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	1. Name of Drug, Brand Name, Form and Strength
	Degarelix (Firmagon®) 80mg subcutaneous injection

	2. Licensed Indications 
	For the treatment of adult male patients with advanced hormone-dependent prostate cancer. However use of this product at NHS expense is restricted to those patients with advanced hormone-dependent prostate cancer with spinal metastases.

	3. Criteria for shared care


	Prescribing responsibility will only be transferred when

· Treatment is for a specified indication and duration in accordance with NICE   TA404.
· Treatment has been initiated and established by the secondary care specialist.
· The patient’s initial reaction to and progress on the drug is satisfactory.
· The GP has agreed in writing in each individual case that shared care is appropriate.
· The patient’s general physical, mental and social circumstances are such that he/she would benefit from shared care arrangements

	4. Patients excluded from shared care
	· Unstable disease state

· Patient does not consent to shared care

· Patient does not meet criteria for shared care
· Patients under the age of 18 years old

	5. Therapeutic use &  background
	Degarelix is a gonadotrophin-releasing hormone (GnRH) antagonist. It is licensed for treatment of adult male patients with advanced hormone-dependent prostate cancer. Unlike LHRH agonists, GnRH antagonists do not produce a LH surge at the start of treatment, there is no initial testosterone surge or tumour stiumulation and therefore no potential for symptomatic flares. Patients therefore do not require concurrent treatment with anti-androgens when commencing therapy.

Degarelix is indicated for patients with advance hormone dependent prostate cancer in whom rapid lowering of testosterone is required and in whom an initial tumour flare would be of significant clinical importance precludes the patient from receiving an LHRH agonist. It should ONLY be used as per NICE TA404 as an option in patients with spinal metastases.
It is NICE approved as an option for treating advanced hormone-dependent prostate cancer in people with spinal metastases, only if the commissioner can achieve at least the same discounted drug cost as that available to the NHS in June 2016. There is a rebate scheme available to CCGs to support this.
Degarelix induces immediate testosterone suppression without initial testosterone surge, therefore the concomitant use of anti-androgen therapy is not required.

	6. Contraindications (please note this does not replace the SPC or BNF and should be read in conjunction with it).
	· Degarelix is contraindicated in females and children.
· Degarelix must not be given to any patient who has shown a hypersensitivity reaction to its use.


	7. Prescribing in pregnancy and lactation
	Non-applicable - there is no relevant indication for use of degarelix in women.

	8. Dosage regimen  for continuing care

	Route of administration
	Subcutaneous injection

	
	Preparations available: 
Degarelix 80mg subcutaneous injection


	
	Please prescribe:  

Degarelix 80mg  monthly administered as one subcutaneous injection starting one month after the loading dose given by the specialist & continued monthly.

Administration is by subcutaneous injection into the abdominal area not subject to pressure (e.g. waistband, close to ribs) varying the site periodically.  


	
	Is titration required 
	No – initial loading dose of  degarelix 240mg by subcutaneous injection as two injections of 120mg will be given by specialist.

	
	Adjunctive treatment regime:

Non-applicable  

	
	Conditions requiring dose reduction:

e.g. impaired renal/ liver function
No modification is required for mild-moderate renal or hepatic impairment.


	
	Usual response time :

Clinical studies have shown that testosterone (T) suppression occurs immediately after administration of the starting dose with 96% of the patients have plasma testosterone levels corresponding to medical castration (T≤0.5 nanograms/ml) after three days and 100% after one month. Long term treatment with the maintenance dose up to 1 year shows that 97% of the patients have sustained suppressed testosterone levels (T≤0.5 nanograms/ml).   

	
	Duration of treatment:

Indefinite- until advised to stop by specialist. 


	
	Treatment to be terminated by:
Responsible hospital clinician   

	
	NB. All dose adjustments will be the responsibility of the initiating specialist care unless directions have been specified in the medical letter to the GP. 

