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Testosterone Supplementation  
Shared Care Guideline for the treatment of male hypogonadism and /or androgen deficiency.  
 

 

Indication/Licensing information 
Hypogonadism and /or androgen deficiency 
Hypogonadism is a clinical syndrome that comprises symptoms with or without signs and 
biochemical evidence of testosterone deficiency.  Any condition which leads to failure of the 
normal physiological production of testosterone from the testes due to disruption of the 
hypothalamic-pituitary testicular axis, and one or more levels may cause the syndrome. 

Classification 

 Primary hypogonadism (primary testicular failure) may occur as a result of congenital (e.g. 
Klinefelters Syndrome) or acquired causes. (e.g. testicular trauma or radiation) 

 Secondary hypogonadism (secondary testicular failure) is due to failure of the hypothalamus 
and/or pituitary either as a result of congenital or pituitary causes. 

 Late-onset hypogonadism (LOH) is defined as ‘A clinical syndrome associated with advancing 
age and characterised by typical symptoms and a deficiency in serum testosterone levels.  It 
may result in significant detriment in the quality of life and adversely affect the function of 
multiple organ systems.’ A diagnosis of LOH is only made after exclusion of any other 
underlying disorder. 

Diagnosis 
There are several factors responsible for the difficulties in making a diagnosis of hypogonadism.   
1. The symptoms of hypogonadism are non-specific and can be manifestations of other 
clinical conditions.  Symptoms include fatigue, reduced physical endurance, lack of vigour, lack of 
motivation, mood disturbance, irritability and grumpiness, depression as well as the common 
symptoms of loss or reduction in libido, loss or reduction of morning erections and erectile 
dysfunction.  It is important that there are a cluster of at least two or three symptoms. 

2. The biochemical tests available can be difficult to interpret.  It is mandatory for diagnosis 
that blood collection for fasting total testosterone measurement be taken before 1100h in the 
morning. (Testosterone has a circadian rhythm - levels highest at 0600-0800h falling to a low at 
1800-2000h).  

3. Guidelines state that two fasting morning testosterone levels at least one week apart 
should be taken only in the presence of symptoms. There is no clear cut-off below which a 
diagnosis is made. The testosterone level has to be taken into context with the symptoms and 
underlying disease. Guidelines suggest that a level of testosterone at least on two occasions all in 
the morning before 1100h. with the presence of symptoms;- 
•  <8nmol/l is consistent with a diagnosis of hypogonadism 
• 8-12nmol/l could be hypogonadal and can be considered for a trial of TRT. Hypogonadism 
is more likely to be present with a testosterone <10.4nmol/l. 
• >12nmol/l subject is not hypogonadal. 

Measurement of sex hormone binding globulin (SHBG) should be performed and this can be 
helpful in calculating the free or bioavailable testosterone in borderline cases. 

4. Investigation to establish the underlying clinical condition causing the hypogonadism e.g. 
pituitary or parasellar tumour, empty sella syndrome, Klinefelters syndrome, haemochromatosis 
etc. The decision as to whether or not an MRI of the pituitary gland depends on clinical 
presentation, gonadotrophin levels and the presence of any other pituitary hormone deficiency or 
excess after basal and/or dynamic endocrine assessment. 
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5. It is therefore recommended that the diagnosis of hypogonadism and its underlying disease 
should only be made by an experienced clinician usually an endocrinologist.  
 
Who should be assessed for Hypogonadism; 
• Those men presenting with symptoms compatible with hypogonadism as described above. 
• Men with hypothalamic-pituitary conditions e.g. sellar mass 
• Osteoporosis or low trauma fracture 
• Erectile Dysfunction 
• Type 2 diabetes in presence of symptoms of hypogonadism 
• Men with infertility 
• HIV associated with weight loss 
• Chronic glucocorticoid therapy 
• Chronic Opioid therapy associated with symptoms of hypogonadism 
• End-stage renal disease and maintenance haemodialysis 
• Consideration should be given to routinely asking men if they have any sexual concerns, 
especially those at high risk. These include men with diabetes, osteoporosis (fragility fractures), chronic 
opiate therapy, cardiovascular disease, erectile dysfunction and depression. 
 
