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Results:
29 GPs agreed to participate in the study. One hundred twenty eigth eligible patients were assessed and 98 consenting participants were successfully randomised (Fig. 1). At baseline 50 patients were allocated to the active group and 48 to the placebo group (Figure 1.). The mean patient age at the time of study enrollment was 66 years old, 50,7% of the patient complained of moderate pain (4,0 to 6,9 in the VAS scale) and 49,3% complained of severe pain (7,0 to 10). One out of four patient were vaccinate for herpes zoster and the main location were in Torax and half of the patients shows sleeps problems and a non optimal sleep. 
There were no differences in the baseline characteristics of the patients randomized to active or placebo group (Table 1.).
Primary outcomes.
Zoster pain greater than 10 was present in only 7 patients after 12 weeks, two in the placebo arms and 5 in the gabapentine arms and only three patients shows moderate or severe in the VAS scale at 12 weeks (Table 2.). There were not statistically significant differences in the percentage of patient with reported pain greater than 1,0 in the VAS at 6 or 12 weeks (Table 2.).Patients randomized to placebo arm shows a mean VAS of 0,3 and 0 ,09 at 6 and12 weeks respectively and 1,15 and 0,9 for  those patients randomized to gabapentine . 
Patient were prescribed pharmacological treatment for pain in 4 over 10 patient during the 12 weeks follow up, a 36,4% in the gabapentine  and 45,2% in the placebo arms , The  most prescribed drug  was the ATC code N02B (other analgesics and antipyretics) in 36% of the patients, the  M01A ATC group ( anti-inflammatory and ant rheumatic products, non-steroids) was prescribed in 13% of the patients and  the N02A ATC group (opioids) in 10,7% of the patients
The incidence of post-herpetic neuralgia by the “DN-4” questionnaire was a 11,6% (8 patients), 10,8% in the placebo group and 12,5% in the gabapentine group. There were not statistically significant differences between groups.
Secondary outcomes.
All patients in the placebo group shows a reduction of at least 50% in pain at 12 weeks from baseline (Table 3.), however in the intervention group 30 over 33 shows this reduction, this differences reach statistical significance.
Patient in the gabapentine arms shows more sleep problems, they shows more daytime somnolence and at night patients treated with gabapentine shows more sleep disturbance and awake more frequently with short of breath or headache.
The quality of life of patients treated with placebo shows better quality of life than patient treated with gabapentine. They shows a higher score in vitality and physical functioning and lower in bodily pain.
Assessment of blinding.
 Gps and patients were asked to guess the arm that patients were allocated at the end of follow , Gps answer this question in 61 of their patients, in 40 patients they believe were taking Gabapentine, in 19 cases they were rigth and in 21 they  were wrong, 41patients also answer this question, in 34 they thougth that were taking gabapentine, in 16 they  were rigths and in 18  tehy were wrong.
Loss to follow-up:
There is not statiscally significant differences in baseline characteristic between analyzed patients and patient loss to follow-up, however we found differences in the perceived pain at visits 1, 2 and 3 (1, 4 and 6 weeks respectively) , drop –outs patients in the gabapentine group reports less pain in the Vas scale than patient analysed at the end of follow-up, these differnces were not observed in the placebo group.
Adverse Events and side-effects
There were two severe adverse events during follow-up, one patient had a stroke and one patient had a trifascicular block syncope, both events were in the gabapentine arms, although were considered not related  to gabapentine.  The most frequent side effect in the study were dizziness and somnolence, 8 patient report dizziness (5 in the gabapentine arma and 3 in the placebo arm), 5 somnolence (3 gabapentine and 2 placebo).
Other side effects were vomits and abdominal pain (3 in the gabapentine arm and 1 in the placebo arm).



