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Please complete all sections

	1. Name of Drug, Brand Name, Form and Strength
	Ibandronate 50mg tablets (Ibandronic acid)

	2. Licensed Indications 
	Ibandronate is indicated for the prevention of skeletal related events (SREs) in patients with breast cancer and bone metastases.


	3. Criteria for shared care

	Prescribing responsibility will only be transferred when:
· Treatment is for a specified indication and duration.
· 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
	Metastatic bone disease is a common complication of breast cancer.

Bisphosphonates act to reduce the osteoclast activity within bone and thus help
prevent skeletal events. Intravenous bisphosphonates and denosumab have demonstrated superiority in clinical trials in patients with metastatic bone disease. However, ibandronate is a highly potent bisphosphonate, available as an oral formulation, allowing for self administration at home and may therefore be the preferred treatment option for some patients.

Ibandronate may be considered for shared care arrangements for the treatment of
skeletal events in patients with breast cancer and bone metastases.

NB: Ibandronate is the only oral bisphosphonate that is licensed for the prevention of SREs in advanced breast cancer and may NOT be used interchangeably with other oral bisphosphonates

	6. Contraindications (please note this does not replace the SPC or BNF and should be read in conjunction with it).
	· Hypersensitivity to ibandronic acid or to any of the excipients.
· Hypocalcaemia.
· Abnormalities of the oesophagus which delay oesophageal emptying such as stricture or achalasia.
· Inability to stand or sit upright for at least 60 minutes.
· Ibandronic acid tablets contain lactose and should not be administered to patients with rare hereditary problems of galactose intolerance, Lapp lactase deficiency or glucose-galactose malabsorption.


	7. Prescribing in pregnancy and lactation
	This drug cannot be prescribed in the pregnant/breast feeding patient. 

	8. Dosage regimen  for continuing care

	Route of administration
	Oral

	
	Preparations available: 
Ibandronate 50mg film coated tablets


	
	Please prescribe: 
The recommended dose is one 50mg tablet daily to be taken continuously


	
	Is titration required:
	No 

	
	Adjunctive treatment regime:
Calcium carbonate (1.25g to 1.5g) with 400 units colecalciferol (or equivalent) e.g.: Calceos or Adcal-D³ TWO tablets to be taken daily

	
	Conditions requiring dose reduction:

· No dosage adjustment is necessary for patients with mild renal impairment (≥50 ml/min)
· For patients with moderate renal impairment (≥30 and <50 mL/min) a dosage adjustment to one 50 mg film-coated tablet every second day is recommended.
· For patients with severe renal impairment (<30 mL/min) the recommended dose is one 50 mg film-coated tablet once weekly  

	
	Duration of treatment: 
Until cessation for futility, unacceptable toxicity or alternative antiresorptive therapy.


	
	Treatment to be terminated by: 
Consultant 

	
	NB. All dose adjustments will be the responsibility of the initiating specialist 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
	There are no significant drug interactions. However, products containing calcium and other multivalent cations (such as aluminium, magnesium, iron), including milk and food, are likely to interfere with absorption of ibandronate. Therefore, with such products, including food, intake must be delayed at least 30 minutes following oral administration.



	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.

	
	Adverse event
System –  symptom/sign

	Action to be taken Include whether drug should be stopped prior to contacting secondary care specialist
	By whom

	
	Oral bisphosphonates have been associated with dysphagia, oesophagitis, and oesophageal or gastric ulcers.
	Withhold ibandronate
	GP - refer back to consultant for consideration of parenteral therapy

	
	Hypocalcaemia





	Correct abnormalities as appropriate. 
Ensure that patient is vitamin D replete
	GP

	
	Atypical femoral fractures 
(Patients should be advised to report any new or unusual thigh, hip, or groin pain during treatment with ibandronate).

	Discontinuation of ibandronate in patients suspected to have an atypical femoral fracture should be considered after an assessment of the benefits and risks of continued treatment.

	GP

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

	
	Dysphagia, oesophagitis, epigastric discomfort
Signs and symptoms of hypocalcaemia such as paraesthesias or muscle stiffness, twitching, spasms and muscle cramps.

	
	Other important co-morbidities:
Osteonecrosis of the jaw
Osteonecrosis of the jaw, generally associated with tooth extraction and/or local infection (including osteomyelitis) has been reported in patients with cancer receiving treatment regimens including primarily intravenously administered bisphosphonates. Many of these patients were also receiving chemotherapy and corticosteroids. Osteonecrosis of the jaw has also been reported in patients with osteoporosis receiving oral bisphosphonates.

