


	Denosumab (Osvyrti®) for treatment of osteoporosis in post-menopausal women within Rheumatology Service

	
Approved by: South West London Integrated Medicines Committee (IMOC)
Approval date:  August 2026         version: 2.2
Review Date: 2 years unless indicated otherwise


	The content of this shared care protocol was correct as of November 2025. As well as these protocols, please ensure that summaries of product characteristics (SPCs), British national formulary (BNF) or the Medicines and Healthcare products Regulatory Agency (MHRA) or NICE websites are reviewed for up-to-date information on any medicine.

	[bookmark: Responsibilities]Specialist responsibilities
· Assess the patient and provide diagnosis; ensure that this diagnosis is within scope of this shared care protocol (section 2) and communicated to primary care.
· Discuss the benefits and risks of the treatment with the patient and/or their carer and provide the appropriate counselling (see section 11) to enable the patient to reach an informed decision. Explain to the patient that the treatment is 6 monthly injections and likely to be lifelong 
· Obtain and document patient consent. Provide appropriate patient information leaflets (Specifically PIL explaining risk of osteonecrosis of the jaw (ONJ) and patient reminder card) ensure a long-term personalised osteoporosis management plan is in place and has been documented in clinic letter.
· Make the patient aware that denosumab treatment must not be delayed or stopped without a plan for subsequent anti-resorptive therapy, where renal function permits 
· Assess for contraindications and cautions (see section 4) and interactions (see section 7).
· Conduct required baseline investigations and initial monitoring (see section 8).
· Ensure that other osteoporosis treatments (e.g. alendronate, risedronate) are stopped and removed from the patient’s repeat prescription. 
· Initiate and optimise treatment as outlined in section 5. Prescribe the maintenance treatment for at least 6 months and until optimised.
· Once treatment is optimised, complete the shared care documentation and send to patient’s GP practice detailing the diagnosis, current and ongoing dose, any relevant test results and when the next monitoring is required. Include contact information (section 13). 
· Prescribe sufficient medication to enable transfer to primary care, including where there are unforeseen delays to transfer of care.
· Patients should be able to self-administer Denosumab (Osvyrti®) wherever possible. Training should be provided if necessary to enable this.
· Recall patients and conduct the scheduled reviews after 3 years of treatment and monitoring in section 8 and communicate the results to primary care. After a review, advise primary care whether treatment should be continued, confirm the ongoing dose, and whether the ongoing monitoring outlined in section 9 remains appropriate.
· Provide advice to primary care on the management of adverse effects if required.
Note: Under Shared Care arrangements, the patient remains on the specialist’s case load and care is shared with General practice

Primary care responsibilities
· Respond to the request from the specialist for shared care in writing within 14 days.
· If accepted, prescribe ongoing treatment as detailed in the specialist’s request and as per section 5, taking into any account potential drug interactions in section 7.
· Ensure that arrangements for safe administration of Denosumab (Osvyrti®) are in place. Some patients may be able to self-administer.
· For patients who are able to self-administer, check that they patient has successfully administered the injection after each dose.
· Conduct the required monitoring as outlined in section 9. Communicate any abnormal results to the specialist.
· Manage adverse effects as detailed in section 10 and discuss with specialist team when required.
· Stop Denosumab (Osvyrti®) and make an urgent referral to the specialist if the patient has symptoms of ONJ (dental mobility, pain, swelling, not healing sores or discharge); hypocalcaemia (muscle spasms, twitches, cramps, numbness or tingling in the fingers, toes or around the mouth); ear pain, discharge from the ear, ear infection; New hip, thigh or groin pain 
· Contact a specialist if  patient is not tolerating treatment or wishes to stop denosumab, to discuss alternative options 
· Code the patient using the following SNOMED codes to facilitate call/re-call of patients for dose every 6 months
· Concept ID: 700139004
· Description ID: 2989318015
· Discuss the importance of concordance with supplementation at each visit  
· The Royal Osteoporosis Society Denosumab Factsheet may be useful to support your conversations 
· Ensure that other osteoporosis treatments (e.g. alendronate, risedronate) have been stopped and removed from the patient’s repeat prescription. 
· Document 
· the date that the next dose is due in the patient’s medical notes, using diary reminders if necessary
· the date that treatment should be reviewed (usually 3 years after initiation, maximum 5 years)
· the name and the batch number of the administered product to improve the traceability of biological medicinal products,
· Update patient reminder card (provided by the specialist at initiation) with injection dates
· After 3 years of treatment, complete DEXA scan and request specialist undertakes review and provides advice on continuation 
· Stop treatment as advised by the specialist

