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trated in hypogonadal diabetic men for 24 weeks (20 
mg/day), whereas two RCTs included treatment of 
hypogonadal men with clomiphene citrate (25 mg/
day) for 12 weeks (Pelusi, Giagulli et al. 2017; Pelusi, 
Fanelli et al. 2020)and one more study referred to 
a higher-dose administration of clomiphene citrate 
(50 mg/day) for 12 weeks (Soares, Horie et al. 2018).

Outcomes
1.1 Aging male’s symptoms’ (AMS) rating scale
Evidence was insufficient in order to determine 

whether there was any difference between the groups 
in AMS rating scale [Hedge’s g=-0.11; 95% confidence 
interval (Cl)-0.286 to 0.057; 4 RCTs; n= 538, I2= 
93.1%]. The results were not statistically significant 
(p= 0.191643> 0.1) and the studies displayed high 
heterogeneity. No significant effect of testosterone 
supplementation on AMS was obvious by the forest 
plot graph (data not shown). 

1.2 Erectile function
Testosterone replacement therapy or adminis-

tration of vardenafil seems to ameliorate erectile 
dysfunction in men with hypogonadism and type 
II diabetes, as evident from the forest plot graph 

[Hedge’s g= -0.33; 95% confidence interval (Cl) 
-0.485 to 0.165; 6 RCTs; n= 658; I2= 94.8%] (Figure 
2A). The results were statistically significant (p= 
0.000065< 0.05) although the studies displayed high 
heterogeneity. The studies that contributed most 
to the analysis were Jones et al., 2011 (weight%= 
30.54%) and Hackett et al., 2013 (weight%= 31.31%).

1.3 Intercourse satisfaction
Forest plot analysis reveals that testosterone 

supplementation has a positive impact on inter-
course satisfaction in male patients with androgen 
deficiency and diabetes [Hedge’s g= -0.23; 95% 
confidence interval (Cl) -0.4 to 0.064; 4 RCTs; n= 553; 
I2= 54.5%] (Figure 2B). The results displayed statisti-
cal significance (p= 0.006783< 0.05) and moderate 
heterogeneity. The studies that contributed most 
to the analysis were Jones et al., 2011 (weight%= 
33,12%) και Hackett et al., 2013 (weight%= 34,89%).

1.4 Orgasmic function
Administration of testosterone seems to have 

a positive effect on orgasmic function of the par-
ticipants versus placebo, as verified by forest plot 
analysis [Hedge’s g= -0.5; 95% confidence interval 

Table 1: Summary of findings for the comparison of various treatments versus placebo in hypogonadal 
men with type II diabetes.

Study Treatment Duration  
of study

Dose(s) Number of participants

Placebo Treatment

Hackett et al., 2016 Testosterone replacement 30 weeks 1000 mg in 0, 6 and 18 weeks 103 86

Jones et al., 2011 Testosterone replacement 12 weeks 60 mg/day 112 108

Gianatti et al., 2014 Testosterone replacement 40 weeks 1000 mg in 0, 6, 18 and 30 weeks 41 44

Hackett et al., 2013 Testosterone replacement 30 weeks 1000 mg in 0, 6 and 18 weeks 102 97

Hackett et al., 2014 Testosterone replacement 30 weeks 1000 mg in 0, 6 and 18 weeks 102 97

Santi et al., 2016 Vardenafil 24 weeks 20 mg/day 28 26

Pelusi et al., 2017 Clomiphene citrate 12 weeks 25 mg/day 12 12

Pelusi et al., 2019 Clomiphene citrate 12 weeks 25 mg/day 10 10

Soares et al., 2018 Clomiphene citrate 12 weeks 50 mg/day 39 39




