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Staladex® Switch Protocol for the indication of Prostate Cancer only
 
	Clinical Area 

	Switching Prostap® 3 DCS 11.25 mg powder and solvent for prolonged-release suspension for injection in prefilled syringe to Staladex® 11.25mg subcutaneous implant for the indication of prostate cancer only.

This switch protocol has been approved by NEL Formulary and Pathways Group and NEL System Prescribing and Medicines Optimisation Board.


 
	Background

	Leuprorelin is a widely used Luteinising Hormone-Releasing Hormone agonist (LHRHa) for the management of prostate cancer in patients suitable for androgen deprivation therapy. Prolonged use of LHRHa’s leads to downregulation and desensitization of luteinising hormone-releasing hormone receptors, thus decreasing pituitary gland gonadotrophic production and subsequently decreasing testosterone levels. 
Prostap® 3 DCS and Staladex® both contain leuprorelin acetate 11.25mg.

Across NEL, Prostap® 3 DCS has historically been prescribed by clinicians for LHRHa therapy. The introduction of Staladex®, which confers clinical equivalence, simpler administration and cost effectiveness, has prompted a transition to an ICB preferred leuprorelin implant, as an alternative to Prostap 3® DCS for the indication of prostate cancer.

The switch to Staladex® has been supported by an MHRA alert which highlighted the increased handling error risks when there are multiple steps in the product reconstitution and administration process. 

Staladex®, which is administered as a subcutaneous implant in abdominal adipose tissue, differs in administration technique from Prostap® 3 DCS which is a traditional subcutaneous injection made up of a powder and solvent for injection. The reduced number of administration steps associated with the administration of Staladex® compared to Prostap® 3 DCS helps reduce risk and improve patient safety.

To facilitate administration of a subcutaneous implant in abdominal adipose tissue, Staladex® utilises a lower gauge needle than Prostap® 3 DCS, which may increase the risk of pain at the site of administration.  It is essential that health care professionals (HCPs) are trained in the administration technique of Staladex® to minimise associated pain. In addition, extra care should be taken when administering to patients with a low BMI.

There are no additional monitoring requirements for Staladex® compared to Prostap® 3 DCS.

Staladex® is currently the most cost-effective leuprorelin product available to be prescribed in the UK with a potential annual saving of approximately £180,000 to NEL if patients with prostate cancer are switched from Prostap® 3 DCS. The decision to implement this switch aligns with NHS initiatives to optimize prescribing practices and reduce healthcare costs without compromising patient outcomes.

Staladex® 11.25mg implant is licensed for the treatment of:
· Metastatic prostate cancer
· Locally advanced prostate cancer, as an alternative to surgical castration.
· As an adjuvant treatment to radiotherapy in patients with high-risk localized or locally advanced prostate cancer.
· As an adjuvant to radical prostatectomy in patients with locally advanced prostate cancer at high risk of disease progression.
· As neo-adjuvant treatment prior to radiotherapy in patients with high-risk localised or locally advanced prostate cancer.

The British National Formulary dose for Staladex® is 11.25mg via subcutaneous injection every 3 months.



	Inclusion criteria

	· Male patients (≥ 18 years old) currently prescribed Prostap® 3 DCS 11.25 mg Powder and Solvent for Prolonged-release Suspension for Injection in Prefilled Syringe for prostate cancer



	Exclusion criteria

	· Allergy/ intolerance to leuprorelin, another LHRHa or any excipients in Staladex® 
· Any previous adverse effects to leuprorelin
· Female or paediatric patients
· Patients being treated for any other indication except prostate cancer.
· Patients who previously underwent orchiectomy
· Sole treatment of prostate cancer in patients with spinal cord compression and/or evidence of spinal metastases
· Patients with inadequate abdominal adipose tissue may be unsuitable for effective subcutaneous implant administration.



	Action for practices

	· Conduct an Emis/SystmOne search to identify patients currently prescribed Prostap® 3 DCS for prostate cancer (example searches included in resources).
· Review the selected cohort for eligibility to switch to Staladex® 11.25 mg implant based on the inclusion and exclusion criteria above whilst referring to the Summary of Product Characteristics and exercising clinical judgement.
· Review administration technique of Staladex® via Staladex HCP administration video. - Written instructions are also available. Further online training can be organised via emailing: training@aspirepharma.com
· Determine the most appropriate form of communicating the switch to patients (examples included in Appendix 1 and 2).