Patient and/or carer responsibilities
· Attend the GP surgery every 6 months for the denosumab(Osvyrti®) injection, if they are not able to self-administer the injection. If they miss a dose of denosumab, the missed injection should be administered as soon as possible. After this, their next injection should be scheduled 6 months from the date of their last injection. Note that delaying a dose for more than 4 weeks increases the  risk of vertebral fracture
· Patients who self-administer the injection must inform the GP surgery if they are unable to do so for any reason.
· Attend regularly for monitoring and review appointments with primary care and specialist, and keep contact details up to date with both prescribers. Be aware that medicines may be stopped if they do not attend.
· Report adverse effects to their primary care prescriber. Seek immediate medical attention if they develop any symptoms as detailed in section 11.
· Report the use of any over the counter medications to their primary care prescriber and be aware they should discuss the use of  Denosumab (Osvyrti®) with their pharmacist before purchasing any OTC medicines.
· Seek prompt medical attention from GP or A&E if they develop signs or symptoms of cellulitis. 
· Let their dentist know that they are receiving treatment with Denosumab. Avoid invasive dental procedures if possible (extractions, implants) and maintain good oral hygiene whilst on denosumab treatment. If treatments are considered necessary, then patients are advised to seek advice from the prescribing consultant. 
· Report 
· any oral symptoms such as dental mobility, pain, swelling, non-healing sores or discharge to a doctor and dentist 
·  symptoms of hypocalcaemia to the GP (e.g., muscle spasms, twitches, cramps, numbness or tingling in the fingers, toes or around the mouth). 
· any ear pain, discharge from the ear, or an ear infection during treatment to the GP. Referral to ENT for assessment may be necessary.
· New hip, thigh or groin pain
· Continue the vitamin D/calcium and vitamin D supplement throughout treatment emphasising the importance of good concordance.  Report any issues they have with side effects to the GP promptly so these may be addressed 
· Contact their specialist if they wish to stop denosumab to discuss alternative options 


	[bookmark: One_background]1. Background 									         Back to top

	Treatment must be with the Osvyrti® biosimilar product and in line Osteoporosis and fragility fracture – SW London Integrated Medicines Optimisation Committee and NICE TA204. It does not apply to treatment of osteoporosis in men.
Denosumab treatment for renal patients with a CKD of 4 & 5 OR patients with a T- score of less than or equal to -4.5 should remain under specialist care and a GP will not be asked to take on prescribing responsibility 
The optimal duration of denosumab treatment for osteoporosis has not been established; re-evaluate the need for continued treatment periodically based on the expected benefits and potential risks of denosumab on an individual patient basis, particularly after 5 or more years of use.
Patients should not stop denosumab without specialist review as an alternative therapy needs to be initiated since patients who discontinue denosumab have an increased risk of sustaining multiple vertebral fractures

	[bookmark: Two_indications]2. Indications 											         Back to top

	2.1 Primary Prevention 
In line with NICE TA204 (updated 2014) Denosumab is recommended as a treatment option for the primary prevention of osteoporotic fragility fractures in postmenopausal women at increased risk of fractures.
•	who are unable to comply with the special instructions for administering alendronate and either risedronate or etidronate, or have an intolerance of, or a contraindication to, those treatments and 
•	who have a combination of T-score, age and number of independent clinical risk factors for fracture as indicated in the table within the NICE TA.  (For the purposes of the NICE denosumab guidance, independent clinical risk factors for fracture are parental history of hip fracture, alcohol intake of 4 or more units per day, and rheumatoid arthritis). It should be noted that this differs from NICE CG 146 Osteoporosis: assessing the risk of fragility fracture which gives alcohol intake more than 14 units/week as a risk factor.

T-scores (SD) at (or below) which denosumab is recommended when alendronate and either risedronate or etidronate are unsuitable:
[image: ]

2.2 Secondary Prevention 
[bookmark: _Hlk205561069]Denosumab is recommended as a treatment option for the secondary prevention of osteoporotic fragility fractures only in postmenopausal women at increased risk of fractures who are unable to comply with the special instructions for administering alendronate and either risedronate or etidronate, or have an intolerance of, or a contraindication to, those treatments. 