6.       Contra-indications against Testosterone Treatment 
 
Prostate Cancer 
PSA > 4ng/ml unless prostate cancer excluded by urologist 
Male breast cancer 
Male Infertility 
Haematocrit >0.5 
History of liver tumours 
Hypercalcaemia 
Severe lower urinary tract symptoms due to benign prostatic enlargement 
Severe untreated sleep apnoea 
Severe, uncontrolled heart failure 
 
Testosterone Replacement Therapy (TRT) – See Appendix A for specific product information 
 
The clinical goal of any form of hormone replacement therapy is to correct the hormone level to the 
normal physiological range.  Until recent years in regard to testosterone replacement therapy this has not 
been possible. The oral, intramuscular and implant formulations have been associated with sub-
therapeutic, supra-physiological and inconsistent blood testosterone levels. These have therefore been 
associated with lack of clinical efficacy with low levels and increased incidence of side effects with high 
levels.  In addition the older intramuscular formulations require frequent administration (every 1 to 4 
weeks) usually by a practise nurse and implants need a surgical procedure. 
 
The formulations which allow returning testosterone levels to the physiological range are testosterone gel 
formulations and the longer acting intramuscular injection of testosterone undecanoate. These 
formulations allow titration of doses to achieve physiological levels. 
 
Testosterone gels 

 1% Testosterone Gel  - Testogel (50mg testosterone per 5g sachet) 

 Testosterone gel 16.2mg/g- Testogel in metered pump (20.25mg per depression of pump) 

 2% Testosterone Gel -  Tostran in metered pump (10mg testosterone/depression of hand pump)  
 
Check blood testosterone 2 weeks after commencement with blood taken 2-4 hours after gel application. 
Please check with the patient the time of gel application and that the blood sample is being taken in this 
time window. Inform patient not to apply testosterone gel over venepuncture site as this will lead to high 
levels as a result of skin contamination. 
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A peak testosterone level (2-4 hours after application) between 15-25nmol/l is an ideal target but also 
depends on the symptomatic response and can be adjusted on this basis. If testosterone is below 
12nmol/l then check patient compliance prior to checking the level. The absorption of testosterone from 
the gel can be variable. Once patient compliance has been confirmed and the level is <12nmol/l then the 

certainly dose needs to be increased. This cannot be done easily with Testogel as in most men two 
sachets (i.e. 100mg) gives supraphysiological levels and guessing half sachet doses is difficult and 
inaccurate. In addition it can lead to wastage and therefore increased costs. Under these circumstances 
switching to an actuated metered pump dispenser (i.e. Tostran® pump) provides best results. Usually 
dose required to achieve normal physiological testosterone level is between 40-80mg.  
 
However some patients will need a higher dose and some a lower dose to achieve target peak levels of 
testosterone. After a change in testosterone gel dose then the patient should be re-tested after 2-3 weeks 
(the time required to reach a steady state of testosterone in the blood). 
 
If the testosterone level is >30nmol/l then the testosterone should be re-checked as there may be day to 
day differences in absorption of testosterone from the skin. In particular if a testosterone level is 
>40nmol/l the testosterone should be re-checked along with an estradiol level to exclude skin 
contamination of gel over the venepauncture site. This is manifest if the testosterone level remains high 
but the estradiol is low. If the estradiol is significantly elevated with a high testosterone then this is 
confirmatory the patient is receiving excess testosterone dosage. The latter confirms that a dose 
reduction in testosterone is required. 
 

Testosterone Undecanoate depot i.m. injection - Nebido (testosterone 250mg/ml) 
Given as slow deep intra-muscular injection over 1 to 2 minutes. May require further dose after 6 weeks 
to achieve rapid steady state plasma testosterone levels. Then repeat every 10-14 weeks. The frequency 
of injection may need to be adjusted (8-14 weeks) depending on trough testosterone level (i.e. a 
testosterone taken within 48 hours of the next Nebido injection).  
 
