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Testosterone Guidance/ Audit
Rationale

Stockport is the highest spender on testosterone products in the North West.  Each GP should only have a few patients so this leads to unfamiliarity with the products.  This is an information pack designed to help check appropriateness of prescribing and product choice.

Information

Androgens cause masculinisation; they may be used as replacement therapy in castrated adults and in those who are hypogonadal due to either pituitary or testicular disease. In the normal male they inhibit pituitary gonadotrophin secretion and depress spermatogenesis.

Androgens are useless as a treatment of impotence and impaired spermatogenesis unless there is associated hypogonadism; they should not be given until the hypogonadism has been properly investigated. Treatment should be under expert supervision.

Intramuscular depot preparations of testosterone esters are preferred for replacement therapy. Testosterone enantate, propionate or undecanoate, or alternatively Sustanon®, which consists of a mixture of testosterone esters, may be used. Satisfactory replacement therapy can be obtained with 1 mL of Sustanon 250®, given by intramuscular injection once a month.  Implants of testosterone can be used for hypogonadism; the implants are replaced every 4 to 5 months.

Oral testosterone is often not sufficient to provide adequate testosterone replacement, but may have a place for use in elderly patients who are unable to apply gels/inappropriate for implants/injection.
Testosterone buccal muco-adhesive tablets are an oral option for patients who require high doses of testosterone.

Preparations
I.M Preparations

Approximate costs per year for IM preps

	Generic Testosterone Enantate
	£170-340

	Nebido (Testosterone Undecanoate)
	£320

	Sustanon
	£44

	Implant
	£136


There have been supply problems with the injections so some patients were changed over to a different preparation, could they now be changed back?

Intrinsa
Has been withdrawn in the UK by the manufacturer based upon commercial considerations, it has therefore been added to the Stockport CCG black list, so:-Do Not Prescribe

Testim, Testogel and Tostran Gels

Only Tostran and Testogel Gel on GMMMG formulary

Testogel® has a runnier consistency; Tostran® is available as a multi-dose dispenser and allows more dose flexibility.
	Testogel
	£31-62 month
	£403-806 year

	Tostran
	£40-54 month
	£520-702 year


Testim gel is a non-formulary product so should only be used in those patients who cannot use the alternatives, who should be in the minority.
Oral Testosterone (Restandol) and Buccal Testosterone (Striant SR)

Should be second line after i.m depots – actively review patients on oral testosterone with a view to stopping
Oral Preparations – Please note the oral doses are not equivalent in potency and efficacy.  They are not interchangeable. Costs are for information only, switching between brands is not recommended.
	Restandol
	£9-26 month
	£117-338 per year

	Striant MR
	£28 month
	£364 per year


Monitoring

It is recommended evaluating the patient 3 to 6 months after treatment initiation and then annually to assess whether symptoms have responded to treatment and whether the patient is suffering any adverse effects, and to check compliance.

Monitor testosterone levels 3 to 6 months after initiation of testosterone therapy aiming at achieving serum testosterone levels during treatment in the mid-normal range. It is also recommended to determine hematocrit at baseline, at 3 to 6 months, and then annually. I f hematocrit is > 54%, stop therapy until hematocrit decreases to a safe level
Data collection sheet
	Patient name, age  and number
	Preparation used
	Start date
	Dose check-see notes below
	Started by
	Continue or change to?

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


The dose check column is to check the doses used, they often have a loading type regime for initial dosing but this is usually stepped down, please check BNF for details
This is a basic data collection sheet for the advisers to use.  

In the suitable for change column I’m thinking along these lines:-
1. Are they on oral because they can’t tolerate or are unsuitable for i.m.  

2. Was there IM prep changed due to supply problems, can they now change back?

3. Are they are Nebido because they can’t come in regularly to have Sustanon etc
4. Why have they chosen the preparation they are using, could they use a more cost effective option?

5. If they are using a gel, have they tried IM? Why has gel been chosen?

6. Testim gel in not GMMMG formulary
7. Intrinsa is blacklisted, refer any prescribing to lead GP
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