	[bookmark: Three_local_indications]3. Locally agreed off-label use							         Back to top

	Not applicable

	[bookmark: Four_cx_and_cautions]4. Contraindications and cautions 								         Back to top
This information does not replace the Summary of Product Characteristics (SPC), and should be read in conjunction with it. Please see BNF & SPC for comprehensive information.

	Contraindications:
· Hypocalcaemia 
· Hypersensitivity to the active substance or to any of the excipients 
· Use is not recommended in pregnancy or in those age under 18 years 
Cautions:
· Correct hypocalcaemia and vitamin D deficiency before starting therapy. Monitor plasma-calcium concentration during therapy (see monitoring). 
· Patients receiving denosumab may develop skin infections (predominantly cellulitis). Patients must seek prompt medical attention from GP or A&E if they develop signs of cellulitis. 
· Osteonecrosis of the jaw (ONJ) has been reported (rare). 
· A dental examination with appropriate preventive dentistry should be considered prior to starting denosumab in all patients with concomitant risk factors. Risk factors include smoking, old age, poor oral hygiene, invasive dental procedures (including tooth extractions, dental implants, oral surgery), co-morbid disorders (pre-existing dental disease, anaemia, coagulopathy, infection} advanced cancer, previous treatment with bisphosphonates, and concomitant treatments (chemotherapy, corticosteroids, anti-angiogenic biologics, corticosteroids and radiotherapy to head and neck). 
· While on denosumab treatment, patients should receive routine dental check-ups and maintain good oral hygiene. 
· Patients should immediately report any oral symptoms such as dental mobility, pain, swelling, non-healing sores or discharge to a doctor and dentist. 
· All patients should be given a patient reminder card and informed of the risk of ONJ. This will be given by the specialist at initiation and updated by GP with injection dates thereafter

· Osteonecrosis of the external auditory canal has been reported with denosumab. Possible risk factors for osteonecrosis of the external auditory canal include steroid use and chemotherapy and/or local risk factors such as infection or trauma. The possibility of osteonecrosis of the external auditory canal should be considered in patients receiving denosumab who present with ear symptoms including chronic ear infections. 
· Atypical femoral fractures have been reported rarely in patients receiving denosumab. Atypical femoral fractures may occur with little or no trauma in the subtrochanteric and diaphyseal regions of the femur. Specific radiographic findings characterise these events. Atypical femoral fractures have also been reported in patients with certain co-morbid conditions (e.g., vitamin D deficiency, rheumatoid arthritis, hypophosphatasia) and with use of certain pharmaceutical agents (e.g. bisphosphonates, glucocorticoids, proton pump inhibitors). Similar fractures reported in association with bisphosphonates are often bilateral; therefore, the contralateral femur should be examined in denosumab-treated patients who have sustained a femoral shaft fracture. Discontinuation of denosumab therapy in patients suspected to have an atypical femur fracture should be considered pending evaluation of the patient based on an individual benefit-risk assessment. During denosumab treatment, patients should be advised to report new or unusual thigh, hip, or groin pain. Patients presenting with such symptoms should be evaluated for an incomplete femoral fracture. 
· Long-term antiresorptive treatment may contribute to an increased risk for adverse outcomes such as osteonecrosis of the jaw and atypical femur fractures due to significant suppression of bone remodelling 
· An increased risk of multiple vertebral fractures has been reported in patients within 18 months of stopping or delaying ongoing denosumab 60mg treatment for osteoporosis. Patients with a previous vertebral fracture may be at highest risk. Evaluate a patient’s individual factors for benefits and risks before initiating treatment with denosumab, particularly in patients at increased risk of vertebral fractures for example those with previous vertebral fracture. Patients should not stop denosumab without specialist review. The optimal duration of denosumab treatment for osteoporosis has not been established; reevaluate the need for continued treatment periodically based on the expected benefits and potential risks of denosumab on an individual patient basis, particularly after 5 or more years of use 
· The needle cover of the prefilled syringe contains dry natural rubber (a derivative of latex), which may cause allergic reactions. 
· Patients with rare hereditary problems of fructose intolerance should not use denosumab. 