Contra-indications 

 Breast or prostate carcinoma (There is no conclusive evidence that testosterone therapy increases the risk of 
prostate carcinoma or benign prostatic hypertrophy.  There is also no evidence that testosterone treatment will 
convert a subclinical to a clinically detectable prostate carcinoma.  However testosterone can stimulate growth 
and aggravate symptoms of men with locally advanced and metastatic carcinoma.  It is mandatory therefore 
that the presence of a prostate cancer is excluded prior to initiation on TRT.  The presence of an occult prostate 
carcinoma should be excluded by measurement of PSA and digital rectal examination (DRE) in all patients over 

45 years of age) 

 History of primary liver tumours 

 Hypercalcaemia 

 Nephrotic syndrome 
 
Monitoring of subjects on TRT 
It is mandatory that PSA is measured at 3 months, 6 months, 12 months and then yearly thereafter in 
men older than 45 years. There is no evidence that testosterone replacement therapy increases the risk 
of prostate carcinoma. It is well known that prostate carcinoma is more common with increasing age but 
is very rare before the age of 45 years.  Men >45 years old on TRT in this age range should be assessed 
for the onset of co-incident prostate cancer as TRT would then need to be stopped. If clinically indicated 
(change in urinary symptoms, rising PSA) a DRE may be necessary at these time points.  Referral to an 
urologist may be indicated. 
 
A small rise in PSA within the normal range may occur which is usual as the prostate returns to its normal 
size (having shrunk in some men as a result of testosterone deficiency).  Usually increments of PSA in 
excess of 1.4ug/l over a 3 to 6 month period are unusual unless there is another cause such as a urinary 
tract infection or prostatitis.  If there is a significant rise in PSA the level should first be repeated prior to 
referral to urology as PSA can rise for example as a result of cycling, sexual intercourse, urinary tract 
infection, urinary catheterisation, colonoscopy or sigmoidoscopy and benign prostatic enlargement. 
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Baseline Monitoring – All to be undertaken in secondary care 
Hospital Baseline Assessment for Patients Proven to be Testosterone Deficient, either on or off 
Treatment - 

o Baseline blood tests to be taken BEFORE starting testosterone replacement therapy:  fasting 
testosterone (before 11:00am), FSH, LH, PSA, LFTs, FBC, total cholesterol, HDL and TGs.  

o Blood pressure and BMI are also measured; consider bone mineral density (BMD). 
 
Follow up monitoring for 12 months for all TRT – All to be undertaken in secondary care 
Hospital follow up at 3, 6 and 12 months after initiation and yearly thereafter. At each visit clinical 
assessment, FBC, PSA and lipid profile and testosterone (non-fasting as exogenous testosterone 
administered). If on testosterone gel 2-4 hours after gel administration or if on Nebido injection a trough 
testosterone ideally just before (but no more than 48 hours before) the next Nebido injection is given to 
provide a trough testosterone level. Nebido frequency and dose changes are dependent on the trough 
level. A testosterone level at any other time when a patient is in Nebido is of no clinical value.  
DRE if indicated. 
 
After stabilisation (usually by 12 months) patients are reviewed in clinic and care is transferred to GP 
along with an annual review in the Endocrine outpatients’ clinic. 
 
 
Ongoing Monitoring 

Endocrine Clinic – Annual Review General Practitioner – Annual Review 
(6 months after endocrine appointment) 

Review patient symptoms and signs, specifically 
symptoms of prostatism, libido, early morning 
erections, sexual function, well being, history 
suggestive of polycythaemia. 
 
Blood tests – FBC (Haemoglobin, Haematocrit), 
PSA, Trough Testosterone (for Nebido® only). 
Peak testosterone levels are taken 2-4 hours after 
application of testosterone gel to determine the 
peak serum level. 
(Other tests where indicated), LFTs, lipid profile 
where applicable. 
 
Digital Rectal Examination (DRE) if indicated 

Review patient symptoms and signs, specifically 
symptoms of prostatism, libido, early morning 
erections, sexual function, well being, history 
suggestive of polycythaemia. 
 
If indicated during interim  review: 
Blood tests – FBC, PSA  
(Any blood test monitoring required at the interim 
review should be carried out by the specialist. 
Blood tests can be requested and reviewed on 
ICE)  
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*Monitoring undertaken at the annual review in secondary care. Any monitoring required at the interim 
review should also be carried out by the specialist. Blood tests can be requested and reviewed on ICE. 
 

Test Frequency Comments 

Testosterone* Baseline 
at 6 weeks 
at 10 weeks 
at 12 weeks 
thereafter 
pre-injection 
(pre-dose) 
This is 
measured 
annually 
once the 
patient is 
stabilised 

Testosterone, normal range 8.4 – 28.7 nmol/L. 
If levels remain less than 8.4 nmol/L pre-injection dose, then injection 
interval may need to be shortened. 
If levels are greater than 28.7nmol/l pre-injection dose, then injection 
interval may need to be lengthened. 
Check FSH + LH in patients with primary hypogonadism. 