A dental examination with appropriate preventive dentistry should be considered prior to treatment with bisphosphonates in patients with concomitant risk factors (e.g. cancer, chemotherapy, radiotherapy, corticosteroids, poor oral hygiene).
While on treatment, these patients should avoid invasive dental procedures if possible. For patients who develop osteonecrosis of the jaw while on bisphosphonate therapy, dental surgery may exacerbate the condition. For patients requiring dental procedures, there are no data available to suggest whether discontinuation of bisphosphonate treatment reduces the risk of osteonecrosis of the jaw. Clinical judgement of the treating physician should guide the management plan of each patient based on individual benefit/risk assessment.

Osteonecrosis of the external auditory canal
The possibility of osteonecrosis of the external auditory canal should be considered in patients receiving bisphosphonates who present with ear symptoms, including chronic ear infections, or in patients with suspected cholesteatoma. Possible risk factors include steroid use and chemotherapy, with or without local risk factors such as infection or trauma.
Patients should be advised to report any ear pain, discharge from the ear, or an ear infection during bisphosphonate treatment


	
	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
	Renal function

Serum calcium, phosphate, magnesium

Dental check


	12. Ongoing monitoring requirements to be undertaken 



	Is monitoring required? 
	Yes

	
	Monitoring
	Frequency
	Results
	Action
	By whom

	
	Renal function
	Every 3 months
	≥50ml/min

<50ml/min
	Proceed with treatment
Reduce dose appropriately
	Consultant

	
	Serum calcium, phosphate, magnesium
	Every 3 months
	Within normal range

Outside normal range
	Proceed with treatment


Correct abnormalities as clinically appropriate.
Ensure patient is vitamin D replete.
	Consultant

	13. Pharmaceutical aspects 

	It is recommended that the tablets should be taken after an overnight fast (at least 6 hours) and before the first food or drink of the day. Fasting should continue for at 
least 30 minutes after the dose has been taken.

The patient should swallow the tablet whole with a full glass of water and remain
upright in a sitting or standing position.

The patient should not lie down for 60 minutes after taking the tablet.

Patients should not chew, suck or crush the tablet because of a potential for oropharyngeal ulceration. 

Plain water is the only drink that should be taken with ibandronic acid. Please note that some mineral waters may have a higher concentration of calcium and therefore should not be used.

	14. Responsibilities of initiating specialist
	· Initiate treatment.
· Undertake baseline monitoring.
· Check for ONJ risk factors before starting treatment. A dental examination and appropriate preventative dentistry are now recommended for patients with risk factors.
· All patients should be informed to maintain good oral hygiene, receive routine dental check-ups, and immediately report any oral symptoms such as dental mobility, pain, or swelling to a doctor and dentist.
· Atypical femoral fractures - Patients should be advised to report any new or unusual thigh, hip, or groin pain during treatment with ibandronate.
· Monitor patient’s initial reaction to and progress on the drug. 
· [bookmark: 30j0zll]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.  
· Provide GP with details of outpatient consultations, ideally 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.
· 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
· 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
	· Continue treatment as directed by the specialist.
· 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 on to the patient record to highlight the existence of shared care for the patient.
· Seek urgent advice from secondary care if:
· Severe hypocalcaemia is suspected see above
· The patient becomes pregnant 
· Non compliance is suspected
· The GP feels a dose change is required
· There is marked deterioration renal function
· 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.
· GP feels it to be in the best stated clinical interest of the patient for prescribing responsibility to transfer back to the consultant team. The consultant team 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 take medication as directed by the prescriber, or to contact the GP if not taking medication
· 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.
· Maintain good oral hygiene practices, receive routine dental check-ups, and report any oral symptoms.

	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
[bookmark: 1fob9te]
	Action required


	By whom



	Date



	
	All special considerations have been covered elsewhere within this document

	18. Supporting documentation
	All patients will receive a Patient Information Leaflet with their initial supply of medication
Available from  http://www.medicines.org.uk/emc OR  http://www.mhra.gov.uk/spc-pil/)


	19. Patient monitoring booklet
	None required 

	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: Suzanne Frank

	
	Email: suzanne.frank@christie.nhs.uk

	
	Contact number: 0161 446 3445

	
	Organisation: The Christie NHS Foundation Trust



	Secondary care contact information 

	If stopping medication or needing advice please contact: 

	
	[bookmark: 3znysh7]Dr  [insert text here]

	
	[bookmark: 2et92p0]Contact number:  [insert text here]

	
	[bookmark: tyjcwt]Hospital:  [insert text here]







Shared Care Agreement Form


Specialist request

*IMPORTANT: ACTION NEEDED


[bookmark: Text57][bookmark: _GoBack]Dear Dr	[insert Doctors name here]

[bookmark: Text58]Patient name:	[insert Patients name here]
[bookmark: Text59]Date of birth:	[insert date of birth]
NHS Number: [insert NHS Number]
[bookmark: Text60]Diagnosis:	[insert diagnosis here]

[bookmark: Text61]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.