	[bookmark: Five_dosing]5. Initiation and ongoing dose regime						         Back to top
· Transfer of monitoring and prescribing to primary care is normally after the patient’s dose has been optimised and with satisfactory investigation results for at least 6monhts
· The duration of treatment & frequency of review will be determined by the specialist, based on clinical response and tolerability.
· All dose or formulation adjustments will be the responsibility of the initiating specialist unless directions have been discussed and agreed with the primary care clinician
· Termination of treatment will be the responsibility of the specialist.

	Initial stabilisation:
The recommended dose of denosumab is 60mg administered as a single subcutaneous injection once every 6 months into the thigh, abdomen or back of the arm
Maintenance dose (following initial stabilisation):
The recommended dose of denosumab is 60mg administered as a single subcutaneous injection once every 6 months into the thigh, abdomen or back of the arm

Patients must have adequate intake of calcium and vitamin D. Most adults need 700mg of calcium a day, but if taking an osteoporosis medication, they may benefit from increasing daily calcium intake to around 1,000mg.   This may be obtained from food  without taking a supplement and intake may be checked using an online calcium calculator or BDA Calcium: Food Fact Sheet. They should be taking minimum 800 units of Vitamin D daily.

Conditions requiring dose adjustment:
Not applicable


	[bookmark: Six_pharmaceutical]6. Pharmaceutical aspects 									         Back to top

	Route of administration:
	Subcutaneous injection

	Formulation:
	Injection

	Administration details:
	Administered into the thigh, abdomen or back of the arm

	Other important information:
	If the practice is administering the injection:
Osvyrti® should be ordered via usual wholesaler (Manufacturer Discount Scheme is available via Phoenix and Alliance)
PIP code: 436-2612
EAN code:5056842802598
The product should be stored in line with the manufacturer’s recommendations.
Alternatively, an FP10 may be  written. 

	[bookmark: Seven_interactions]7. Significant medicine interactions								         Back to top
The following list is not exhaustive. Please see BNF or SPC for comprehensive information and recommended management.

	· No interaction studies have been performed


	[bookmark: Eight_specialist_monitoring]8. Baseline investigations, initial monitoring  and ongoing monitoring to be undertaken by specialist
Monitoring at baseline and during initiation is the responsibility of the specialist; only once the patient is optimised on the chosen medication with no anticipated further changes expected in immediate future will prescribing and monitoring be transferred to primary care.         Back to top

	Baseline investigations (Before 1st dose): 
· Calcium levels before the 1st dose and, in patients with risk factors for hypocalcaemia (e.g. severe renal impairment, creatinine clearance <30ml/min) within two weeks after the initial dose 
· Vitamin D: Correct deficiency or insufficiency before starting denosumab treatment, in line with SWL guidelines. Targeted Vitamin D level is 50 nmol/litre  
· Treat using a rapid correction regimen in the SWL guideline (Vitamin D: Management of Vitamin D deficiency in adults and children)). Prescribe as a single acute prescription.
· Maintenance treatment should begin one month after completion of loading regime - 1000 IU (25 micrograms) tablet daily and this should be continued whilst patient is on treatment for osteoporosis. Alternatively, where calcium intake is inadequate, continue to prescribe a calcium and vitamin D supplement in line with local guidance  
· Check adjusted serum calcium level within 1 month after last loading dose, or after starting on lower dose maintenance therapy to detect calcium deficiency or unmasked primary hyperparathyroidism 
Consider checking serum 25(OH)D level 3–6 months after starting vitamin D treatment in people prescribed denosumab who have extremely low levels of vitamin D at baseline or where poor concordance is suspected. Please note that vitamin D levels may not be requested until at least 3 months after the previous test 
NB When requesting vitamin D tests, add, as the first clinical detail “test prior to initiation of denosumab or patient on denosumab treatment” as appropriate
Initial monitoring: As above

Ongoing monitoring:
· Check renal function, Vitamin D and serum calcium 2 months before each Denosumab injection and supplement as necessary
· Discuss the importance of concordance with Calcium & Vitamin D supplementation at each visit 
· When requesting vitamin D tests, add, as the first clinical detail “test prior to initiation of denosumab or patient on denosumab treatment” as appropriate

	[bookmark: Nine_primary_care_monitoring]9. Ongoing monitoring requirements to be undertaken by primary care          Back to top
See section 10 for further guidance on management of adverse effects/responding to monitoring results.