	9.Drug Interactions 
For a comprehensive list consult the BNF or Summary of Product Characteristics


	The following drugs must not be prescribed without consultation with the specialist:
Not applicable



	
	The following drugs may be prescribed with caution:
As androgen deprivation may prolong the QTc interval, use with agents known to prolong QTc interval should be carefully evaluated by the specialist prior to commencing treatment.


	10. Adverse drug reactions 
For a comprehensive list (including rare and very rare adverse effects), or if significance of possible adverse event uncertain, consult Summary of Product Characteristics or BNF
	Specialist to detail below the action to be taken upon occurrence of a particular adverse event as appropriate. Most serious toxicity is seen with long-term use and may therefore present first to GPs. 

	
	The patient should be advised to report any of the following symptoms to their GP without delay and be referred back to secondary care:           

· Deterioration in lower urinary symptoms

· Bone pain
Patients who have the following symptoms should be re-referred on the same day:

· Lower limb neurology

· Suspicion of spinal cord compression
Counselling on the following common adverse effects will be undertaken by the initiating clinician in secondary care:
Very common (≥1/10): Hot flush, injection site adverse events 

Common (≥1/100 to <1/10): anaemia, weight increase, insomnia, dizziness, headache, diarrhoea, nausea, liver transaminases increased, hyperhidrosis (inc. night sweats), rash, musculoskeletal pain & discomfort, gynaecomastia, testicular atrophy, erectile dysfunction, chills, pyrexia, fatigue, influenza-like illness

	
	The patient should be advised to report any of the following signs or symptoms to their GP without delay:           



	
	· Deterioration in lower urinary symptoms

· Bone pain

Patients who have the following symptoms should be re-referred on the same day:

· Lower limb neurology

· Suspicion of spinal cord compression

	
	Other important co morbidities:

	
	Development or aggravation of diabetes may occur; therefore diabetic patients may require more frequent monitoring of blood glucose. This will be discussed with the patient by the responsible hospital clinician at initiation.

	
	Any adverse reaction to a black triangle drug or serious reaction to an established drug should be reported to the MHRA via the “Yellow Card” scheme.

	11.Baseline investigations
	List of investigations / monitoring  undertaken by secondary care
Serum PSA
U&Es, bone profile, liver function tests

Full blood count

	12. Ongoing monitoring requirements to be undertaken by GP 


	Is monitoring required? 
	No routine blood test monitoring is required, except LFTs should be monitored at the frequency recommended by the specialist only in patients with known or suspected hepatic disorder.



	
	Monitoring
	Frequency
	Results
	Action
	By whom

	
	PSA
	As directed by specialist hospital clinician
Also required if missed dose by > 2weeks
	If raised, dependent on level dictated by secondary care – individual patient dependent
	Refer to specialist responsible for degarelix
	GP

	
	HbA1c 
(for diabetic patients only)
	After 3 months months to ensure diabetes control has not been altered
	
	Make any appropriate adjustment to management of diabetes if necessary
	GP

	13. Pharmaceutical aspects 

	e.g. special storage requirements, washout periods Or where there are “no special considerations”
If a patient misses his degarelix injection contact the specialist for advice. 
Chemical and physical in-use stability has been demonstrated for 2 hours at 25C. from a microbiological point of view, unless the method of reconstitution precludes the risk of microbial contamination, the product should be used immediately.

The vials should not be shaken.

See SPC for information on dose preparation and administration.

Training in injection technique and further education and educational resources is available from Ferring Pharmaceuticals tel: 0844 931 0050

	14. Responsibilities of initiating specialist
(Local Commissioning Arrangements may between CCGs)


	· Initiate treatment and to prescribe and administer the starting dose of 240mg as two subcutaneous injections of 120mg each.

· Undertake baseline monitoring.  

· Dose adjustments.

· Monitor patient’s initial reaction to and progress on the drug. 

· Ensure that the patient has an adequate supply of medication until GP supply can be arranged. 

· Patients will be considered suitable for transfer to GP prescribing ONLY when they meet the criteria listed in section 3 above. 
· The consultant team will write formally to the GP to request shared care using the GMMMG agreed process. Failure to supply all the required information will result in the refusal of the request until all information has been supplied

· Patients will only be transferred to the GP once the GP has agreed. 

