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Box 1  Parameters tested as predictors of treatment failure 

1. Patient-related features 

   Age 

   Sex 

   Race 

   Body mass index 

2. Disease-related features 

  At the time of GCA diagnosis 

   Headaches 

   Scalp tenderness 

   Jaw claudication 

   GCA-related vision loss 

   Polymyalgia rheumatica symptoms 

   Temporal artery biopsy positive 

   Imaging demonstrating lesions compatible with large vessel vasculitisa 

  At study baseline 

   New-onset disease 

   Disease duration 

   Erythrocyte sedimentation rate  

   C-reactive protein level 

3. Treatment-related features 

   Baseline prednisone dose  

4. Patient-reported outcomes 

   Patient Global Assessment of Disease Activity 

  Functional Assessment of Chronic Illness Therapy–Fatigue score 

  36-Item Short Form Survey physical component summary 

  36-Item Short Form Survey mental component summary 

  EuroQol-5D score 

aImaging included computed tomography angiography, magnetic resonance angiography, and 

positron emission tomography   
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Table 1  GiACTA study definitions of patient-reported outcomes 

Instrument Description 

Patient Global 

Assessment of Disease 

Activity (PtGA) 

The PtGA score reflects patients’ perceptions of their disease 

activity,1 which is marked on a numerical scale (0-100 mm). 

Higher numbers indicate perception that disease activity is 

worse.  

 

Functional Assessment of 

Chronic Illness Therapy 

(FACIT)–Fatigue scale 

 

The FACIT-Fatigue scale is a 13-item tool that measures a 

patient’s level of fatigue during their usual daily activities in 

the past week.2 Fatigue and its impact on physical activity, 

functionality and social interactions are measured on a four-

point Likert scale. The FACIT-Fatigue scale ranges from 0 to 

52. Lower numbers indicate worse fatigue and greater impact 

of fatigue on physical, functional and social outcomes.  

 

36-Item Short Form 

Survey (SF-36)  

The SF-36 is a 36-item, patient-reported survey of functional 

health and well-being that captures data related to eight 

health domains (physical functioning, bodily pain, role 

limitations due to physical health problems, role limitations 

due to emotional problems, emotional well-being, social 

functioning, energy/fatigue and perception of general 

health).3 The SF-36 scores range from 0 to 100. Lower scores 

indicate less favourable health states. 
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EuroQol-5D (EQ-5D) 

score 

 

The EQ-5D is a standardised instrument for measuring 

generic health status that gathers data regarding patient 

mobility, self-care, pain, depression/anxiety and usual 

activities (e.g. work, study, housework and family or leisure 

activities).4 The EQ-5D score ranges from 0 to 1. Lower 

numbers indicate worse health status. 
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Table 2  Causes of nonresponse to treatment  

Cause, n (%)  

PBO/PDN  

N=101 

TCZ/PDN  

N=149 

  Treatment failure 67 (66.3) 44 (29.5) 

    Refractory disease 31 (30.7) 18 (12.1) 

    Disease relapse 36 (35.6)† 26 (17.4)‡ 

  Other  7 (6.9) 19 (12.8) 

    Treatment discontinuation because of an adverse 

event 
3 (3.0) 8 (5.4) 

    Nonadherence to the protocol prednisone taper 1 (1) 4 (2.7) 

    Study withdrawal before week 52 2 (5.2) 4 (2.7) 

    Miscellaneous* 1 (1) 3 (2.0) 

*Miscellaneous reasons included protocol violation and protocol noncompliance. 

†Relapse in eight patients was based on isolated elevation of erythrocyte sedimentation rate.  

‡Relapse in one patient was based on isolated elevation of erythrocyte sedimentation rate. 

PBO/PDN, placebo + prednisone; TCZ/PDN, tocilizumab + prednisone. 
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