	Monitoring
	Frequency

	Renal function 
	Every 6 months (2 months before dose is due)

	Vitamin D
	Every 6 months (2 months before dose is due)
NB when requesting test, add, as the first clinical detail ,“Patient on denosumab treatment”

	Calcium
	Every 6 months (2 months before dose is due)

	[bookmark: Ten_ADRs_and_Management]10. Adverse effects and other management							         Back to top
Any serious adverse reactions should be reported to the MHRA via the Yellow Card scheme. Visit www.mhra.gov.uk/yellowcard
For information on incidence of ADRs see relevant summaries of product characteristics

	Result
	Action for primary care

	As well as responding to absolute values in laboratory tests, a rapid change or a consistent trend in any value should prompt caution and extra vigilance

		Test
	Result
	Date of Test
	Repeat test in:
	

	T-score
	
	     
	     
	

	EGFR
	
	     
	     
	If EGFR stable continue treatment. If dropping seek specialist advice.
if below 30ml/min refer back to specialist

	Serum calcium (corrected)
	
	     
	     
	If low do not give denosumab. Seek specialist advice

	Serum vitamin D
	
	     
	     
	If below normal, do not give denosumab. Correct and retest




	[bookmark: Eleven_advice_to_patients]11. Advice to patients and carers								         Back to top
The specialist will counsel the patient with regard to the benefits and risks of treatment and will provide the patient with any relevant information and advice, including patient information leaflets on individual medicines.

	The patient should be advised to report any of the following signs or symptoms to their primary care prescriber without delay:          
· Dental mobility, pain, swelling, non-healing sores or discharge to a doctor and dentist
· Ear symptoms including  ear pain, discharge from the ear, chronic ear infections
· new or unusual thigh, hip, or groin pain
· Cellulitis
· Muscle spasms, twitches, cramps, numbness or tingling in the fingers, toes or around the mouth

The patient should be advised:
· To contact their GP



	[bookmark: Twelve_pregnancy_paternity]12. Pregnancy, paternal exposure and breast feeding					         Back to top
It is the responsibility of the specialist to provide advice on the need for contraception to male and female patients on initiation and at each review, but the ongoing responsibility for providing this advice rests with both the primary care prescriber and the specialist.

	Not applicable : Use is limited to post menopausal women


	[bookmark: Thirteen_specialist_contact]13. Specialist contact information						         Back to top

	Name: [insert name]
Role and specialty: [insert role and specialty]
Daytime telephone number: [insert daytime telephone number]
Email address: [insert email address]
Alternative contact: [insert contact information, e.g. for clinic or specialist nurse]
Out of hours contact details: [insert contact information, e.g. for duty doctor]

	[bookmark: Fourteen_additional_info]14. Additional information									         Back to top

	Where patient care is transferred from one specialist service or GP practice to another, a new shared care agreement must be completed. Ensure that the specialist is informed in writing of any changes to the patient’s GP or their contact details.

	[bookmark: Fifteen_references]15. References									         Back to top

	· NOGG Clinical guideline for the prevention and treatment of osteoporosis 2021 
· Royal Osteoporosis Society Vitamin D and Bone Health: A Practical Clinical Guideline for Patient Management 2020 
· Royal Osteoporosis Society Denosumab Fact Sheet Drug treatments for osteoporosis: Denosumab (Prolia) | Royal Osteoporosis Society (windows.net) 
· 

	[bookmark: Sixteen_relevant_guidance]16. Other relevant national guidance

	· Shared Care for Medicines Guidance – A Standard Approach (RMOC). Available from https://www.sps.nhs.uk/articles/rmoc-shared-care-guidance/ 
· NHSE policy – Responsibility for prescribing between primary & secondary/tertiary care. Available from https://www.england.nhs.uk/publication/responsibility-for-prescribing-between-primary-and-secondary-tertiary-care/ 
· General Medical Council. Good practice in prescribing and managing medicines and devices. Shared care. Available from https://www.gmc-uk.org/ethical-guidance/ethical-guidance-for-doctors/good-practice-in-prescribing-and-managing-medicines-and-devices/shared-care 
· NICE NG197: Shared decision making. Last updated June 2021. https://www.nice.org.uk/guidance/ng197/.
· May 2022 Denosumab 60mg (Prolia): should not be used in patients under 18 years due to the risk of serious hypercalcaemia 
· August 2020 Denosumab 60mg (Prolia): increased risk of multiple vertebral fractures after stopping or delaying ongoing treatment 
· June 2017 Denosumab:reports of osteonecrosis of the external auditory canal 
· December 2014 Rare cases of atypical femoral fracture with long-term use 
· September 2014 Denosumab: updated recommendations 
· 

	[bookmark: Seventeen_referral]17. Local arrangements for referral 								         Back to top
Define the referral procedure from hospital to primary care prescriber & route of return should the patient’s condition change.

