 10.2.1.2) 

  Y Y Y Y 

Responder rates and attack-free 
subjects (Section 10.2.1.2) 

  Y Y Y Y 

Number and proportion of attack-free 
days (Section 10.2.2.2) 

Y Y  Y   

Time-normalized number of HAE 
attacks requiring on-demand 
treatment (Section 10.2.1.3) 

  Y Y Y Y 
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Analysis 

Subgroup Definition 
CSL312-
naive and 
Non-
CSL312-
naive 
(Section 
8.3.1) 

Treatment-naïve 
and Non-
treatment-naive  
(Section 8.3.2) 
 

Previous Study 
and Treatment 
(Section 8.3.3) 

Japanese 
Subjects 
(Section 
8.3.4) 

Chinese 
and 
Asian 
Subjects 
(Section 
8.3.5) 

Adolescent 
Subjects 
(Section 
8.3.6) 

SGART (Section 10.2.1.5) Y   Y Y Y 

Time-normalized number of HAE 
attacks per month by 3-month 
windows (Section 10.2.2) 

 Y  Y   

Reduction in attack rate during the 
Treatment Period compared to the 
Run-in period by 3-month windows 
(Section 10.2.2) 

 Y  Y   

Responder rates and attack-free 
subjects by 3-month windows 
(Section 10.2.2) 

 Y  Y   

Maximum Attack-free Time (Section 
10.3.1) 

 Y     

Exposure (Section 11.1)  Y Y Y Y Y 

Overall Summary of TEAE for C1-
INH subjects (Section 11.3) 

   Y Y Y 

TEAEs by SOC and PT (Section 
11.4) 

   Y Y Y 
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Analysis 

Subgroup Definition 
CSL312-
naive and 
Non-
CSL312-
naive 
(Section 
8.3.1) 

Treatment-naïve 
and Non-
treatment-naive  
(Section 8.3.2) 
 

Previous Study 
and Treatment 
(Section 8.3.3) 

Japanese 
Subjects 
(Section 
8.3.4) 

Chinese 
and 
Asian 
Subjects 
(Section 
8.3.5) 

Adolescent 
Subjects 
(Section 
8.3.6) 

TEAEs by 3-month time windows 
(Section 11.4) 

 Y  Y   

PK Concentrations (Section 12.1).  Y  Y Y Y 

PD Concentrations (Section 13.1).  Y  Y Y Y 

C1-INH = C1-esterase inhibitor; HAE = hereditary angioedema; PD = pharmacodynamic; PK = pharmacokinetic; PT = Preferred Term; SGART = Subject’s 
Global Assessment of Response to Therapy; SOC = System Organ Class; TEAE = treatment-emergent adverse event; Y = subgroup is applicable for this 
analysis. 