· Continue to monitor and supervise the patient according to this protocol, while the patient remains on this drug, and agree to review the patient promptly if contacted by the GP

· Provide GP with diagnosis, relevant clinical information and baseline results, treatment to date and treatment plan, duration of treatment before consultant review.  

· In any patient with known or suspected hepatic disorder advise GP of the frequency of LFT monitoring required, and advise GP on appropriate course of action when they report any raised LFT.
· Advise diabetic patients on potential effect on disease management and any additional monitoring required.

· Provide GP with details of outpatient consultations within 14 days of seeing the patient or inform GP if the patient does not attend appointment.

· Provide GP with advice on when to stop this drug.

· Act upon communication from the GP in a timely manner.

· Provide patient with relevant drug information to enable Informed consent to therapy.

· Provide patient with relevant drug information to enable understanding of potential side effects and appropriate action. Advise on side-effects including that fatigue and dizziness care common adverse reactions that might influence the ability to drive and use machines.
· Provide patient with relevant drug information to enable understanding of the role of monitoring.

· Be available to provide patient specific advice and support to GPs as necessary.

	15. Responsibilities of the GP

(Local Commissioning Arrangements may between CCGs)


	· Continue treatment as directed by the specialist.

· Arrange for administration of degarelix by district nurse or GP practice as appropriate.

· For diabetic patients check HbA1c after 3 months to ensure diabetes control has not been altered and make any appropriate adjustment to management of diabetes if necessary.
· Act upon communication from the specialist in a timely manner.

· Ensure no drug interactions with concomitant medicines.

· To monitor and prescribe in collaboration with the specialist according to this protocol.
· Symptoms or results are appropriately actioned, recorded and communicated to secondary care when necessary.
· GPs should reply to request for shared care to either accept or decline within 14 days. A form is available on the GMMMG website to facilitate this, if you so wish.

· If the GP does not feel it is appropriate to take on the prescribing then the prescribing responsibilities will remain with the specialist. The GP should indicate the reason for declining.
· Enter a READ code (8BM5.00) on to the patient record to highlight the existence of shared care for the patient.

· Undertake more frequent tests if there is evidence of clinical deterioration, abnormal results, or other risk factors. Contact consultant team for advice on monitoring in these circumstances if required.

· Check all monitoring results prior to issuing a repeat prescription to ensure it is safe to do so. 

· Monitor the patient’s general wellbeing.

· Notify the consultant of any circumstances that may preclude the use of degarelix or contraindications to treatment.
· Patients should be maintained on degarelix until advise to stop by specialist or specialist deems it necessary to change to an alternative treatment.

· Seek urgent advice from secondary care if:
· Toxicity is suspected 
· PSA above threshold

· Deterioration in lower urinary tract symptoms

· Bone pain

· Lower limb neurology

· Suspicion of spinal cord compression
· Patient misses administration of a dose
· There is marked deterioration in the patient’s condition

· The GP feels the patient is not benefiting from the treatment

· The shared care agreement will cease to exist, and prescribing responsibility will return to secondary care, where:

· The clinical situation deteriorates such that the shared care criterion of stability is not achieved. 

· The clinical situation requires a major change in therapy.

· The patient is a risk to self or others

· GP feels it to be in the best stated clinical interest of the patient for prescribing responsibility to transfer back to the Consultant. The Consultant will accept such a transfer within a timeframe appropriate to the clinical circumstances.

There must be discussion between the consultant team and GP on this matter and agreement from the consultant team to take back full prescribing responsibility for the treatment of the patient. The consultant team should be given 14 days’ notice in which to take back prescribing responsibilities from primary care.


	16. Responsibilities of the patient
	· To attend GP practice for administration of degarelix (unless dose administered at home by District Nurse)
· To attend hospital and GP clinic appointments
· Failure to attend will result in medication being stopped (on specialist advice).