	To be agreed and completed locally
 






[bookmark: _Toc64632334]Appendix 1: Shared Care Request letter (Specialist to Primary Care Prescriber)
Dear [insert Primary Care Prescriber's name] 
Patient name: [insert patient's name] 
Date of birth:	[insert date of birth] 
NHS Number: [insert NHS Number] 
Diagnosis: Osteoporosis (post-menopausal) 
As per the agreed South West London shared care protocol for Denosumab (Osvyrti®) for the treatment of  osteoporosis in post-menopausal women, this patient is now suitable for prescribing to move to primary care.
The patient fulfils criteria for shared care and I am therefore requesting your agreement to participate in shared care. Where baseline investigations are set out in the shared care protocol, I have carried these out.
I can confirm that the following has happened with regard to this treatment:
	
	Specialist to complete

	The condition being treated has a predictable course of progression and the patient can be suitably maintained by primary care
	Yes  /  No

	The patient has been made aware of the benefits and risks of side effects, particularly cellulitis, oral symptoms, hypocalcaemia, ear pain. The patient has been informed when and how to seek medical help
	Yes  /  No

	I confirm that I have provided additional information in form of Denosumab and Osteonecrosis of the Jaw (ONJ) information, and patient injection due date alert card.
	Yes  /  No

	Denosumab has been  prescribed in accordance with  NICE TA204 and local South West London ICS guidelines. 
	Yes  /  No

	The patient has been initiated on this therapy and has been on an optimised dose for the following period of time:
	{Enter duration of previous treatment}

	The patient has had the dose assessed with respect to efficacy and tolerability

	Yes  /  No

	The patient is able to self-administer Denosumab (Osvyrti®)
	Yes  /  No

	Baseline investigation and monitoring as set out in the shared care documents have been completed and were satisfactory
	Yes  /  No

	Patients should receive minimum 800 units of Vitamin D daily along with calcium supplement  throughout treatment to avoid hypocalcaemia. If the prescribed product is not tolerated, prescribe a formulary alternative which provides minimum 800 units of Vitamin D daily with calcium supplement (minimum 1g) to avoid hypocalcaemia.

The patient is taking calcium/vitamin D supplement.
	



Yes  /  No

	The patient has undergone dental check
	Yes  /  No

	The patient has no new onset pain in Groin or Thighs which is worse on weight bearing
	Yes  /  No

	The roles of the specialist/specialist team/ Primary Care Prescriber / Patient and pharmacist have been explained and agreed
	Yes  /  No

	The patient has agreed to this shared care arrangement, understands the need for ongoing monitoring, and has agreed to attend all necessary appointments
	Yes  /  No

	I have enclosed a copy of the shared care protocol  which covers this treatment/the SCP can be found here (insert electronic/ web link)
	Yes  /  No

	I have included with the letter copies of the information the patient has received
	Yes  /  No

	I have arranged a follow up with this patient in the following timescale
	{ 3 years from start of treatment} 

	I confirm that the patient has consented to treatment
	Yes  /  No



Treatment was started on [insert date started] and the current dose is 60mg by subcutaneous injection every 6 months. The patient has received  [insert number of doses received] doses. The next injection is due [ insert date next injection is due]

If you are in agreement, please undertake monitoring and treatment from [insert date] 
The next blood monitoring is due on [insert date] and should be continued in line with the shared care guideline.

Please respond to this request for shared care, in writing, within 14 days of the request being made where possible.


[bookmark: _Toc28084478][bookmark: _Toc64632335]Appendix 2: Shared Care Agreement Letter (Primary Care Prescriber to Specialist)

Primary Care Prescriber Response
Dear [insert Doctor's name] 
Patient:  [insert Patient's name] 
NHS Number	:  [insert NHS Number] 
Identifier:  [insert patient's date of birth and/or address]

Thank you for your request for me to accept prescribing responsibility for this patient under a shared care agreement and to provide the following treatment

	Medicine
	Route
	Dose & frequency

	Denosumab (Osvyrti®)
	Sub-cutaneous injection
	60mg every 6 months



I can confirm that I am willing to take on this responsibility from [insert date] and will complete the monitoring as set out in the shared care protocol for this medicine/condition.

