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S. Monov and R. Rashkov. GOLIMUMAB (SIMPONI) IN PATIENTS WITH ANKYLOSING SPONDYLITIS 

Summary. Golimumab (Simponi) is a fully human monoclonal IgG1k antibody with pronounced affinity to 
human TNF- . The GO-RAISE study examined the effectiveness and safety of Golimumab in 356 patients 
with ankylosing spondylitis (AS), aged over 18 years, for a period of 24 weeks and an extension of up to two 
years. The results of the GO-RAISE have demonstrated rapid initial and prolonged (104 weeks) effects of 
the drug in regard to disease activity, functional status and quality of life of patients. Golimumab (Simpomi) 
has a good safety profile in AS. 
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 1.       GO-RAISE 

Golimumab   
(n = 78) 50 mg 

(n = 138) 
100 mg 

(n = 140) 
 

(n = 278) 
 , No (%) 55 (70.5) 102 (73.9) 98 (70.0) 200 (71.9) 

, No (%)     
 57 (73.1) 103 (74.6) 102 (72.9) 205 (73.7) 

 1 (1.3) 0 (0.0) 2(1.4) 2 (0.7) 
 18 (23.1) 32 (23.2) 35 (25.0) 67 (24.1) 

 2 (2.6) 3 (2.2) 1 (0.7) 4 (1.4) 
,  41.0 (31.0-50.0) 38.0 (30.0-47.0) 38.0 (29.0-46.0) 38.0 (29.0-46.0) 

    . -     16.0 (6.0-24.0) 11.0 (6.0-19.0) 11.0 (5.0-18.5) 11.0 (6.0-19.0) 
    SpA    16.0 (5.0-25.0) 11.0 (6.0-18.0) 9.5 (4.0-18.0) 11.0 (5.0-18.0) 
    7.25 (2.80-18.60) 5.15 (1.60-11.60) 5.20 (1.50-13.25) 5.20 (1.50-12.30) 

HLA-B27 , No (%) 66 (84.6) 112 (81.8) 118 (84.3) 230 (83.0) 
CRP, mg/dl 1.15 (0.30-2.40) 1.10 (0.50-2.50) 0.90 (0.40-2.50) 1.00 (0.40-2.50) 

CRP s 1.5 mg/dl, no. (%) 46 (59.0) 79 (57.2) 81 (57.9) 160 (57.6) 
CRP > 1.5 mg/dl, no. (%) 32 (41.0) 59 (42.8) 59 (42.1) 118 (42.4) 

     .   
(0-10 cm VAS) 

 
7.2 (6.2-8.4) 

 
7.0 (5.9-8.0) 

 
7.2 (6.0-8.6) 

 
7.1 (6.0-8.2) 

        
(0-10 cm VAS) 

 
7.6 (6.6-8.8) 

 
7.5 (5.7-8.2) 

 
7.9 (6.5-8.8) 

 
7.6 (6.1-8.5) 

,     
(0-10 cm VAS) 

 
7.1 (5.5-8.3) 

 
7.1 (5.4-8.1) 

 
7.6 (6.1-9.0) 

 
7.3 (5.7-8.5) 

 , minutes 77.4 (45.6-104.4) 77.4 (52.8-99.6) 90.0 (60.0-117.6) 90.0 (60.0-112.8) 
  . , cm 3.5 (2.3-4.5) 3.5 (2.5-5.5) 3.0 (2.0-5.0) 3.5 (2.5-5.2) 

    (0- 10 cm VAS) 7.4 (6.0-8.6) 7.1 (5.2-8.1) 7.6 (6.5-8.8) 7.4 (5.7-8.5) 
BASDAI (0-10 scale) 6.6 (5.7-7.7) 6.6 (5.6-7.6) 7.0 (6.0-7.9) 6.8 (5.7-7.7) 
BASFI (0-10 scale) 4.9 (3.5-6.8) 5.0 (3.2-6.7) 5.4 (3.4-7.3) 5.2 (3.2-6.9) 
BASMI (0-10 scale) 4.0 (2.0-5.0) 3.0 (2.0-4.0) 3.0 (2.0-5.0) 3.0 (2.0-5.0) 
SF 36 Health Survey     

Physical component summary score  
(0-50 scale) 

 
28.3 (23.8-34.1) 