 
	Key messages

	1. Staladex® is only licensed for: high risk localised, locally advanced or metastatic prostate cancer.
2. Correct subcutaneous implant technique is imperative as Staladex® utilises a lower gauge needle than Prostap® 3 DCS, which may increase the risk of pain at the site of administration. HCPs should be cognisant of this and ensure they are trained in the correct administration technique and undertake appropriate patient counselling.
3. New patients with prostate cancer, where a specialist has recommended “Leuprorelin 3 monthly”, should be initiated on Staladex®.
4. Existing Prostap® 3 DCS patients for use in prostate cancer, should be actively identified, reviewed and switched to Staladex® (if clinically appropriate).
5. [bookmark: _Hlk202781825]Patients switched from Prostap® 3 DCS to Staladex® should be informed that it works in the same way as Prostap® 3 and should be provided with a patient information leaflet linked below.
6. Staladex® requires no additional monitoring compared to Prostap® 3 DCS.


   
	References and resources
	Link

	Staladex® 11.25mg Implant - Summary of Product Characteristics (SmPC)
	Staladex 11.25mg Implant - Summary of Product Characteristics (SmPC) - (emc) | 15547  

	Staladex administration video
	Staladex HCP administration video on Vimeo

	Staladex® administration PDF instructions
	


	Leuprorelin containing depot MHRA alert
	MHRA Leuprorelin Depot Alert

	Staladex® patient information leaflet 
	


	Emis search

	


	SystmOne search
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Appendix 1
This letter is a template which may be adapted for your patient(s). Please ensure that you customise the text highlighted in yellow so that the information is appropriate.

Practice logo
  Practice name 
      Practice address 
    									   Practice contact details
Patient Name
Patient Address
NHS Number:
Patient Number:
DOB:

<Date>

Dear xxxxxxxxxxx
Re: A change in your prescription
As a practice, we are committed to ensuring all of our patients are receiving the best possible care, and that we are prescribing the optimal medication for you. The practice has undertaken a review of the prescribing of Prostap 3 DCS 11.25mg to bring it in line with recommendations made by NHS North East London.
After careful consideration the practice has decided to change the brand of medication you receive. You are currently receiving a prescription for Prostap 3 DCS 11.25mg however from [INSERT DATE] your prescription(s) will be for Staladex 11.25mg.
Staladex 11.25mg contains the same active ingredient (leuprorelin acetate) and will work in the same way as Prostap 3 DCS. If you have any queries regarding this change, please do not hesitate to contact the surgery.
Yours sincerely
Practice Name