Table 1.  Characteristic of participants at baseline 
	
	Gabapentine (n=50) n/N (%)
	Placebo(n=48) n/N (%)

	Age (years) 
	[bookmark: _GoBack]65,1±11,4
	66±11,1

	      <65
      65-84
      >85
	24/47 (25,5)
20/47 (21,3)
3/47 (3,2)
	23/47 (24,5)
23/47 (24,5) 
1/47 (1,1)           

	Women
	28/48 (58,3)
	30/48 (62,5)

	BMI (kg/m2)
	28,1±4,7
	27,3±5,7

	Location
      Torax
     Abdomen
     Extremities 
     Other
	
26/49 (53,1)
5/49 (10,2)
8/49 (16,3)
10/49 (20,4)
	
18/48 (37,5)
5/48 (10,4)
12/48 (25,0)
13/48 (27,1)

	Vacination Herpes Zoster
	9/37 (24,3)
	10/41 (24,4)

	Short Form 12-item (SF-12)
Physical functioning 
        Mean (Sd)
Role Physical 
         Mean (Sd)
Role emotional 
           Mean (Sd)
Mental Health 
           Mean (Sd)   
Bodily pain
          Mean (Sd)
General Health
             Mean (Sd)
Vitality
             Mean (Sd)
Summary Scale Physical
             Mean (Sd)
Summary scale mental
             Mean (Sd)

	

77,9±30,9

25,6±21,7

64,5±15,6

48,2±4,4

20,3±9,8

51,2±24,4

80,8±10,7

38,1±6,5

50,5±6,2
	

68,3±35,4

26,6±24,8

58,2±22,3

49,1±5,8

20,1±10,0

46,9±23,8

81,1±10,8

38,0±9,2

50,1±6,8



	Medical Outcomes Study (MOS) 
Sleep  disturbance
  Mean (Sd)
   Snoring
  Mean (Sd)
   Awaken short of breath or with headache
  Mean (Sd)
   Sleep adequacy
  Mean (Sd)
   Day-time somnolence
  Mean (Sd)
   Sleep problems Index I 
  Mean (Sd)
   Sleep problems Index II
  Mean (Sd)
	

34,6 ±30,4

43,8±38,3

6,5±15,6

73,0±28,0

31,9±22,4

24,2 ±22,9

26,4±22,2
	

33,7±26,5

58,5±38,0

11,2±20,5

68,3±32,6

31,9±19,9

25,7±18,8

27,9±19,1

	Medical Outcomes Study (MOS) Sleep Scale 
For optimal sleep
	23/41 (56,1)
	21/43 (48,8)

	baseline Visual Analogic scale (VAS)
  Mean (Sd)
	
67,6±18,5
	
66,6±22,0


BMI= Body Mass Index, Sd= Standard deviation.

Table 2.Primary outcomes.

	

	Placebo
	
Gabapentine
	OR (CI95%)
	p-Value

	Primary outcome
	
	
	
	

	Visual Analogic scale (VAS) ≥10 at 12 weeks
	2/42 (4,8)
	5/33 (15,2)
	3,57 (0,65-19,7)
	0,144

	“Douleur Neuropathique” en 4 Questions (DN-4) score ≥4 at 12 weeks
	4/37 (10,8)
	4/32 (12,5)
	1,18 (0,27-5,14)
	0,827












Table 3. Secondary outcomes
	

	Placebo
	
Gabapentine
	p-Value

	Visual Analogic scale (VAS) ≥10 at 6 weeks
	6/40 (15,0)
	10/33 (30,3)
	0,122

	50% reduction of pain at 12 weeks
	42/42 (100)
	30/33 (91,0)
	0,046

	Medical Outcomes Study (MOS) 
Sleep  disturbance
  Mean (Sd)
   Snoring
  Mean (Sd)
   Awaken short of breath or with headache
  Mean (Sd)
   Sleep adequacy
  Mean (Sd)
   Day-time somnolence
  Mean (Sd)
   Sleep problems Index I 
  Mean (Sd)
   Sleep problems Index II
  Mean (Sd)
	


22,8±26,6

46,2±41,3


5,0±12,6

78,7±26,2

24,2±20,1

17,4±15,6

18,1±16,7
	


32,7±21,7

49,7±33,4


16,1±25,5

70,3±26,2

35,9±22,5

25,4±19,8

27,8±19,0
	


0,028

0,759


0,032

0,158

0,005

0,126

0,038

	Medical Outcomes Study (MOS) Sleep Scale 
For optimal sleep
	20/42 (47,6)
	19/33 (57,6)
	0,392

