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FURTHER DETAILS ON STATISTICAL METHODS USED 

Analyses were performed by intention-to-treat. Categorical variables were expressed as 

frequencies and percentages and continuous variables as means and SDs, or medians and 

interquartile ranges (IQR; 25th and 75th percentiles).  

The primary endpoint was assessed using Chi2 test. Risk ratios with 95% confidence intervals 

(CIs), odds ratios and 95% CIs, numbers needed to treat (NNT), and effect sizes were 

calculated.  

The effect size was calculated as the mean of the difference between baseline (M0) and month 

6 (M6) in the intervention group minus the mean of the difference between M0 and M6 in the 

control group divided by the standard deviation of the FIQ scores at M0 for both groups 

combined. For qualitative secondary criteria, we use the Chi2 test to compare the two groups 

at M6. 

We use a mixed model with presentation of the p-value associated with the 

repetition*processing interaction (comparison M0-M3-M6 or M0-M6 depending on the 

presence or absence of the associated questionnaire) to analyse the evolution over time of 

quantitative parameters. For the long-term follow-up of the intervention group, we also use a 

mixed model with presentation of the p-value associated with the time effect (M0-M3-M6-

M9-M12). 

For the calculation of the FIQ score, we followed the author's recommendations in the 

presence of missing values if certain questions were missing. 

If the M6 FIQ questionnaire was absent, missing values for the main criterion (success or 

failure) were calculated using the M3 FIQ score, if available, to calculate the difference with 

M0 and if the M3 FIQ score was not available, we performed a multivariate logistic 

regression model to search for success factors incorporating 11 explanatory variables. Patients 

with a probability in the model of >0.5 were classified as successes, and ≤0.5 as failures. Data 

for the primary endpoint were not replaced, for patients who withdrew consent or 

discontinued the study. 

The Mantel-Haenszel test of homogeneity was used for subgroup analyses and results 

showing an interaction (p < 0.20) are presented here.  

Two-sided p values less than 0.05 were considered statistically significant. Analyses were 

performed using Stata software (version 15.0). 
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Supplementary Table 1: Patients’ baseline characteristics as a function of their baseline FIQ 

 

FIQ <59 

Moderate 

(n=37) 

FIQ 59–<72 

Severe 

(n=91) 

FIQ ≥72 

Very severe 

(n=90) 

Age, mean ± SD 49.4 ± 9.5 49.4 ± 9.1 50.4 ± 8.2 

Females, n (%) 36 (97.3) 81 (89.0) 81 (90.0) 

Widespread pain index, mean ±SD 12.9 ± 3.0 13.6 ± 2.9 15.0 ± 2.6 

Severity score, mean ± SD 8.9 ± 1.4 9.8 ± 1.6 10.4 ± 1.3 

EVA carnet, mean ± SD 
53.6 ± 17.0 

(n=36) 

58.5 ± 14.1 

(n=82) 

66.3 ± 14.8 

(n=71) 

Pichot’s Fatigue Scale, mean ± SD 
21.5 ± 4.3 

(n=36) 

25.3 ± 4.3 

(n=86) 

28.0 ± 3.1 

(n=86) 

EQ-5D-3L score, mean ± SD 
0.51 ± 0.19 

(n=28) 

0.31 ± 0.24 

(n=80) 

0.11 ± 0.23 

(n=78) 

EQ-5D-3L perceived health, mean ± SD 
54.7 ± 12.7 

(n=32) 

43.5 ± 14.5 

(n=80) 

32.3 ± 16.8 

(n=80) 

Hospital Anxiety and Depression Scale – Anxiety score, 

mean ± SD 

9.8 ± 4.0 

(n=37) 

11.0 ± 3.8 

(n=86) 

13.8 ± 3.9 

(n=86) 

Score ≥ 11, n/N (%) 13/37 (35.1) 50/86 (58.1) 68/86 (79.1) 

Hospital Anxiety and Depression Scale – Depression 

score, mean ± SD 

6.9 ± 3.5 

(n=37) 

9.2 ± 3.5 

(n=86) 

12.2 ± 3.2 

(n=86) 

Score ≥ 11, n (%) 5/37 (13.5%) 31/86 (36.0%) 59/86 (68.6%) 

 

 

 



4 

Supplementary Table 2 Spa therapies prescribed and received by at least one patient in 

the intervention group 

 