Appendix 2
This SMS is a template which may be adapted for your patient(s). Please ensure that you customise the text highlighted in yellow so that the information is appropriate. 
Dear [Insert patient name], 
The practice has undertaken a review of the prescribing of Prostap 3 DCS to bring it in line with updated local guidelines. On your next prescription, Prostap 3 DCS 11.25mg will be switched to Staladex 11.25mg which works in the same way. If you have any concerns, please contact the practice.
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Staladex implant (leuprorelin acetate 11.25mg) (please refer to the full 
SmPC before prescribing)
Presentation: Implant in a pre-filled syringe containing 10.72 mg 
leuprorelin (as leuprorelin acetate 11.25 mg).  Indications:  Treatment of 
metastatic prostate cancer. Locally advanced prostate cancer, as an 
alternative to surgical castration. As an adjuvant treatment to 
radiotherapy in patients with high-risk localised or locally advanced 
prostate cancer. As an adjuvant to radical prostatectomy in patients with 
locally advanced prostate cancer at high risk of disease progression. As 
neo-adjuvant treatment prior to radiotherapy in patients with high-risk 
localised or locally advanced prostate cancer. Dosage and method of 
administration: Dose: One implant once every three months. 
Administration: Staladex should be administered only by healthcare 
professionals.  Subcutaneous injection under the abdominal skin. 
Accidental intra-arterial injection must be avoided. Response to 
Leuprorelin therapy should be monitored by clinical parameters and by 
measuring prostate-specific antigen (PSA) serum levels. Serum 
concentrations of testosterone should be measured 28 days after each 
injection and before each re-administration of Staladex and additionally 
on the basis of other laboratory tests like acid phosphatase and PSA. 
Clinical studies have shown that testosterone levels increased during the 
first four days of treatment in the majority of non-orchidectomised 
patients, then decreased and reached castrate levels by 2-4 weeks. Once 
attained, castrate levels were maintained as long as drug therapy 
continued.  If a patient’s response appears to be sub-optimal, then 
confirm that serum testosterone levels have reached or are remaining at 
castrate levels. In patients treated with GnRH analogues for prostate 
cancer, treatment is usually continued upon development of 
castrate-resistant prostate cancer. Reference should be made to relevant 
guidelines. Treatment of advanced, hormone-dependent prostate cancer 
with Leuprorelin is usually a long-term treatment. Clinical data have 
shown that 3 years of androgen deprivation therapy used concomitantly 
with and after radiotherapy is preferable to a 6-month course of 
androgen deprivation therapy in locally advanced, hormone-dependent 
prostate cancer. Medical guidelines recommend a 2- to 3-year course of 
androgen deprivation therapy for patients (T3 - T4) receiving 
radiotherapy.  See SmPC for further details. Contraindications: 
Hypersensitivity to leuprorelin or other GnRH analogues or to any of the 
implant excipients; patients who previously underwent orchiectomy; as 
the sole treatment in prostate cancer patients with spinal cord 
compression or evidence of spinal metastases; in women or paediatric 
patients. Special warnings and precautions for use: In the initial stages 
of therapy, a transient rise in levels of testosterone, dihydrotestosterone 
and acid phosphatase may occur. In some cases, this may be associated 
with a "flare" or exacerbation of the tumour growth resulting in temporary 
deterioration of the patient's condition.  "Flare" may manifest itself as 
systemic or neurological symptoms. Patients may experience worsening 
of symptoms or onset of new symptoms, including bone pain, urinary 
obstruction, weakness of the lower extremities and paraesthesia. These 
symptoms usually subside on continuation of therapy. Additional 
administration of an appropriate anti-androgen may be administered 
beginning 3 days prior to leuprorelin therapy and continuing for the first 
two to three weeks of treatment, to prevent the sequelae of  an initial rise 
in serum testosterone. Following surgical castration, leuprorelin does not 
lead to a further decrease in serum testosterone levels in male patients. 
Therapeutic success should be monitored regularly (particularly if there 
is evidence of progression despite appropriate treatment) by means of 
clinical examinations (digital rectal examination of the prostate, 
ultrasound, skeletal scintigraphy, computed tomography) and by 
checking phosphatases and/or PSA and serum testosterone. Cases of 
ureteral obstruction and spinal cord compression, which may contribute 
to paralysis with or without fatal complications, have been reported with 
GnRH agonists. If spinal cord compression or renal impairment develops, 
standard treatment of these complications should be instituted. Patients 