FBC* 
(Haemoglobin, 
Haematocrit) 

Baseline  
at 12 weeks 
annually 

If greater than 18 g/dL discuss venesection with clinician responsible 
for care. 
Check FBC in 28 days. 

LFT (ALT)* Baseline  
at 12 weeks 
annually 

If ALT is elevated to greater than 100 IU/L, repeat in 7 – 10 days.  If 
continues to rise discuss with clinician responsible for care. 

PSA* Baseline  
at 3 months 
at 6 months 
annually 

If PSA is greater than 4 ug/L exclude UTI and question patient 
regarding prostatic symptoms.  Consider stopping treatment and 
referral to urology if PSA remains elevated. 

Cholesterol* 
HDL* 
Triglycerides* 
 
 

Baseline  
at 3 months 
annually 
 
 
 

Abnormal lipid profile (cholesterol greater than 5.5 nmol/L with HDL 
less than 1.0 nmol/L or triglycerides greater than 1.9 nmol/L) prior to 

or during Nebido treatment should be investigated and treated in 
the context of overall health by the clinician responsible.  Any 

significant worsening of the lipid profile on Nebido should result in 
stopping treatment prior to further investigation. 
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Prescribing Responsibilities 
 
Shared care is only appropriate if it provides the optimum solution for the patient. Patients will 
only be commenced on TRT if the GP has agreed to prescribe it. Prescribing responsibility will 
only be transferred to the GP when it is agreed by the consultant and the patient’s GP that the 
patient’s condition is stable and predictable. 
Procedure for Initiating Shared Care Arrangements 
 
The responsibility for management of patients with Testosterone can be shared between the 
specialists and general practitioners (GP).  GPs are invited to participate. If the GP is not confident to 
undertake this role, they are under no obligation to do so.  In such an event, the clinical responsibility 
for Testosterone treatment would remain with the specialist. Sharing of care assumes communication 
between the specialist, GP and patient and/or patient’s carers.  The intention to share care should be 
explained to the patient/carer and accepted by them. Patients should be under regular follow-up 
which provides an opportunity to discuss drug therapy. 
 

Specialist responsibilities 

1 Diagnosing hypogonadism and its cause and assessing the patient’s suitability for treatment. 
2 Discussing the benefits and side effects of treatment with the patient. 
3 Initiating, monitoring and stabilising treatment. 
4 Following stabilisation, ask the GP whether he or she is willing to participate in shared care and 

agree with the GP as to who will discuss the agreement with the patient. (See shared care 
agreement form in Appendix B) 

5 Liaising with the GP regarding changes in disease management, drug dose and missed clinic 
appointments. 

6 Promptly inform the GP of any results of investigations and changes in treatment following hospital 
admission or out-patient consultation. 

7 Ensuring that the patient understands the nature and complications of drug therapy and their role in 
reporting adverse effects promptly. 

8 Assessment of patient’s testosterone replacement therapy and potential adverse events when 
attending annual endocrine clinic appointment.  Report adverse effects to the MHRA/CHM. 

9 Provide clear instruction to the GP on when therapy needs to be referred back to the specialist. 
10 Be available to give advice to the GP and patient. 
11 Stop treatment when indicated, or advise the GP on when and how to stop treatment. 
 

 

General Practitioner responsibilities 

1 Reply to the request for shared care as soon as practicable. 
2 Ensure a full understanding of the GP’s responsibilities for managing patients with Testosterone 

supplementation therapy. 
3 Clarify roles and responsibilities with the specialist especially during dose titration. 
4 After stabilisation of treatment (usually 6-12 months) prescribe Testosterone in line with written 

protocol and maintain prescribing responsibility following stabilisation of patient. 
5 Monitoring of patients overall health and well-being and assess patient’s clinical status in line with 

this protocol.  
6 To observe the patient for clinical changes and/or adverse signs and symptoms and report to the 

consultant or refer back to the specialist if the patient’s condition deteriorates, as advised. 
7 Report potential adverse events to the specialist and CHM/MHRA. 

 

Patient responsibilities 

1 Report any adverse effects to their GP and/or consultant 
2 Attend for regular monitoring 
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Communication 
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Support, Education and Information  

 British National Formulary 

 Individual Products SPCs (www.emc.medicines.org.uk ) 
 
 
Development Process  
This guideline has been subject to consultation and endorsement by the Area Prescribing Committee 
on 14th August 2019. 

