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Treatment with tesamorelin 2 mg daily over 52 weeks was associated 
with sustained improvements in belly appearance distress and belly 
profile.
Improvements in body image parameters may have important  
implications for HIV treatment outcomes. 
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Background: Many HIV patients on ART show excess visceral adipose tissue 
(VAT) and/or loss of peripheral fat, resulting in impaired body image. 
Administration of 2 mg tesamorelin s.c. daily to HIV patients with 
lipohypertrophy for 26 weeks resulted in a significant decrease in VAT, 
which was sustained at Week 52 of treatment, and improvements in patient- 
reported outcomes. The impact of 52 weeks treatment with tesamorelin on 
body image parameters is reported here.
Methods: HIV patients on ART with excess abdominal fat accumulation 
randomized to tesamorelin 2 mg s.c. daily for 26 weeks were re-randomized 
to either tesamorelin 2 mg (T-T group, n=154) or placebo (T-P group, n=50) 
for an additional 26 weeks, while patients on placebo were switched to 
tesamorelin (P-T group, n=111). Body image impact outcomes, including 
belly and composite body appearance distress and belly profile silhouette 
assessments, were measured at baseline, Week 26, and Week 52 using a 
validated questionnaire.  
Results: Study population included 315 patients (88% males) and mean age 
was 48 ± 7 years. Patients who continued treatment (T-T group) experienced 
sustained improvements in belly and body appearance distress as well as 
patient-reported belly profile over the 52-week treatment period (P<0.05 vs. 
baseline and P>0.05 for Week 52 vs. Week 26 for all parameters). On the 
contrary, patients who discontinued treatment (T-P group) lost 
improvements seen at Week 26 in belly appearance distress (P=0.05 for 
Week 52 vs. Week 26), body appearance distress (P=0.09 for Week 52 vs. 
Week 26), and patient-reported belly profile (P=0.04 for Week 52 vs. Week 
26).
Conclusion: As observed with VAT, improvements in belly appearance 
distress and belly profile observed at Week 26 were sustained in patients 
treated with tesamorelin over 52 weeks. Overall, these results suggest that 
long-term treatment with tesamorelin has a positive effect on body image in 
HIV patients with lipohypertrophy.

Figure 3. Changes from baseline in belly profile at Week 52. Belly profiles 
were scaled from 0 (Normal) to 5 (Largest belly). Baseline mean scores for 
patient-reported belly profile were 3.4 and 3.2,  while baseline mean scores 
for physician-reported belly profile were 3.1 and 3.1 for the T-T and T-P 
groups, respectively. At Week 26, patient-reported belly profile (change 
from baseline: -0.7) and physician-reported belly profile (change from 
baseline: -0.6) improved significantly more in tesamorelin-treated patients 
vs. Placebo. Patients who received tesamorelin over 52 weeks (T-T Group) 
experienced sustained improvements in self-reported belly profile (A) 
(**P<0.01 vs. baseline and P>0.05 for Week 52 vs. Week 26), while patients 
who discontinued treatment (T-P group) did not sustain improvements seen 
at Week 26 in self-reported belly profile (*P<0.05 vs. baseline and P=0.04 
for Week 52 vs. Week 26). Physician-reported belly profile improved 
significantly from baseline to Week 52 in both groups. No between-group 
differences were observed.

3.  Belly Profile

Figure 1.  Changes from baseline in body image distress at Week 52.  Body 
appearance distress was scored from 0 (extremely upsetting) to 100 
(extremely encouraging) with 50 indicating “not feeling either way”.  A 
positive change indicates an improvement. Baseline mean scores for belly 
appearance distress were 21.7 and 23.5,  while baseline mean scores for body 
appearance distress were 35.6 and 35.9 for the T-T and T-P groups, 
respectively. At Week 26, tesamorelin-treated patients reported significantly 
less distress for belly (change from baseline: 11.6) and composite body 
appearance assessment (change from baseline: 5.4) than placebo. Patients 
treated with tesamorelin over 52 weeks experienced sustained improvements 
in belly appearance distress (A) and composite body appearance distress (B) 
(**P<0.01 vs. baseline and P>0.05 for Week 52 vs. Week 26), while patients 
who discontinued treatment tended to lose improvements in these 
parameters seen at Week 26 (P=0.05 for Week 52 vs. Week 26).

• HIV patients on antiretroviral therapy (ART) often develop excess visceral 
fat accumulation and metabolic abnormalities such as dyslipidemia and 
hyperglycemia (1-3), which may increase cardiovascular risk (4, 5, 6).
• Body changes have a negative impact on patient-reported outcomes, 
including body image, and may thereby decrease adherence to ART (7, 8)
• Treatment with tesamorelin (TH9507), a stabilized analogue of Growth 
Hormone-Releasing Factor (GRF)/Growth Hormone-Releasing Hormone 
(GHRH), for 26 weeks has been shown to result in a significant reduction in  
visceral adipose tissue (VAT), which was sustained at Week 52 of treatment 
(9). Improvements in patient-reported outcomes related to body image have 
also been reported after 26 weeks of treatment with tesamorelin (10).
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STATISTICAL ANALYSES

• Data were analysed on intent to treat (ITT) population, with last observation 
carried forward (LOCF). Within-treatment comparisons were performed using 
Student paired t-test. Non-parametric (ranked) analysis of covariance  
(ANCOVA) models, with baseline and Week 26 scores, age and gender as 
covariates, to determine treatment differences between groups.
• Parametric ANCOVA models and Mann Whitney (for patient- and physician- 
reported belly profile) were used as supportive analyses.
• Data are expressed as mean±SEM. 

Design: Patients with excess abdominal fat in the context of ART were 
randomized to tesamorelin 2 mg (n=273) or placebo (n=137) s.c. daily for 26 
weeks. At Week 26, patients originally on tesamorelin were re-randomized 
to either 2 mg tesamorelin (T-T group, n=154) or placebo (T-P group, n=50) 
for an additional 26-week treatment period, while patients on placebo were 
switched to tesamorelin (P-T group, n=111). Reported here are the 52-week 
results. 
Endpoints:
Main Primary Efficacy Endpoint:

• Visceral Adipose Tissue (VAT) by computerized tomographic (CT) 
scan at L4-L5.

Secondary Efficacy Endpoints:
• Patient-Reported Outcomes (PRO) related to body image: Belly 
appearance distress (main PRO parameter), belly size evaluation, patient 
and physician belly profile assessment using a validated questionnaire 
[Phase V Technologies, Inc. Outcomes Information System]. 
• Triglycerides; Total cholesterol/HDL cholesterol ratio; IGF-1 levels.

Safety (adverse events, glucose parameters, and others).

Figure 2. Changes from baseline in belly size scores at Week 52. Belly size 
scores were calculated as positive to 100 (larger size) and negative to -100 
(smaller size) scale values, indicating a difference from « about right ». 
Baseline mean scores for belly size were 62.1 and 61.0 for the T-T and T-P 
groups, respectively. At Week 26, changes from baseline in belly size scores 
were -24.7 and -20.4 for the tesamorelin and placebo groups, respectively 
(**P<0.001 vs. baseline for both groups, and P>0.05 for tesamorelin vs. 
placebo). At Week 52, change scores were expressed as the negative value of 
(absolute (LOCF)-absolute (baseline), which would yield positive scores for 
subjects moving towards improvement. Improvements in belly size 
observed in both groups at Week 26 were sustained at Week 52 of 
treatment (P<0.001 vs. baseline and P>0.05 for Week 52 vs. Week 26).
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