with vertebral and/or brain metastases as well as patients with urinary tract 
obstruction should be closely monitored during the first few weeks of 
therapy. Patients with hypertension should be carefully monitored. Long-term 
androgen deprivation either by bilateral orchiectomy or administration of 
GnRH analogues is associated with increased risk of bone loss which, in 
patients with additional risk factors, may lead to osteoporosis and increased 
risk of bone fracture. Apart from long lasting testosterone deficiency, 
increased age, smoking and consumption of alcoholic beverages, obesity and 
insufficient exercise may have an influence on the development of 
osteoporosis. During post-marketing surveillance, rare cases of pituitary 
apoplexy have been reported after the administration of GnRH-agonists, with 
a majority occurring within 2 weeks of the first dose, and some within the first 
hour. Pituitary apoplexy was presented as sudden headache, vomiting, visual 
changes, ophthalmoplegia, altered mental status, and sometimes 
cardiovascular collapse. Immediate medical attention is required. There is an 
increased risk of incident depression (which may be serious) in patients 
undergoing treatment with GnRH agonists such as leuprorelin. Patients 
should be informed of this risk and treated as appropriate if symptoms occur. 
Convulsions have been reported in both children and adults treated with 
leuprorelin acetate with or without a history of epilepsy, seizure disorders or 
risk factors for seizures. Leuprorelin use can produce positive results in 
doping tests. During androgen-deprivation therapy, changes in metabolism 
(reduction in glucose tolerance or aggravation of pre-existing diabetes 
mellitus) as well as an increased risk for cardiovascular diseases may occur. 
Patients with diabetes and those at increased risk of metabolic or 
cardiovascular diseases should be appropriately monitored during treatment. 
Androgen deprivation therapy may prolong the QT interval. In patients with a 
history of or risk factors for QT interval prolongation and in patients receiving 
concomitant medicinal products known to prolong the QT interval, physicians 
should carefully assess the benefit/ risk ratio including the potential for 
developing torsade de pointes prior to initiating therapy to Staladex. Hepatic 
dysfunction and jaundice with elevated liver enzyme levels have been 
reported with the use of leuprorelin acetate and close observation should be 
made, with appropriate measures taken. Abscesses at the injection site occur 
rarely; in one report, the absorption of leuprorelin from the depot appeared to 
be decreased. It is advised to determine testosterone levels in such cases. 
Idiopathic intracranial hypertension (pseudotumor cerebri) has been reported 
in patients receiving leuprorelin. Patients should be warned for signs and 
symptoms, including severe or recurrent headache, vision disturbances and 
tinnitus. If idiopathic intracranial hypertension occurs, discontinuation of 
leuprorelin should be considered. Ability to drive/use machines: May be 
impaired due to visual disturbances and dizziness. Fatigue is common, 
particularly during initiation of therapy, and may also be due to underlying 
malignancy. Pregnancy and breastfeeding: Staladex is not indicated for use 
in women and is generally contraindicated during pregnancy and lactation. 
Side effects: For full list of side effects consult SmPC. ‘Very Common’ (≥
1/10) ‘Common’ (≥1/100 to <1/10) and ‘Serious’ side effects included in the 
prescribing information: Decreased appetite, insomnia, depression, mood 
changes (long term use), headache (occasionally severe), hot flushes, 
nausea, hyperhidrosis, muscle weakness, bone pain, athralgia, libido 
decreased, erectile dysfunction, testiculars atrophy, gynaecomastia, fatigue,  
injection site reactions (induration, erythema, pain, abscesses, swelling, 
nodules, ulcers and necrosis), peripheral oedema.  MA number: PLGB 
19255/0023 Cost: 1 pre-filled disposable injection: £206.00 MAH: 
Amdeepcha Limited, 85 Yarmouth Road, Blofield, Norwich, Norfolk, NR13 
4LQ, United Kingdom Legal Category: POM Date last reviewed: January 2025 
Version number: 10106062139 v 2.0 January 2025 


Adverse events should be reported. Reporting forms and 
information can be found at 


www.mhra.gov.uk/yellowcard. 
Adverse events should also be reported to Aspire Pharma Ltd 


on 01730 231148.  
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About Staladex®


Staladex® is used in men for1:


Staladex® is injected subcutaneously under the abdominal skin 
once every three months. Accidental intra-arterial injection must 
be avoided.


What this booklet is for


 The purpose of this booklet is to provide detailed instructions 
for healthcare professionals on how to administer Staladex ®.


 The step-by-step instructions detail how to prepare the 
applicator through to safe disposal after administration.


 If you have any questions on the use of  Staladex®, contact 
Aspire Pharma Ltd. Medical Information on tel: 01730 231148
or email: medinfo@aspirepharma.co.uk. 


Reference 1: Staladex SmPC


Metastatic prostate cancer.
Locally advanced prostate cancer, as an alternative to surgical 
castration.
As an adjuvant treatment to radiotherapy in patients with 
high-risk localised or locally advanced prostate cancer.
As an adjuvant to radical prostatectomy in patients with locally 
advanced prostate cancer at high risk of disease progression.
As neo-adjuvant treatment prior to radiotherapy in patients 
with high-risk localised or locally advanced prostate cancer.


The implant contains 11.25mg leuprorelin acetate (equivalent as 
10.72mg leuprorelin) and is supplied in a pre-filled syringe.
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Staladex® Instructions for Use
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Grip the applicator on the 
syringe barrel and remove  
the protective cover without 
touching the needle.


Remove the applicator from 
the sterile pouch. 


The pre-filled syringe must 
be used immediately after 
opening the pouch. 


Check whether the implant 
is in the intended position 
in the applicator. Remove 
the red safety ring.