Specialist to GP 
The specialist will inform the GP when they have initiated testosterone replacement therapy. When 
the patient is near completing the satisfactory initiation period, the specialist will write to the GP to 
request they take over prescribing. The Specialist will also send a Shared care request form to 
support the GP in undertaking shared care (Appendix B). 
 
GP to specialist 
If the GP has concerns over the prescribing of testosterone replacement therapy, they will contact 
the specialist as soon as possible. 
 
Contact names and details 

Contact Details 
 

Telephone 
number 

Email 

Professor Hugh Jones 
 

01226 431896 hugh.jones@nhs.net  
 

Medicines Information 
 

01226 432857 gilliansmith2@nhs.net or  
medicinesinformation@nhs.net  

 

http://uroweb.org/wp-content/uploads/18-Male-Hypogonadism_2017_web.pdf
http://www.emc.medicines.org.uk/
mailto:hugh.jones@nhs.net
mailto:gilliansmith2@nhs.net
mailto:medicinesinformation@nhs.net
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Appendix A- Specific Product Information 
 
(Full SPC available at https://www.medicines.org.uk/emc/product/8919/smpc) 
 
Testogel 16.2mg/g gel 
 
Licensed Indication 
TESTOGEL 16.2 mg/g is indicated in adults as testosterone replacement therapy for male 
hypogonadism when testosterone deficiency has been confirmed by clinical features and biochemical 
tests.  
 
Dosage adjustment and treatment duration 
The recommended dose is two pump actuations of gel (i.e. 40.5 mg of testosterone) applied once 
daily at about the same time, preferably in the morning. The dose should be titrated based on the pre-
dose morning testosterone blood levels. Steady state blood testosterone levels are reached usually 
by the second day of treatment. Testosterone blood levels should be assessed periodically. If the 
levels are low, the dosage may be increased stepwise, to a daily administration of 81 mg of 
testosterone (four actuations of gel) per day. Therapy should be discontinued if the blood 
testosterone levels consistently exceed the normal range at the lowest daily dose of 20.25 mg or if 
blood testosterone levels in the normal range cannot be achieved with the highest dose of 81 mg. 

The application should be administered by the patient himself, onto clean, dry, healthy skin over right 
and left upper arms and shoulders. It should not be applied to genitals. The gel should be simply 
spread on the skin gently as a thin layer. It is not necessary to rub it on the skin. Allow to dry for at 
least 3-5 minutes before dressing. Wash hands with soap and water after application, and cover the 
application site(s) with clothing after the gel has dried. Wash the application site thoroughly with soap 
and water prior to any situation where skin-to-skin contact of the application site with another person 
is anticipated.  

To obtain a full first dose, it is necessary to prime the canister pump. To do so, with the canister in the 
upright position, slowly and fully depress the actuator three times. Safely discard the gel from the first 
three actuations. It is only necessary to prime the pump before the first dose.  

Contraindications 
Known or suspected prostate cancer or breast carcinoma 
Hypersensitivity to testosterone or any of the listed excipients 
 
Cautions 
Before therapy exclude prostate and breast cancer.  See SPC for other precautions. 
 
Monitoring 
As above 
 
Adverse effects 
The most frequently observed clinical adverse drug reactions observed at the recommended dosage 
were psychiatric disorders and skin reactions at the application site. For more information see full 
SPC. 
 
Drug Interactions 

 Due to changes in anticoagulant activity, increased monitoring of INR is recommended, 
particularly when starting or stopping testosterone therapy 
 

 Administration of testosterone with ACTH or corticosteroids can lead to oedema. Caution 
should be taken in patients with cardiac, renal or hepatic disease 
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 Laboratory tests may show decreased serum T4 levels, however free thyroid hormone levels 
remains and there is no evidence of clinical thyroid insufficiency.  
 

 Changes in insulin sensitivity, glucose tolerance, glycaemic control, blood glucose and 
glycosylated haemoglobin levels have been reported with androgens. In diabetic patients, 
antidiabetics' medication might need reduction.
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Testogel® (1% testosterone gel) 50mg Testosterone in 5g sachet. 
 
(Full SPC available at: http://www.medicines.org.uk/EMC/medicine/12391/SPC/Testogel/ ) 
 
Licensed Indication  
Testosterone replacement therapy for male hypogonadism when testosterone deficiency confirmed 
by clinical features and biochemical tests. 
 