 
29.7 (22.5-35.3) 

 
29.8 (25.2-35.5) 

 
29.7 (24.0-35.5) 

Mental component summary score (0-50 scale) 46.2 (37.1-54.8) 46.5 (36.8-54.1) 43.1 (33.5-53.5) 45.0 (34.8-53.9) 
Jenkins Sleep Evaluation Questionnaire  
(0-20 scale) 

 
9.0 (6.0-14.0) 

 
10.0 (7.0-14.0) 

 
11.0 (8.0-15.0) 

 
11.0 (8.0-14.0) 

   , no. (%)     
 25 (32.1) 28 (20.3) 30 (21.4) 58 (20.9) 

 8 (10.3) 7 (5.1) 16 (11.4) 23 (8.3) 
    8 (10.3) 11 (8.0) 7 (5.0) 18 (6.5) 

 1 (1.3) 9 (6.5) 13 (9.3) 22 (7.9) 
 24 (30.8) 50 (36.2) 57 (40.7) 107 (38.5) 

  28 (35.9) 49 (35.5) 44 (31.4) 93 (33.5) 
    Methotrexate, no. (%) 15 (19.2) 29 (21.0) 28 (20.0) 57 (20.5) 

Methotrexate , mg/  15.0 (12.5-15.0) 12.5 (10.0-15.0) 12.5 (10.0-15.0) 12.5 (10.0-15.0) 
    Sulfasalazine, no. (%) 24 (30.8) 33 (23.9) 37 (26.4) 70 (25.2) 

Sulfasalazine dosage, mg/day 2.0 (1.3-2.0) 2.0 (1.0-2.0) 2.0 (1.0-2.0) 2.0 (1.0-2.0) 
    Hydroxychloroquine,  

no. (%) 
 
2 (2.6) 

 
2 (1.4) 

 
1 (0.7) 

 
3 (1.1) 

Hydroxychloroquine dosage, mg/day 250 (200-300) 300 (200-400) 400 (400-400) 400 (200-400) 
    ,  

no. (%) 
 
13 (16.7) 

 
26 (18.8) 

 
18 (12.9) 

 
44 (15.8) 

Prednisone  , mg/ . 7.5 (5.0-10.0) 6.3 (5.0-7.5) 5.0 (2.5-7.5) 5.0 (5.0-7.5) 
    , no. (%) 72 (92.3) 124 (89.9) 123 (87.9) 247 (88.8) 

CRP = C-reactive protein; VAS = Visual Analog Scale; BASDAI = Bath Ankylosing Spondylitis Disease Activity Index; BASFI = Bath 
Ankylosing Spondylitis Functional Index; BASMI = Bath Ankylosing Spondylitis Metrology Index;  =  -
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    Golimumab  

      2  (104 -
)    J. Braun  .  

 2011 . ( . 2) [3]. 
  : 

 ASAS20    104  38,5% 
    I, 60,1%   II  71,4% 

  III; 
 ASAS40   38,5%   

  I, 55,8%   II  54,3%   III; 
     104  

21,8%, 31,9%  30,7%  ,  
  I, II  III. 

,      
   16-     

     -  , 
 -      

 ,        -
.      II, 

     
      -

   50 mg   100 mg, 42,9%  
43,8%,   ASAS20   -

 52  104 ( . 2).    III  
35,7%  56,0%   ASAS20  

   52  104,     
    [3]. 

 
 2.   Golimumab   ,        

 . 24- . 104 
   Golimumab  

50 mg  (  I) 
Golimumab 50 mg 

 (  II) 
Golimumab 100 mg 

(  III) 
   

.  
( . 16-104) 

 
( .  
24-104) 

 
50 mg 

 . 
( . 16-104) 

50 mg  100 mg 

  
100 mg 

100 mg  100 
mg 

  (n) 41 35 113 25 107 33 
ASAS20       

. 28 23/40 (57.5) 26/35 (74.3) 85/102 (83.3) 6/25 (24.0) 78/100 (78.0) 3/32 (9.4) 

. 52 25/34 (73.5) 29/34 (85.3) 85/98 (86.7) 9/21 (42.9) 86/99 (86.9) 10/28 (35.7) 