Press the skin of the patient 
together while holding the 
syringe barrel and insert the 
needle obliquely (almost 
parallel to the skin) with the 
opening of the needle facing up. 


Insert the needle into the 
subcutaneous tissue (not in  
muscle or into the abdominal 
cavity) of the anterior abdominal 
wall under the umbilical line, 
until the syringe barrel touches 
the patient’s skin. 


The syringe barrel must remain 
in contact with the skin during 
the entire application process.
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The needle is retracted from the 
tissue into the syringe barrel. 
 
The syringe barrel must remain 
in contact with the patient’s skin. 


Normally, the plunger movement 
forwards and the needle 
retraction are carried out   
in one smooth motion. 


The application process is 
completed. The needle has been 
fully retracted into the barrel 
of the syringe. The supernatant 
mandrel protects against injury 
at the needle tip.


When the plunger is stopped, 
the needle retraction is 
unlocked automatically.


Press the syringe plunger 
down. The implant is 
transported to the needle tip. 


Do not pull the syringe back. 
During the application,  
the syringe barrel has to 
touch the patient’s skin.
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Staladex implant (leuprorelin acetate 11.25mg) (please refer to the full 
SmPC before prescribing)
Presentation: Implant in a pre-filled syringe containing 10.72 mg 
leuprorelin (as leuprorelin acetate 11.25 mg).  Indications:  Treatment of 
metastatic prostate cancer. Locally advanced prostate cancer, as an 
alternative to surgical castration. As an adjuvant treatment to 
radiotherapy in patients with high-risk localised or locally advanced 
prostate cancer. As an adjuvant to radical prostatectomy in patients with 
locally advanced prostate cancer at high risk of disease progression. As 
neo-adjuvant treatment prior to radiotherapy in patients with high-risk 
localised or locally advanced prostate cancer. Dosage and method of 
administration: Dose: One implant once every three months. 
Administration: Staladex should be administered only by healthcare 
professionals.  Subcutaneous injection under the abdominal skin. 
Accidental intra-arterial injection must be avoided. Response to 
Leuprorelin therapy should be monitored by clinical parameters and by 
measuring prostate-specific antigen (PSA) serum levels. Serum 
concentrations of testosterone should be measured 28 days after each 
injection and before each re-administration of Staladex and additionally 
on the basis of other laboratory tests like acid phosphatase and PSA. 
Clinical studies have shown that testosterone levels increased during the 
first four days of treatment in the majority of non-orchidectomised 
patients, then decreased and reached castrate levels by 2-4 weeks. Once 
attained, castrate levels were maintained as long as drug therapy 
continued.  If a patient’s response appears to be sub-optimal, then 
confirm that serum testosterone levels have reached or are remaining at 
castrate levels. In patients treated with GnRH analogues for prostate 
cancer, treatment is usually continued upon development of 
castrate-resistant prostate cancer. Reference should be made to relevant 
guidelines. Treatment of advanced, hormone-dependent prostate cancer 
with Leuprorelin is usually a long-term treatment. Clinical data have 
shown that 3 years of androgen deprivation therapy used concomitantly 
with and after radiotherapy is preferable to a 6-month course of 
androgen deprivation therapy in locally advanced, hormone-dependent 
prostate cancer. Medical guidelines recommend a 2- to 3-year course of 
androgen deprivation therapy for patients (T3 - T4) receiving 
radiotherapy.  See SmPC for further details. Contraindications: 
Hypersensitivity to leuprorelin or other GnRH analogues or to any of the 
implant excipients; patients who previously underwent orchiectomy; as 
the sole treatment in prostate cancer patients with spinal cord 
compression or evidence of spinal metastases; in women or paediatric 
patients. Special warnings and precautions for use: In the initial stages 
of therapy, a transient rise in levels of testosterone, dihydrotestosterone 
and acid phosphatase may occur. In some cases, this may be associated 
with a "flare" or exacerbation of the tumour growth resulting in temporary 
deterioration of the patient's condition.  "Flare" may manifest itself as 
systemic or neurological symptoms. Patients may experience worsening 
of symptoms or onset of new symptoms, including bone pain, urinary 
obstruction, weakness of the lower extremities and paraesthesia. These 
symptoms usually subside on continuation of therapy. Additional 
administration of an appropriate anti-androgen may be administered 
beginning 3 days prior to leuprorelin therapy and continuing for the first 
two to three weeks of treatment, to prevent the sequelae of  an initial rise 
in serum testosterone. Following surgical castration, leuprorelin does not 
lead to a further decrease in serum testosterone levels in male patients. 
Therapeutic success should be monitored regularly (particularly if there 
is evidence of progression despite appropriate treatment) by means of 
clinical examinations (digital rectal examination of the prostate, 
ultrasound, skeletal scintigraphy, computed tomography) and by 
checking phosphatases and/or PSA and serum testosterone. Cases of 
ureteral obstruction and spinal cord compression, which may contribute 
to paralysis with or without fatal complications, have been reported with 
GnRH agonists. If spinal cord compression or renal impairment develops, 
standard treatment of these complications should be instituted. Patients 