Dosage adjustment and treatment duration 
Sachet providing 50mg testosterone in 5g colourless gel. Testogel® is applied daily in the morning. 
The gel is applied and spread over upper arm, shoulder and chest. The alcohol evaporates and the 
testosterone is absorbed into the upper layers of the skin. The testosterone is then gradually released 
into the circulation over the next 24 hours.  Peak serum levels are attained 4-8 hours after the 
application so testosterone levels need to be assessed during this period. 
 
Apply immediately to clean healthy skin over both shoulders, or both arms and abdomen. Should not 
be applied to genital areas.  The gel has just to be simply spread on the skin gently as a thin layer. It 
is not necessary to rub it on the skin. Allow drying for at least 3-5 minutes before dressing. Wash 
hands with soap and water after applications. 
 
Contra-indications 
Known or suspected prostate or breast cancer. Hypersensitivity to testosterone or any constituents of 
gel. 
 
Cautions 
Before therapy exclude prostate and breast cancer.  See SPC for other precautions. 
 
Monitoring 
As above. 
 
Adverse Effects 
Most common (10%) were skin reactions. See SPC for other less common side effects. 
 
Drug Interactions  

 Oral anticoagulants - Changes in anticoagulant activity (the increased effect of the oral 
anticoagulant by modification of coagulation factor hepatic synthesis and competitive inhibition of 
plasma protein binding) 

 Concomitant administration of testosterone and ACTH or corticosteroids may increase the risk of 
developing oedema. As a result, these medicinal products should be administered cautiously, 
particularly in patients suffering from cardiac, renal or hepatic disease. 

 Interaction with laboratory tests: androgens may decrease levels of thyroxin binding globulin, 
resulting in decreased T4 serum concentrations and in increased resin uptake of T3 and T4. Free 
thyroid hormone levels, however, remain unchanged and there is no clinical evidence of thyroid 
insufficiency. 

 
 
 
 
 
 

 

http://www.medicines.org.uk/EMC/medicine/12391/SPC/Testogel/
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Tostran® (2% testosterone gel) hand pump dispenser. 
 
(Full SPC available at: http://www.medicines.org.uk/EMC/medicine/19702/SPC/Tostran+2++Gel/ )  

 
Licensed Indication 
Male hypogonadism when testosterone deficiency has been confirmed by clinical symptoms and 
laboratory analysis 
 
Dosage adjustment and treatment duration 
Tostran® is available in a single 60g multidose pump dispenser with a fixed volume metering pump. 
Actuated metered dosing of 10mg testosterone per depression of pump allows titrated dosage of 
testosterone.  The colourless gel is applied immediately on to clean healthy skin over both abdomen 
and thighs. It should be rubbed in gently with one finger until dry and then the application site should 
be covered, preferably with loose clothing. Hands should then be washed with soap and water.  It 
should not be applied to genital areas. Usual starting dose is 60mg in the morning with dose titrated 
to achieve mid to upper range testosterone levels. It is advised that the gel is applied at the same 
time each day. 
 
Each depression of the hand pump gives an aliquot of gel (0.5g) which contains 10mg testosterone.  
Therefore, dose adjustments can be made to provide consistent therapeutic and physiological serum 
testosterone levels.  
 
Contra-indications 
Known or suspected prostate or breast cancer. Hypersensitivity to testosterone or any constituents of 
gel. 
 
Cautions 
Before therapy exclude prostate and breast cancer.  See SPC for other precautions. 
 
Monitoring 
As above. 
 
Adverse effects 
Most common (10%) were skin reactions. The majority of these reactions were mild to moderate in 

severity and diminished or cleared, despite continued application.See SPC for other less common side 
effects. 
 
Drug Interactions   

 When androgens are given simultaneously with anticoagulants, the anticoagulant effect can 
increase. Patients receiving oral anticoagulants require close monitoring of their INR especially 
when the androgen treatment is started, stopped or the dose of Tostran® changed.  

 The concurrent administration of testosterone with ACTH or corticosteroids may increase the 
likelihood of oedema; thus these drugs should be administered with caution, particularly in 
patients with cardiac, renal or hepatic disease. 

 Laboratory test interactions: Androgens may decrease concentrations of thyroxin-binding globulin, 
resulting in decreased total T4 serum concentrations and increased resin uptake of T3 and T4. 
Free thyroid hormone concentrations remain unchanged however, and there is no clinical 
evidence of thyroid dysfunction. 