[bookmark: Text63][bookmark: Text64]Treatment was started on [insert date started]   [insert dose].
 

[bookmark: Text65]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.

[bookmark: Text66]Baseline tests: 	[insert information]

[bookmark: Text67]Next review with this department:	[insert date]

[bookmark: Text72]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


[bookmark: Text69]Dear Dr [insert Doctors name]

[bookmark: Text70]Patient 	[insert Patients name]

NHS Number	[insert NHS Number]

[bookmark: Text71]		Identifier	[insert patient date of birth/address]


[bookmark: Text73]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:
IBANDRONATE  for the treatment of METASTATIC BREAST CANCER IN ADULTS
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	Drug
	Ibandronate 50mg tablets (Ibandronic acid)

	Indication
	Ibandronate is indicated for the prevention of skeletal related events (SREs) in patients with breast cancer and bone metastases.

	Overview
	Metastatic bone disease is a common complication of breast cancer.
Bisphosphonates act to reduce the osteoclast activity within bone and thus help
prevent skeletal events. Intravenous bisphosphonates and denosumab have demonstrated superiority in clinical trials in patients with metastatic bone disease. However, ibandronate is a highly potent bisphosphonate, available as an oral formulation, allowing for self administration at home and may therefore be the preferred treatment option for some patients.
NB: Ibandronate is the only oral bisphosphonate that is licensed for the prevention of SREs in advanced breast cancer and may NOT be used interchangeably with other oral bisphosphonates

	Specialist’s Responsibilities
	Initial investigations: Assess suitability of patient for treatment. Discuss benefits and side-effects of treatment with patient. Check for ONJ risk factors before starting treatment. A dental examination and appropriate preventative dentistry are now recommended by patients with risk factors. Renal function, calcium, phosphate and magnesium should all be done prior to treatment.

Initial regimen: The recommended dose is one 50mg tablet daily 

Clinical monitoring: Remains the responsibility of the specialist throughout treatment.

	Monitoring
	Frequency
	Results
	Action

	Renal function
	Every 3 months
	≥50ml/min

<50ml/min
	Proceed with treatment
Reduce dose appropriately

	Serum calcium, phosphate, magnesium
	Every 3 months
	Within normal range


Outside normal range
	Proceed with treatment

Correct abnormalities as clinically appropriate.
Ensure patient is vitamin D replete.



Safety monitoring: Monitoring for response and adverse drugs reactions (ADRs) during initiation period. Evaluating ADRs raised by the GP and evaluating any concerns arising from reviews undertaken by GP.

Prescribing duration: Hospital initiated. Transferred to the GP once stabilised. 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
	Maintenance prescription: The recommended dose is one 50mg tablet daily.

Clinical monitoring: Remains the responsibility of the specialist throughout treatment.

Safety monitoring: No specific monitoring is required other than observation of any side-effects, and reporting these to specialist as necessary.

Duration of treatment: Indefinite , or until no longer considered appropriate. Stop treatment on advice of specialist.

Re-referral criteria: Seek urgent advice if:
· Severe hypocalcaemia is suspected see above
· The patient becomes pregnant 
· Non compliance is suspected
· The GP feels a dose change is required
· There is marked deterioration renal function
· The GP feels the patient is not benefiting from the treatment

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
	
	Adverse events
	Action

	Oral bisphosphonates have been associated with dysphagia, oesophagitis, and oesophageal or gastric ulcers.
	Withhold ibandronate and refer back to consultant for consideration of parenteral therapy

	Hypocalcaemia

	Correct abnormalities as appropriate. 
Ensure that patient is vitamin D replete

	Atypical femoral fractures 
(Patients should be advised to report any new or unusual thigh, hip, or groin pain during treatment with ibandronate).

	Discontinuation of ibandronate in patients suspected to have an atypical femoral fracture should be considered after an assessment of the benefits and risks of continued treatment.




	Contra-indications
Cautions
Drug Interactions
	Please refer to the BNF and/or SPC for information

	Other Information
	· Patients will also require concomitant Calcium carbonate (1.25g to 1.5g) with 400 units colecalciferol (or equivalent) e.g.: Calceos or Adcal-D³ TWO tablets to be taken daily.
· Check for ONJ risk factors before starting treatment. A dental examination and appropriate preventative dentistry are now recommended for patients with risk factors.
· All patients should be informed to maintain good oral hygiene, receive routine dental check-ups, and immediately report any oral symptoms such as dental mobility, pain, or swelling to a doctor and dentist.
· Atypical femoral fractures - Patients should be advised to report any new or unusual thigh, hip, or groin pain during treatment with ibandronate.
· Patients should be advised to report any ear pain, discharge from the ear, or an ear infection during bisphosphonate treatment

	Contact Details
	Name: [insert information]
Address: [insert information]
Telephone: [insert information]
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