with vertebral and/or brain metastases as well as patients with urinary tract 
obstruction should be closely monitored during the first few weeks of 
therapy. Patients with hypertension should be carefully monitored. Long-term 
androgen deprivation either by bilateral orchiectomy or administration of 
GnRH analogues is associated with increased risk of bone loss which, in 
patients with additional risk factors, may lead to osteoporosis and increased 
risk of bone fracture. Apart from long lasting testosterone deficiency, 
increased age, smoking and consumption of alcoholic beverages, obesity and 
insufficient exercise may have an influence on the development of 
osteoporosis. During post-marketing surveillance, rare cases of pituitary 
apoplexy have been reported after the administration of GnRH-agonists, with 
a majority occurring within 2 weeks of the first dose, and some within the first 
hour. Pituitary apoplexy was presented as sudden headache, vomiting, visual 
changes, ophthalmoplegia, altered mental status, and sometimes 
cardiovascular collapse. Immediate medical attention is required. There is an 
increased risk of incident depression (which may be serious) in patients 
undergoing treatment with GnRH agonists such as leuprorelin. Patients 
should be informed of this risk and treated as appropriate if symptoms occur. 
Convulsions have been reported in both children and adults treated with 
leuprorelin acetate with or without a history of epilepsy, seizure disorders or 
risk factors for seizures. Leuprorelin use can produce positive results in 
doping tests. During androgen-deprivation therapy, changes in metabolism 
(reduction in glucose tolerance or aggravation of pre-existing diabetes 
mellitus) as well as an increased risk for cardiovascular diseases may occur. 
Patients with diabetes and those at increased risk of metabolic or 
cardiovascular diseases should be appropriately monitored during treatment. 
Androgen deprivation therapy may prolong the QT interval. In patients with a 
history of or risk factors for QT interval prolongation and in patients receiving 
concomitant medicinal products known to prolong the QT interval, physicians 
should carefully assess the benefit/ risk ratio including the potential for 
developing torsade de pointes prior to initiating therapy to Staladex. Hepatic 
dysfunction and jaundice with elevated liver enzyme levels have been 
reported with the use of leuprorelin acetate and close observation should be 
made, with appropriate measures taken. Abscesses at the injection site occur 
rarely; in one report, the absorption of leuprorelin from the depot appeared to 
be decreased. It is advised to determine testosterone levels in such cases. 
Idiopathic intracranial hypertension (pseudotumor cerebri) has been reported 
in patients receiving leuprorelin. Patients should be warned for signs and 
symptoms, including severe or recurrent headache, vision disturbances and 
tinnitus. If idiopathic intracranial hypertension occurs, discontinuation of 
leuprorelin should be considered. Ability to drive/use machines: May be 
impaired due to visual disturbances and dizziness. Fatigue is common, 
particularly during initiation of therapy, and may also be due to underlying 
malignancy. Pregnancy and breastfeeding: Staladex is not indicated for use 
in women and is generally contraindicated during pregnancy and lactation. 
Side effects: For full list of side effects consult SmPC. ‘Very Common’ (≥
1/10) ‘Common’ (≥1/100 to <1/10) and ‘Serious’ side effects included in the 
prescribing information: Decreased appetite, insomnia, depression, mood 
changes (long term use), headache (occasionally severe), hot flushes, 
nausea, hyperhidrosis, muscle weakness, bone pain, athralgia, libido 
decreased, erectile dysfunction, testiculars atrophy, gynaecomastia, fatigue,  
injection site reactions (induration, erythema, pain, abscesses, swelling, 
nodules, ulcers and necrosis), peripheral oedema.  MA number: PLGB 
19255/0023 Cost: 1 pre-filled disposable injection: £206.00 MAH: 
Amdeepcha Limited, 85 Yarmouth Road, Blofield, Norwich, Norfolk, NR13 
4LQ, United Kingdom Legal Category: POM Date last reviewed: January 2025 
Version number: 10106062139 v 2.0 January 2025 
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Your questions answered 