 
 
 
 
 

http://www.medicines.org.uk/EMC/medicine/19702/SPC/Tostran+2++Gel/
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NEBIDO®  long acting injection – Testosterone Undecanoate 1000mg/4ml 
 
(Full SPC available at: 
http://www.medicines.org.uk/EMC/medicine/15661/SPC/Nebido+1000mg+4ml%2c+solution+for+injection/ )   
 
Licensed Indication 
Testosterone replacement therapy for male hypogonadism when testosterone deficiency confirmed 
by clinical features and biochemical tests. 
 
 
Prescribing Information / Dose 
Testosterone undecanoate (Nebido®) is the first quarterly testosterone replacement therapy.  Each 
4ml solution for injection contains 1000mg testosterone undecanoate in castor oil and must be 
administered into the gluteal muscle slowly (2-3 minutes) to minimize the risk of injection site 
tenderness. The product must be used immediately after opening. 
 
The recommended dosing regime is 1g testosterone undecanoate (Nebido®) injected intramuscularly 
every 10-14 weeks.  When starting on testosterone undecanoate (Nebido®) for the first time, the first 
injection interval should be shortened to 6 weeks.   
 
Serum testosterone levels should be measured before starting, during initiation and at the end of an 
injection interval (trough level) and the trough levels should be within the lower level of the normal 
range.   
 
Careful monitoring of serum testosterone levels is required during maintenance of treatment. 
Serum levels should be within the lower third of the normal range .Serum levels below the normal 
range would indicate the need for a shorter injection interval & in the case of high serum levels an 
extension of injection level could be considered. 
 

There is limited experience of the use of testosterone undecanoate (Nebido) in elderly patients over 

65 years of age. Testosterone undecanoate (Nebido) is not recommended for use in children or 

adolescents. Testosterone undecanoate (Nebido) should only be used if hypogonadism has been 
demonstrated and if other aetiology, responsible for symptoms, has been excluded before treatment 
is started. 
 
If patients are already treated by testosterone implants, testosterone patches,  oral testosterone or 
intramuscular testosterone injection, the following recommendations are made when switching to 
Nebido®: 

 Implants and intramuscular depot testosterone preparations: Nebido can commence from the 
time when the next injection or implant is due once serum testosterone < 8.4 nmol/L (lower limit of 
normal). 

 Oral testosterone: Patients can start using Nebido the day after taking their last dose of oral 
testosterone. 

 Patches: Remove patch at normal time (usually at night) then have first injection of Nebido the 
following morning. 

 

Initiation /Titration of Nebido 
Trough testosterone prior to 3rd injection is assessed: 
 
(1) If either the testosterone level is <10mol/l or that symptoms typical of hypogonadism have 
returned for a period prior to the next injection and testosterone <15nmol/l then the frequency of 

Nebido is increased to 10 weekly. In some patients an increase in frequency of up to 8 weekly may 
be necessary (this needs discussion with an endocrinologist). 
 

http://www.medicines.org.uk/EMC/medicine/15661/SPC/Nebido+1000mg+4ml%2c+solution+for+injection/
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(2) If trough testosterone is >15nmol/l or HCT > 0.52 the frequency of Nebido should be decreased 
to 14 weekly.  
 
Adverse Effects 
The most commonly reported adverse effects were pain at injection site and acne. 
 
Common (>1% <10%):  Increased red blood cell count, increased haemoglobin, increased 
haematocrit, polycythaemia, weight gain, hot flushes, increased prostate specific antigen, benign 
prostatic hyperplasia. 
 
Other reported adverse reactions:  Increased appetite, increased cholesterol, emotional disorder, 
aggression, headache, hypertension, abnormal LFTs, alopecia, rash, arthralgia, cough, urinary 
retention, testicular pain, prostate abnormalities, breast abnormalities, fatigue, asthenia, 
hyperhidrosis. 
 
Very rarely, pulmonary microembolism has been reported. Pulmonary microembolism of oily solutions 
can in rare cases lead to signs and symptoms such as cough, dyspnoea, malaise, hyperhidrosis, 
chest pain, dizziness, paraesthesia, or syncope. These reactions may occur during or immediately 
after the injections and are reversible. 
 