	Short Form 12-item (SF-12)
Physical functioning 
        Mean (Sd)
Role Physical 
         Mean (Sd)
Role emotional 
           Mean (Sd)
Mental Health 
           Mean (Sd)   
Bodily pain
          Mean (Sd)
General Health
             Mean (Sd)
Vitality
             Mean (Sd)
Summary Scale Physical
             Mean (Sd)
Summary scale mental
             Mean (Sd)

	

85,6±21,8

18,4±17,9

65,6±14,9

49,0±3,3

23,7±5,5

55,0±20,5

76,9±6,7

39,6±4,8

48,4±7,2
	

66,4±34,6

33,3±23,3

66,5±14,9

50,0±5,5

16,4±12,1

50,0±23,8

83,6±12,1

34,9±7,7

52,6±7,2


	

0,013

0,004

0,621

0,390

0,001

0,335

0,004

0,093

0,134









Table 4.  Distribution of finishing and drop-outparticipants.
	

	Analyzed
n/N (%)
	Drop-outs
n/N (%)

	Age (years) 
	64,5±10,4
	68,5±12,1
	p-value

	      <65
      65-84
      >85
	28/56 (50,0)
27/56 (48,2)
1/56 (1,8)
	12/28 (42,9)
14/28 (50,0) 
2/28 (7,1)           
	0,140

	Women
	31/56 (55,4)
	19/28 (67,9)
	0,425

	BMI (kg/m2)
	28,0±5,3
	28,0±5,5
	0,271

	Location
      Torax
     Abdomen
     Extremities 
     Other
	
29/56 (51,8)
5/56 (8,9)
11/56 (19,6)
11/56 (19,6)
	
11/28 (39,3)
4/28 (14,3)
6/28 (21,4)
7/28 (25,0)
	0,947

	Vacination Herpes Zoster
	13/45 (28,9)
	6/24 (25,0)
	



0,707

	Short Form 12-item (SF-12)
Physical functioning 
        Mean (Sd)
Role Physical 
         Mean (Sd)
Role emotional 
           Mean (Sd)
Mental Health 
           Mean (Sd)   
Bodily pain
          Mean (Sd)
General Health
             Mean (Sd)
Vitality
             Mean (Sd)
Summary Scale Physical
             Mean (Sd)
Summary scale mental
             Mean (Sd)

	

79,5±28,1

24,3±22,6

66,8±14,3

49,5±3,4

40,5±9,7

55,4±20,2

79,5±9,7

38,5±6,5

51,3±5,1
	

69,1±33,7

26,5±18,1

63,6±24,0

49,3±6,9

20,6±9,8

44,2±25,8

80,9±10,9

34,8±6,6

47,9±11,3


	

0,221

0,362

0,990

0,782

0,960

0,086

0,629

0,147

0,710

	Medical Outcomes Study (MOS)
 Sleep  disturbance
  Mean (Sd)
   Snoring
  Mean (Sd)
   Awaken short of breath or with headache
  Mean (Sd)
   Sleep adequacy
  Mean (Sd)
   Day-time somnolence
  Mean (Sd)
   Sleep problems Index I 
  Mean (Sd)
   Sleep problems Index II
  Mean (Sd)
	

27,6 ±23,9

52,6±37,3

9,3±18,9

76,8±28,7

29,1±21,5


20,4 ±17,6

22,0±17,5
	

25,1±27,9 

31,2±35,8 

11,7±23,5

69,4±27,3

29,8±23,7


22,6±19,4

23,0±20,7
	

0,514

0,056

0,755

0,226

0,833


0,675

0,918

	Medical Outcomes Study (MOS) Sleep Scale 
For optimal sleep
	26/56 (46,4)
	13/19 (68,4)
	0,097



	“Douleur Neuropathique” en 4 Questions (DN-4) score ≥4
	
30/56 (53,6)
	
11/22 (50,0)
	0,165

	baseline Visual Analogic scale (VAS)
  Mean (Sd)
	
65,9±20,1
	
69,5±20,0
	0,776

	
	
	
	


BMI= Body Mass Index, Sd= Standard deviation 


Figure 1. Evolution pain during follow-up
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