A leaflet for patients who have been 
prescribed Staladex® for prostate cancer


Reporting of side effects
 If you get any side effects, talk to your doctor, pharmacist or nurse.  


This includes any possible side effects not listed in the product’s package 
leaflet. You can also report side effects directly via the Yellow Card Scheme 


at www.mhra.gov.uk/yellowcard. By reporting side effects you can help 
provide more information on the safety of this medicine.


This leaflet has been created and funded by Aspire Pharma







What is Staladex®? 1,2


Staladex® is a treatment that helps reduce the level of the male 
hormone, testosterone. This hormone plays a role in the growth of 
prostate cancer cells.


Staladex® is used to treat adult men with prostate cancer.*


How does Staladex® work? 1,2


Staladex® is an implant that contains an active ingredient called 
leuprorelin. This belongs to a group of medicines called luteinising 
hormone-releasing hormone (LHRH) agonists. 


Staladex® works by reducing the level of testosterone by blocking the 
production of luteinising hormone (LH) in the body, a key hormone 
that helps produce testosterone.


How is Staladex® administered? 1,2


Staladex® is injected under the skin of your stomach. This will be 
given by a doctor or nurse either at a hospital or clinic. 


How often do I have to take Staladex®? 1,2


Staladex® is a ready-to-use implant that should be administered 
once every 3 months. Be sure to remind your doctor or nurse to 
schedule your next injection. 


If your next appointment is more or less than 3 months since your 
last dose, contact your doctor or nurse to ensure Staladex® is 
administered correctly.


What happens if I miss a dose?
For Staladex® to work effectively, it is important that you have your 
injections regularly as directed by your doctor.


If you are unable to attend an appointment for your injection contact 
your doctor, nurse or hospital as soon as possible to re-schedule.


Can I stop my treatment?
It is important to continue treatment with Staladex® even if you feel 
well. Follow your treatment plan until your doctor advises that it is 
time to stop.


I was on a previous treatment similar to Staladex® is 
this any different? 1,2 
Staladex® is considered to work in the same way as your previous 
injectable medicine.  Your doctor may have reviewed your treatment 
and decided on changing your treatment to Staladex®. You will be 
given Staladex® once every 3 months and should request repeat 
prescriptions in the same way.


What are the most common side effects? 1,2


Like all medications, Staladex® can cause side effects. However, it is 
important to remember that not everybody gets them.


The most common side effects associated with LHRH agonists such 
as Staladex® (those which may affect more than 1 in 10 people) 
includes weight changes, hot flushes, sweating, muscle weakness, 
bone pain, changes to your sex life, a reduction in size and function 
of the testes, tiredness and skin reactions at the injection sites.≠


If you get any side effects, talk to your doctor, nurse or pharmacist. 
This includes any possible side effects not listed in the package 
leaflet.


Your questions answered







Further information
If you have any questions regarding your treatment or illness, do not 
hesitate to discuss these with your doctor or nurse.


Helpful information
Below are some QR codes to help you access further information about 
your condition.


Please note that Aspire Pharma are not responsible for the content of these external websites.


www.macmillan.org.uk www.cancerresearchuk.org https://prostatecanceruk.org


References 
1. Staladex SmPC 
2. eMC. Staladex 11.25 mg patient information leaflet. https://www.medicines.org.uk/emc/files/pil.15547.pdf (Accessed March 
2025).


Footnotes/abbreviations
* Staladex is indicated in men with high risk localised, advanced and metastatic prostate cancer. Please seek further information 
from your doctor or nurse.
≠For a full list of possible side effects, please read your patient information leaflet which comes with your Staladex implant. 
These side effects apply to all similar hormonal treatment for prostate cancer 
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