Experience shows that the short lasting reactions (urge to cough, coughing fits, respiratory distress) 
which occur in rare cases during or immediately after injection can be avoided by injecting the 
solution extremely slowly. 
 
Please refer to SPC for full list of adverse effects. 
 
Contraindications 
Breast cancer in men, prostate cancer, past or present liver tumours, hypercalcaemia, 
hypersensitivity to testosterone or any of the excipients. Use in women is contraindicated. 

 
Cautions 
Cardiac, renal, or hepatic impairment, over 65s ischaemic heart disease, hypertension, epilepsy, 
migraine, diabetes mellitus, skeletal metastases (risk of hypercalcaemia), undertake regular 
examination of the prostate and breast during treatment; pre-pubertal boys  
Nebido may cause oedema with or without congestive cardiac failure in patients with severe cardiac, 
hepatic or renal insufficiency or ischaemic heart disease.  In this case, stop treatment immediately.   
Use with caution in patients with blood clotting irregularities. Improved insulin sensitivity may occur. 
Irritability, nervousness, weight gain, prolonged or frequent erections may indicate excessive 
androgen exposure requiring dose adjustment. Withdraw treatment if these symptoms persist or 
reappear. 
 
Cases of benign and malignant liver tumours have been reported. If severe upper abdominal 
complaints, liver enlargement or signs of intra-abdominal haemorrhage occur then liver tumour 
should be ruled out. 
  
Pre-existing sleep apnoea may be potentiated. Testosterone may produce a positive reaction in anti-
doping tests.  Not for use in women. Not suitable for developing muscles or increasing fitness in 
healthy individuals.  
 
Drug interactions  
Testosterone can enhance the anticoagulant effect of coumarins and phenindione. Patients require 
close monitoring especially at the beginning or end of testosterone therapy. Increased monitoring of 
prothrombin time and INR are recommended. 
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Concurrent administration with ACTH or corticosteroids may enhance oedema. Therefore these 
substances should be administered cautiously particularly in patients with cardiac or hepatic disease 
or in patients predisposed to oedema. 
 
Decreased levels of thyroxine binding globulin may result in decreased T4 levels and increased resin 
uptake of T3 & T4. Free thyroid hormone levels remain unchanged, however there is no evidence of 
thyroid dysfunction. 
 
Testosterone may possibly enhance the hypoglycaemic effect of antidiabetics 
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Appendix A – Shared Care request form (Amber) 
 

 Specialist to complete when requesting GP to enter a shared care arrangement. 

 GP to return signed copy of form. 

 Both parties should retain a signed copy of the form in the patient’s record. 
 

From (Specialist):       To (GP):        

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Monitoring 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Communication 
 
 
 
 
 
 
 
 
 
 
 

Patient Details 
 
Name:         ID Number:    
 
Address:         DOB:    
  
Diagnosed condition:            

 

 
Amber drug details 
 
Drug name:       Dose:      
 
Date of initiation:     Length of treatment:      
 
The patient will be reviewed by the Consultant on:        
 
The patient should be reviewed by the GP by:         
 
 

  

Consultant 
Telephone number:      Fax number:     
 
Email address:       
 
Specialist Nurse 
Telephone number:     Fax number:      
 
Email address:       

   

The following monitoring should be undertaken by the GP: 
 

Parameter 
 

Date next test due Frequency 
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Confirmation of acceptance/rejection of shared care 
 
 
 
 
 

 
 
 
 

 

 
 
 
 
 
 
 
 
To save resources you have been sent appendix A of the shared care document. The full  
document (Testosterone Supplementation, date approved August 2019) can be accessed on the Barnsley 
BEST website at the following link: 
http://best.barnsleyccg.nhs.uk/clinical-support/medicines/shared-care-guidelines/ 
 
Or via the Barnsley Area Formulary www.barnsleyformulary.nhs.uk 

 

 
Specialist (Doctor/Nurse) name:       
 
 
Specialist (Doctor/Nurse) signature:      Date:       
 
I, Dr …………………………….., can confirm I :  

       □    accept the request to participate in shared care for the patient named above. 

 

       □  reject the request to participate in shared care for the patient named above. The reason for  

 
                    this being ……………………………………………………………………………………….. 
 
 
GP signature:        Date:      
 

http://best.barnsleyccg.nhs.uk/clinical-support/medicines/shared-care-guidelines/
http://www.barnsleyformulary.nhs.uk/