. 104 24/31 (77.4) 28/31 (90.3) 77/90 (85.6) 7/16 (43.8) 77/93 (82.8) 14/25 (56.0) 
ASAS40       

. 28 15/40 (37.5) 21/35 (60.0) 66/102 (64.7) 3/25 (12.0) 70/100 (70.0) 2/32 (6.3) 

. 52 19/34 (55.9) 27/34 (79.4) 73/98 (74.5) 2/21 (9.5) 73/99 (73.7) 8/28 (28.6) 

. 104 21/31 (67.7) 28/31 (90.3) 74/90 (82.2) 5/16 (31.3) 64/93 (68.8) 7/25 (28.0) 
BASDAI50       

. 28 17/41 (41.5) 21/35 (60.0) 65/103 (63.1) 3/25 (12.0) 66/100 (66.0) 1/32 (3.1) 

. 52 17/35 (48.6) 27/34 (79.4) 70/99 (70.7) 1/21 (4.8) 76/99 (76.8) 6/29 (20.7) 

. 104 21/33 (63.6) 27/32 (84.4) 72/91 (79.1) 5/16 (31.3) 65/93 (69.9) 6/25 (24.0) 
  BASDAI       

. 28 2.4 ± 2.49 3.3 ± 2.47 3.8 ± 2.15 0.8 ± 1.88 3.9 ± 2.41 0.5 ± 1.55 

. 52 3.4 ± 2.60 4.4 ± 2.02 4.0 ± 2.09 1.3 ± 1.58 4.4 ± 2.24 1.3 ± 1.96 

. 104 3.6 ± 2.25 4.6 ± 2.42 4.2 ± 2.19 2.0 ± 2.33 4.4 ± 2.25 1.8 ± 1.93 
  BASFI       

. 28 1.5 ± 2.86 1.5 ± 2.30 2.4 ± 2.12 0.3 ± 1.52 2.5 ± 2.26 0.6 ± 2.48 

. 52 3.0 ± 3.07 2.3 ± 2.24 2.5 ± 2.12 0.9 ± 1.59 2.9 ± 2.14 0.5 ± 2.63 

. 104 3.2 ± 3.20 2.6 ± 2.23 2.7 ± 2.07 1.7 ± 2.19 2.9 ± 2.21 1.2 ± 2.64 
  BASMI       

. 52 0.7 ± 0.87 0.8 ± 0.90 0.7 ± 0.90 -0.4 ± 0.79 0.7 ± 0.88 0.0 ± 1.07 

. 76 0.7 ± 0.96 0.7 ± 0.94 0.8 ± 0.78 -0.4 ± 0.92 0.7 ± 0.88 0.2 ± 0.92 

. 104 0.6 ± 1.04 0.8 ± 0.95 0.8 ± 0.79 -0.4 ± 0.98 0.8 ± 0.96 0.3 ± 0.86 
  SF-36 PCS       

. 52 12.3 ± 8.78 14.1 ± 9.40 12.8 ± 10.63 4.8 ± 8.96 13.0 ± 8.14 5.4 ± 8.62 

. 76 12.7 ± 10.87 15.2 ± 8.65 13.4 ± 10.70 7.3 ± 10.82 13.5 ± 8.73 6.6 ± 7.49 

. 104 13.6 ± 7.80 15.5 ± 9.32 14.2 ± 11.28 7.6 ± 8.83 13.9 ± 9.28 6.5 ± 7.77 
  SF-36 MCS       

. 52 4.3 ± 11.51 3.7 ± 8.80 3.7 ± 7.90 1.8 ± 9.80 6.4 ± 11.75 1.3 ± 9.93 

. 76 3.9 ± 12.27 3.9 ± 9.12 2.9 ± 9.00 1.2 ± 8.58 7.3 ± 10.81 2.8 ± 11.26 

. 104 5.2 ± 10.94 2.0 ± 9.55 3.8 ± 8.75 1.5 ± 13.82 7.6 ± 10.86 5.0 ± 9.86 

ASAS Assessment in SpondyloArthritis international Society; BASDAI Bath Ankylosing Spondylitis Disease Activity Index; 
BASFI Bath Ankylosing Spondylitis Functional Index; BASMI Bath Ankylosing Spondylitis Metrology Index; MCS mental 
component summary; PCS physical component summary; SF-36 36-item Short-Form health survey 