 Intervention group 

median [IQR] (min-max) 

(n=90) 

Hydromassage baths, n (%) 54 (60.0) 

Number prescribed 18 [9-18] (4-18) 

Number taken 15 [9-17] (0-18) 

Hydro-mineral mud applications, n (%) 89 (98.9) 

Number prescribed 18 [9-18] (3-18) 

Number taken 14 [9-17] (0-18) 

Low pressure spa water showers, n (%) 58 (64.4) 

Number prescribed 9 [9-9] (5-18) 

Number taken 9 [9-9] (0-18) 

Water affusion massages, n (%) 87 (96.7) 

Number prescribed 9 [9-9] (4-18) 

Number taken 9 [8-9] (0-17) 

Collective exercise in a mineral water pool, n (%) 88 (97.8) 

Number prescribed 9 [9-13.5] (1-18) 

Number taken 9 [8-9] (0-18) 

Low pressure under water showers, n (%) 38 (42.2) 

Number prescribed 9 [9-18] (4-18) (n=36) 

Number taken 9 [8-16.5] (0-18) (n=36) 

Local therapy chosen by care facility, n (%) 71 (78.9) 

Number prescribed 18 [9-27] (1-52) (n=67) 

Number taken 9 [8-25] (0-52) (n=67) 

Conference on fibromyalgia, n (%) 29 (32.2) 

Training for walking, n (%) 17 (18.9) 
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Supplementary Table 3 Long-term follow-up for the intervention group 

  Intervention group p value 

Investigator Global Assessment,  

mean ± SD, n 

M0 6.5 ± 1.6 n=103 

<0.001 

M3 5.5 ± 2.2 n=88 

M6 5.4 ± 2.0 n=87 

M9 5.6 ± 2.0 n=80 

M12 5.7 ± 2.0 n=74 

    

Pain VAS (diary), 

mean ± SD, n 

M0 61.4 ± 17.1 n=93 

0.002 

M3 54.4 ± 22.0 n=91 

M6 53.5 ± 22.3 n=83 

M9 55.7 ± 22.0 n=81 

M12 57.9 ± 22.7 n=72 

    

Pain Catastrophising Scale 

(French), mean ± SD, n 

M0 30.2 ± 12.0 n=106 

<0.001 

M3 25.3 ± 11.4 n=91 

M6 25.4 ± 12.4 n=90 

M9 23.9 ± 13.2 n=84 

M12 24.8 ± 13.8 n=81 

    

Widespread Pain Index, 

mean ± SD, n 

M0 14.3 ± 3.0 n=110 

<0.001 

M3 11.4 ± 4.3 n=93 

M6 11.8 ± 4.5 n=90 

M9 11.7 ± 4.6 n=82 

M12 12.4 ± 4.0 n=74 

    

Pichot’s Fatigue Scale, 

mean ± SD, n 

M0 25.3 ± 4.7 n=105 

<0.001 

M3 22.4 ± 5.8 n=90 

M6 22.9 ± 5.7 n=91 

M9 22.5 ± 6.6 n=84 

M12 22.2 ± 6.7 n=81 

    

Symptom Severity Scale, 

mean ± SD, n 

M0 10.0 ± 1.5 n=110 

<0.001 

M3 8.8 ± 2.1 n=93 

M6 9.0 ± 2.1 n=90 

M9 8.8 ± 2.1 n=82 

M12 9.0 ± 2.2 n=74 

    

Hospital Anxiety and 

Depression Scale - anxiety, 

mean ± SD, n 

M0 11.6 ± 4.3 n=105 

0.006 

M3 10.3 ± 4.3 n=90 

M6 10.8 ± 4.6 n=91 

M9 10.6 ± 4.7 n=84 

M12 10.5 ± 4.5 n=81 

    

Hospital Anxiety and 

Depression Scale - depression, 

mean ± SD, n 

M0 9.8 ± 4.1 n=105 

0.405 

M3 9.1 ± 4.0 n=90 

M6 9.4 ± 4.4 n=91 

M9 9.3 ± 4.4 n=84 

M12 9.1 ± 4.3 n=81 

    

Coping Scale social support, 

mean ± SD, n 

M0 21.8 ± 5.3 n=98 

0.011 M6 19.9 ± 6.6 n=82 

M12 21.0 ± 5.7 n=70 

 


