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Promising Results in Healthy 
Elderly Men

§ Increased lean (muscle) body mass 
§ Increased strength (up to 29%)
§ Increased aerobic activity (cycle and 

treadmill testing)
§ Reasonable safety profile
§ 1. Blackman MR, Sorkin JD, Munzer T, et al. Growth hormone and sex steroid administration in healthy aged women and men: a randomized controlled trial. JAMA 

2002;288:2282-92. 
§ 2. Giannoulis MG, Sonksen PH, Umpleby M, et al. The effects of growth hormone and/or testosterone in healthy elderly men: a randomized controlled trial. J Clin Endocrinol

Metab 2006;91:477-84. 
§ 3. Sattler FR, Castaneda-Sceppa C, Binder EF, et al. Testosterone and growth hormone improve body composition and muscle performance in older men. J Clin Endocrinol

Metab 2009;94:1991-2001. 



The utility and safety of 
combination therapy has never 

been tested in a muscular 
dystrophy population





Aims
§ Specific Aim 1: To examine the safety and tolerability of testosterone enanthate paired with 

recombinant human growth hormone (rHGH) over a 24 week treatment period and a 12 week 
washout period in 20 adult ambulatory male participants with FSHD.  

§ Specific Aim 2: To measure the effect of combination therapy on biomarkers including lean body 
mass systematically measured using Dual Energy X-Ray Absorptiometry and serum markers 
including total testosterone, free testosterone, and total IGF-1.

§ Specific Aim 3: To examine the exploratory effect of combination therapy on measures of clinical 
function including those involving ambulation, strength, pulmonary function, and patient reported 
disease-burden in FSHD participants.



Inclusion Criteria
§ Men age 18 to 65
§ A genetically confirmed diagnosis of FSHD (or clinical symptoms suggestive 

of FSHD with a first degree relative with genetically confirmed FSHD)
§ Hematocrit of ≤ 50%
§ Prostate-specific antigen ≤ 4.0 ng/ml (or ≤ 3.0 ng/ml if the participant has a 

first-degree relative with prostate cancer)
§ Fasting blood glucose <126 mg/dl
§ Able to walk continuously for six minutes (cane, walker, orthoses allowed)
§ Able to independently administer intramuscular and subcutaneous injections 

(or have a family member who is capable and willing to administer these 
injections)

§ Exclusion criteria listed on clinicaltrials.gov





Progress to Date

§ 6 participants enrolled
§ 3 additional participants scheduled for first 

visit
§ 10 study visits completed
§ No participant drop outs
§ 27 patients identified for the last 11 spots
§ Full results expected by 2022 
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