Formatted: Bullets and
Numbering
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 3.      Golimumab   24  GO-RAISE 

Golimumab   
(n = 77) 

Placebo 3 
Golimumab 

50 mg 
(n = 41) 

50 mg 
(n = 138) 

50 mg 
100 mg
(n = 25) 

100 mg
(n = 140)

-
 

(n = 278) 

 
Golimumab 

(n = 319) 

   4.8 2.0 5.4 1.9 5.8 5.8 5.3 

  , mg 0.0 100 300 200 600 400 400 

   59 (76.6) 17 (41.5) 117 (84.8) 14 (56.0) 120 (85.7) 238 (85.6) 255 (79.9) 

   Baseline 19 (67.9) 4 (30.8) 34 (79.1) 3 (37.5) 34 (77.3) 69 (79.3) 73 (73.0) 

   Baseline 40 (81.6) 13 (46.4) 83 (87.4) 11 (64.7) 86 (89.6) 169 (88.5) 182 (83.1) 

   
 

 
5 (6.5) 

 
0 (0.0) 

 
5 (3.6) 

 
1 (4.0) 

 
9 (6.4) 

 
15 (5.4) 

 
15 (4.7) 

    
  

 
1 (1.3) 

 
0 (0.0) 

 
4 (2.9) 

 
0 (0.0) 

 
4 (2.9) 

 
8 (2.9) 

 
8 (2.5) 

   
  

 
2 (2.6) 

 
0 (0.0) 

 
12 (8.7) 

 
3 (12.0) 

 
9 (6.4) 

 
23 (8.3) 

 
23 (7.2) 

 28 (36.4) 9 (22.0) 64 (46.4) 5 (20.0) 68 (48.6) 135 (48.6) 144 (45.1) 

  1 (1.3) 0 (0.0) 0 (0.0) 0 (0.0) 2(1.4) 2 (0.7) 2 (0.6) 

 1 (1.3) 0 (0.0) 0 (0.0) 0 (0.0) 1 (0.7) 0 (0.0) 1 (0.3) 

   > 5% 
   . Golimumab 

 

       

 9 (11.7) 2 (4.9) 18 (13.0) 1 (4.0) 21 (15.0) 40 (14.4) 42 (13.2) 

   6 (7.8) 2 (4.9) 19 (13.8) 2 (8.0) 16 (11.4) 37 (13.3) 39 (12.2) 

 5 (6.5) 1 (2.4) 14 (10.1) 0 (0.0) 20 (14.3) 34 (12.2) 35 (11.0) 

 8 (10.4) 0 (0.0) 13 (9.4) 1 (4.0) 10 (7.1) 23 (8.3) 23 (7.2) 

 2 (2.6) 0 (0.0) 11 (8.0) 0 (0.0) 11 (7.9) 22 (7.9) 22 (6.9) 

   AlAT 2 (2.6) 0 (0.0) 6 (4.3) 0 (0.0) 13 (9.3) 19 (6.8) 19 (6.0) 

 5 (6.5) 1 (2.4) 13 (9.4) 0 (0.0) 5 (3.6) 18 (6.5) 19 (6.0) 

 3 (3.9) 0 (0.0) 11 (8.0) 2 (8.0) 6 (4.3) 18 (6.5) 18 (5.6) 

 4 (5.2) 0 (0.0) 8 (5.8) 0 (0.0) 10 (7.1) 18 (6.5) 18 (5.6) 

   AsAT 1 (1.3) 1 (2.4) 5 (3.6) 0 (0.0) 11 (7.9) 16 (5.8) 17 (5.3) 

    
  

 
0 (0.0) 

 
0 (0.0) 

 
5 (3.6) 

 
3 (12.0) 

 
8 (5.7) 

 
15 (5.4) 

 
15 (4.7) 

  4 (5.2) 1 (2.4) 10 (7.2) 2 (8.0) 4 (2.9) 15 (5.4) 16 (5.0) 

  Golimumab NA 0 (0.0) 5 (4.6) 3 (12.5) 3 (2.2) 11 (4.1) 11 (3.5) 

  ;  –   ; AlAT alanine aminotransferase; 
AsAT aspartate aminotransferase; NA not applicable 

 
 

      
 GO-RAISE     

 : 
1.   Golimumab (Simponi)  
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