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How to turn a treatment for a rare 
condition into a blockbuster drug 

§ Shift diagnostic criteria  
§ Exaggerate prevalence  
§ Use screening tests to cast a wide net 
§ Run unbranded ‘disease-awareness’ ads 
§ Heavily exploit gender stereotypes 
§ with virtually no regulatory response 





Testosterone supplements 
for male hypogonadism  

Replacement therapy for deficiency or absence of 
endogenous testosterone (congenital or acquired):  
 
§  Primary hypogonadism 

Testicular failure due to cryptorchidism, bilateral torsion, orchitis, vanishing 
testis syndrome, orchiectomy, Klinefelter's syndrome, chemotherapy, or toxic 
damage from alcohol or heavy metals. 

  
§  Hypogonadotropic hypogonadism 

idiopathic gonadotropin or luteinizing hormone-releasing hormone (LHRH) 
deficiency or pituitary-hypothalamic injury from tumors, trauma, or radiation.  

 



US Black Box Warning 



Testosterone levels – life cycle 

Brunton et al. Goodman & Gilman’s guide to Therapeutics, 12th edition  



Lower testosterone than at age 20-29 
(n=316 Canadian MDs) 

Morley et al. Metabolism 2000; 49: 1239-42   



Dobrow L. www.mmm-online.com. Jan 2013 



“To keep your body running like a 
well-oiled machine…” 



Bayer, Ireland 



Abbott, US ‘bigger is better’  



“Low testosterone can 
take the life out of you” 

Bayer, Australia, 2009  
 

“Has he lost that loving feeling?” 
Abbott, Canada, 2011  

 



Prescribing 
in Australia 
1992- 2010 

“The progressive increase 
…without changes in 
proven medical indications 
or improvements in 
diagnosis of pathologically 
based androgen 
deficiency are likely to be 
due to promotion-driven 
non-compliance with PBS 
prescribing guidelines.” 

Handelsman. MJA 2012; 196: 642-646 

 
 



Complaints about off-label promotion, 
illegal DTCA, potential harm 



Results of complaints  
§ Australia: Bayer fined $10,000  

•  Poor education, as implied low-T a likely cause 
•  Not considered promotion as no brand name 
•  Fine less than half cost of ad in Weekend Australian 
•  Unsuccessful appeal 

§ Canada: ad pre-approved – PAAB logo 
•  Health Canada - “help seeking message” 
•  No brand or company name – not promotion 
•  Website “fairly balanced” 
•  No appeal procedure 
 



Abbott, Canada 2011-2013 



1.7 million Canadian men? 
Based on HIM Survey1 

§ 4% of invited US physicians participated 
§ Enrolled male patients aged 45+ (n=2165) 
§ Hypogonadism defined as <300 ng/dl 
§ Study mean 364.8 ng/dl; 39% hypogonadal 
§ Covance Periapproval Services, Inc. 

conducted study for Solvay pharmaceuticals  

1. Mulligan et al. Int J Clin Pract 2006; 60: 762-9 



Alternate prevalence estimates 
§ Most common pathology is Klinefelter’s 

syndrome: 1-2 per 1000 
§ Wu et al. NEJM 2010: 2.1% 

•  low testosterone level + 3 symptoms 
•  If adjust for obesity, age and health status – 

testosterone no longer significantly linked to symptoms 



The validated “ADAM” questionnaire 



How accurately does ‘ADAM’ 
predict low testosterone? (false + =      ) 

Wu et al. NEJM 2010; 363: 123-5; 2.1 % prevalence; Morley et al. Maturitas 
2006; 53: 424-9; specificity & sensitivity for calculated ‘bioavailable T’, 
nonlinear function of questionable significance (total T non-predictive ) 
 
 
 
  



In conclusion 
propagating a myth or two 

§ Myth 1: Andropause exists (only we won’t 
call it that as everyone knows it doesn’t) 

§ Myth 2: Age-related testosterone loss 
causes impotence, loss of libido, lack of 
energy, sadness, grumpiness, etc. 

§ Myth 3: T-supplements reverse this 
§ Myth 4: No harm done (none mentioned) 
§ Myth 5: No brand names = not a regulatory 

concern, public ‘education’, not promotion 