Primary Care Prescriber signature: _______________________________	
Date: ____________ 



Primary Care Prescriber address/practice stamp


[bookmark: _Toc28084479][bookmark: _Toc64632336][bookmark: _Hlk171672787]Appendix 3: Shared Care Refusal Letter (Primary Care Prescriber to Specialist)

Re: 
Patient:  [insert Patient's name] 
NHS Number	:  [insert NHS Number] 
Identifier:  [insert patient's date of birth and/or address] 

Thank you for your request for me to accept prescribing responsibility for this patient.
In the interest of patient safety NHS South West London, in conjunction with local acute trusts have classified Denosumab (Osvyrti®) as a Shared Care drug, and requires a number of conditions to be met before transfer can be made to primary care.
I regret to inform you that in this instance I am unable to take on responsibility due to the following:
	   
	
	Tick which apply

	1.
	The prescriber does not feel clinically confident in managing this individual patient’s condition, and there is a sound clinical basis for refusing to accept shared care
As the patient’s primary care prescriber I do not feel clinically confident to manage this patient’s condition because [insert reason]. I have consulted with other primary care prescribers in my practice who support my decision. This is not an issue which would be resolved through adequate and appropriate training of prescribers within my practice.
I have discussed my decision with the patient and request that prescribing for this individual remain with you as the specialist, due to the sound clinical basis given above.

	

	2.
	The medicine or condition does not fall within the criteria defining suitability for inclusion in a shared care arrangement
As the medicine requested to be prescribed is not included on the national list of shared care drugs as identified by RMOC or is not a locally agreed shared care medicine I am unable to accept clinical responsibility for prescribing this medication at this time. 
Until this medicine is identified either nationally or locally as requiring shared care the responsibility for providing this patient with their medication remains with you 

	

	3.
	A minimum duration of supply by the initiating clinician
As the patient has not had the minimum supply of medication to be provided by the initiating specialist I am unable to take clinical responsibility for prescribing this medication at this time. Therefore can you please contact the patient as soon as possible in order to provide them with the medication that you have recommended.
Until the patient has had the appropriate length of supply the responsibility for providing the patient with their medication remains with you.
	

	4.
	Initiation and optimisation by the initiating specialist
As the patient has not been optimised on this medication I am unable to take clinical responsibility for prescribing this medication at this time. Therefore can you please contact the patient as soon as possible in order to provide them with the medication that you have recommended.
Until the patient is optimised on this medication the responsibility for providing the patient with their medication remains with you.
	

	5.
	Shared Care Protocol not received
As legal responsibility for clinical care lies with the clinician who signs the prescription, I need to ensure that I am in possession of sufficient clinical information for me to be confident to prescribe this treatment for my patient and it is clear where each of our responsibilities lie to ensure the patient is safely managed.
For this reason I am unable to take clinical responsibility for prescribing this medication at this time, therefore would you please contact the patient as soon as possible in order to provide them with the medication that you have recommended.  
Until I receive the appropriate SCP, responsibility for providing the patient with their medication remains with you.
	

	6.
	Other (Primary Care Prescriber to complete if there are other reasons why shared care cannot be accepted)


	



I would be willing to consider prescribing for this patient once the above criteria have been met for this treatment.  

NHS England ‘Responsibility for prescribing between Primary & Secondary/Tertiary care’ guidance (2018) states that “when decisions are made to transfer clinical and prescribing responsibility for a patient between care settings, it is of the utmost importance that the GP feels clinically competent to prescribe the necessary medicines. It is therefore essential that a transfer involving medicines with which GPs would not normally be familiar should not take place without full local agreement, and the dissemination of sufficient, up-to-date information to individual GPs.” In this case we would also see the term GP being interchangeable with the term Primary Care Prescriber.

Please do not hesitate to contact me if you wish to discuss any aspect of my letter in more detail and I hope to receive more information regarding this shared care agreement as soon as possible

Yours sincerely


Primary Care Prescriber signature: _______________________________

Date: ____________ 



Primary Care Prescriber address/practice stamp
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[a] Treatment with denosumab is not recommended.