· To report adverse effects to their Specialist or GP.

	17.Additional Responsibilities

e.g. Failure of patient to attend for monitoring, Intolerance of drugs, Monitoring parameters outside acceptable range, Treatment failure, Communication failure


	List any special considerations


	Action required


	By whom


	Date



	
	[insert]
	[insert]
	[insert]
	[insert]

	18. Supporting documentation
	The SCG must be accompanied by a patient information leaflet. (Available from  http://www.medicines.org.uk/emc OR  http://www.mhra.gov.uk/spc-pil/)



	19. Patient monitoring booklet
(may not be applicable for all drugs)
	Non-applicable

	20. Contact details
	See Appendix 1


Appendix 1 – Local Contact Details

	Commissioner contact information 


	Name:  [insert text here]

	
	Email:  [insert text here]

	
	Contact number:  [insert text here]

	
	Organisation:  [insert text here]


	Lead author contact information 


	Name:  [insert text here]

	
	Email:  [insert text here]

	
	Contact number:  [insert text here]

	
	Organisation:  [insert text here]


	Secondary care contact information 


	If stopping medication or needing advice please contact: 

	
	Dr  [insert text here]

	
	Contact number:  [insert text here]

	
	Fax:[insert text here]

	
	Hospital:  [insert text here]


Shared Care Agreement Form
Specialist request

*IMPORTANT: ACTION NEEDED
Dear Dr
[insert Doctors name here]
Patient name:
[insert Patients name here]
Date of birth:
[insert date of birth]
NHS Number: [insert NHS Number]
Diagnosis:
[insert diagnosis here]
This patient is suitable for treatment with [insert drug name] for the treatment of
[insert indication]
This drug has been accepted for Shared Care according to the enclosed protocol (as agreed by Trust / CCG / GMMMG). I am therefore requesting your agreement to share the care of this patient. 

The patient has been fully counselled on the medication.

Treatment was started on [insert date started]   [insert dose].
If you are in agreement, please undertake monitoring and treatment from [insert date]
NB: date must be at least 1 month from initiation of treatment.

Baseline tests: 
[insert information]
Next review with this department:
[insert date]
You will be sent a written summary within 14 days. The medical staff of the department are available at all times to give you advice. The patient will not be discharged from out-patient follow-up while taking [insert text here]. 

Please use the reply slip overleaf and return it as soon as possible.

Thank you.

Yours 

[insert Specialist name]
Shared Care Agreement Form 

GP Response

Dear Dr [insert Doctors name]
Patient 
[insert Patients name]
NHS Number
[insert NHS Number]


Identifier
[insert patient date of birth/address]
I have received your request for shared care of this patient who has been advised to start [insert text here]
A
I am willing to undertake shared care for this patient as set out in the protocol

B
I wish to discuss this request with you

C
I am unable to undertake shared care of this patient.

	My reasons for not accepting are:

(Please complete this section)

	

	

	

	

	

	

	

	


GP signature





Date 

GP address/practice stamp

	Shared Care Guideline Summary:

DEGARELIX for the treatment of advanced hormone dependent prostate cancer
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	Drug
	Degarelix 80mg subcutaneous injection.

	Indication
	For the treatment of adult male patients with advanced hormone-dependent prostate cancer in patients with spinal metastases as per NICE TA404.

	Overview
	Degarelix is a gonadotrophin-releasing hormone (GnRH) antagonist. Degarelix is indicated for patients with advance hormone dependent prostate cancer in whom rapid lowering of testosterone is required and in whom an initial tumour flare would be of significant clinical importance precludes the patient from receiving an LHRH agonist. It should ONLY be used as per NICE TA404 as an option in patients with spinal metastases.

It is NICE approved as an option for treating advanced hormone-dependent prostate cancer in people with spinal metastases, only if the commissioner can achieve at least the same discounted drug cost as that available to the NHS in June 2016. There is a rebate scheme available to CCGs to support this. 

	Specialist’s Responsibilities
(Local Commissioning Arrangements may between CCGs)


	Initial investigations: Serum PSA, U&Es, bone profile, liver function tests,  Full blood count
Initial regimen: Initially degarelix 240mg by subcutaneous injection as two injections of 120mg (administered by specialist clinic) followed one month later by 80mg every month.

Clinical monitoring: The specialist team will advise GP on monitoring of the patient.
Safety monitoring: Monitoring for response and adverse drug reactions (ADRs) during initiation period. Evaluating ADRs raised by the GP and evaluating any concerns arising from reviews undertaken by GP.

Prescribing details: Specialist initiated. Transferred to GP once stabilised. The consultant and hospital are responsible for at least the first month of treatment and monitoring. To stop the drug or provide GP with advice on when to stop this drug.

Documentation: The consultant team will write formally to the GP to request shared care using the GMMMG agreed process. Patients will only be transferred to the GP once the GP has agreed. Provide GP with diagnosis, relevant clinical information, treatment plan, duration of treatment with 14 days of seeing the patient or inform GP if the patient does not attend appointment.

	GP’s Responsibilities
(Local Commissioning Arrangements may between CCGs)


	Maintenance prescription: Prescribe degarelix 80mg via subcutaneous injection every month in accordance with the specialist’s recommendations and to arrange for administration of degarelix by district nurse or GP practice as appropriate.
Clinical monitoring: No routine blood test monitoring is required, except LFTs should be monitored at the frequency recommended by the specialist only in patients with known or suspected hepatic disorder.
Monitoring

Frequency
Results
Action
PSA

As directed by specialist hospital clinician

Also required if missed dose by > 2weeks

If raised, dependent on level dictated by secondary care – individual patient dependent

Refer to specialist responsible for degarelix
HbA1c 
(for diabetic patients only)
After 3 months months to ensure diabetes control has not been altered
Make any appropriate adjustment to management of diabetes if necessary
Safety monitoring: Monitor patient for side-effects.
Duration of treatment: Stop treatment on advice of specialist.
Documentation: GPs should reply to request for shared care to either accept or decline within 14 days. A form is available on the GMMMG website to facilitate this, if you so wish.

	Adverse Events
	The patient should be advised to report any of the following symptoms to their GP without delay and be referred back to secondary care:           

· Deterioration in lower urinary symptoms

· Bone pain

Patients who have the following symptoms should be re-referred on the same day:

· Lower limb neurology

· Suspicion of spinal cord compression

Counselling on the following common adverse effects will be undertaken by the initiating clinician in secondary care:

· Very common (≥1/10): Hot flush, injection site adverse events 

· Common (≥1/100 to <1/10): anaemia, weight increase, insomnia, dizziness, headache, diarrhoea, nausea, liver transaminases increased, hyperhidrosis (inc. night sweats), rash, musculoskeletal pain & discomfort, gynaecomastia, testicular atrophy, erectile dysfunction, chills, pyrexia, fatigue, influenza-like illness

	Contra-indications

Cautions

Drug Interactions
	Please refer to the BNF and/or SPC for information.
Degarelix is contraindicated in females and children.

Degarelix must not be given to any patient who has shown a hypersensitivity reaction to its use.
As androgen deprivation may prolong the QTc interval, use with agents known to prolong QTc interval should be carefully evaluated by the specialist prior to commencing treatment.

	Other Information
	· Degarelix must be prescribed by the brand name Firmagon® to achieve the savings under the NICE approved rebate scheme.

· Initial anti-androgen cover is not necessary with degarelix. Degarelix suppresses testosterone to below medical castration levels.
· If a patient misses his degarelix injection then the specialist should be contacted for advice.

· Administration is by subcutaneous injection into the abdominal area not subject to pressure (e.g. waistband, close to ribs) varying the site periodically.

· The vials should not be shaken.

· See SPC for information on dose preparation and administration.

· Training in injection technique and further education and educational resources is available from Ferring Pharmaceuticals tel: 0844 931 0050

	Contact Details
	Name: [insert text here]
Address: [insert text here]
Telephone: [insert text here]
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