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POWYS TEACHING HEALTH BOARD 
 

POWYS ENHANCED SERVICE 
Administration of Denosumab (Prolia®) for the Prevention 

of Osteoporotic Fractures  
Service Specification 

 
1.   Introduction 
 
All practices are expected to provide the essential and additional services they are 
contracted to provide to all their patients. This specification outlines a more specialised 
service to be provided. 

 
The specification of this service is designed to cover enhanced aspects of clinical care of 
the patient, that go beyond the scope of essential services. No part of this specification by 
commission, commission or implication defines or redefines essential or additional 
services.   

 
2.   Background 
 
This enhanced service is for the treatment of patients at risk of osteoporotic fracture with 
Denosumab. Osteoporosis is a condition characterised by reduced bone mass density and 
deterioration of bone tissue which results in increased bone fragility and susceptibility to 
fracture in simple falls.  Denosumab should only be prescribed in accordance with NICE 
guidelines as outlined below: 
 
Secondary prevention: Denosumab is recommended as a treatment option for the 
secondary prevention of osteoporotic fragility fractures in postmenopausal women at 
increased risk of fractures who are unable to comply with the specific instructions for 
administering oral bisphosphonates, or have an intolerance of, or a contraindication to, 
those treatments. 
 
Primary prevention: 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 specific instructions for administering oral 
bisphosphonates, or have an intolerance of, or a contraindication to, those treatments and 
who have a combination of T-score, age and a number of independent clinical risk factors 
for fracture (parental history of hip fracture, alcohol intake of 4 or more units per day and 
rheumatoid arthritis) as indicated in Table 1 
 
Male patients: in addition, and outside of NICE guidance, it has been agreed through the 
Powys Individual Patient Funding Request (IPFR) process, that denosumab is approved 
for use for treatment of osteoporosis in men at increased risk of fractures. Use is approved 
in accordance with the product licence and in men who are unable to comply with the 
specific instructions for administering oral bisphosphonates, or have an intolerance of, or a 
contraindication to, those treatments. 
 
Use is also approved for the treatment of bone loss associated with hormone ablation in 
men with prostate cancer at increased risk of fractures where oral therapies are 
contraindicated or not tolerated. 
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Denosumab injection comes as a solution (liquid) to be injected subcutaneously (under the 
skin) in the upper arm, upper thigh, or stomach area. When Denosumab injection is used 
to treat osteoporosis, it is usually given as a 60mg dose once every 6 months. 

 
 
3. Service Outline 
 
The Powys Enhanced Service will support medical practices to administer 
Denosumab in the primary care setting. 
 
In October 2013, the All Wales Medicines Strategy Group completed a review of the 
prescribing of Denosumab (Prolia®) in Wales. The recommendations following the review 
concluded: 

• When Denosumab (Prolia
®
) is used for the prevention of osteoporotic fractures in 

postmenopausal women, it should be prescribed in accordance with the guidelines 
(National Institute for Health and Care Excellence [NICE] Technology Appraisal 

204 [TA204])
1
.  

• It is proposed that Denosumab (Prolia
®
) should be initiated with the first dose being  

administered  by a specialist team. Thereafter, prescribing and administration can 
be undertaken in primary care with a shared care agreement. 

• The shared care proposal includes the use of Denosumab (Prolia
®
) for the 

treatment of bone loss associated with hormone ablation in men with prostate 
cancer at increased risk of fractures where oral therapies are contraindicated or not 
tolerated.  
 

• A local enhanced service would support the necessary monitoring requirements to 
improve the uptake of the shared care proposal by primary care prescribers. 

 
In addition from November 2015, precedent set through the Powys IPFR panel, approves 
the use of denosumab for the prevention of osteoporotic fractures in male patients, 
following initiation by a specialist team. 
 
Therefore the administration of Denosumab within primary care is designed to be an 
enhanced service which supports the recommendations from AWMSG: 
 
▪ Patients with an established diagnosis and agreed shared care treatment plan from 

secondary care, can undergo their treatment safely, effectively and conveniently close 
to their home. The initial dose of denusomab will be administered in secondary care. 
Injections from 6 months onwards may be given in primary care. 

 
▪ With greater integration of primary and secondary care services, this specification 

recognizes the increasing contribution that primary care can make in medical 
management and treatment of patients previously managed by secondary care. 

 

4.  Service Delivery  
 
Denosumab should be initiated by a specialist within secondary care and thereafter 
prescribing and administration responsibility is transferred to primary care under a shared 
care protocol agreement. 
 
Hypocalcaemia will be corrected before initiating therapy with Denosumab in the 
secondary care setting. However clinical monitoring for adverse effects including 
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monitoring of serum calcium levels, U&Es, (including eGFR) is to be completed every 6 
months prior to patient injection for all patients receiving Denosumab, in the primary care 
setting. In addition to this, an annual check of 25 hydroxyvitamin D needs to be completed 
also. 
 
If the patients eGFR drops to <30 during treatment then the patient needs to be referred 
back to the Osteoporoisis Specialist. Following the assessment outcome the patient may 
continue to be treated within primary care if the eGFR remains stable. 
 
If hypocalcaemia presents, Denosumab needs to be withheld and the patient referred to 
secondary care. 
 
Details of the relevant secondary care shared care protocol will support this specification.  
 
It is a requirement of this LES that the contractor: 
 
a) Provides a register – the practice will need to produce and maintain a valid up-to-date 
register of patients being treated as part of this enhanced service. 
 
b) Demonstrates a call and recall system – the practice will need to ensure a systematic 
call and recall of patients on this register is taking place and have in place the means to 
identify and follow up patients in default. 
 
c) Supports the education of both newly diagnosed patients and those with established 
disease. 
 
d) Provides an outline individual management plan. The practice should ensure that the 
patient has an individual management plan issued by the secondary care provider which 
details: 
 
 

▪ The reason for treatment;   
▪ The agreed treatment programme; 
▪ The planned duration. 

 
 f) Maintains adequate records – the practice should keep adequate records of the service 
provided incorporating all known information relating to any significant events e.g. adverse 
reactions, hospital admissions and relevant deaths of which the practice has been notified. 
 
g) Ensures primary care staff training – the practice should ensure that all staff involved in 
providing any aspect of care under this scheme have the necessary training and skills to 
do so.  
 
h) Monitors the patient for adverse effects, including monitoring of serum calcium, U&Es, 
(including eGFR) every 6 months during treatment; completes an annual check of 25 
hydroxyvitamin D, and seeks advice from secondary care where appropriate. 
  

i) Prescribes and administers denusomab injection every 6 months following   
initiation within secondary care. 

ii) Ensures ongoing provision of calcium and vitamin D supplements when required 
and ensures patient adherence. 

iii) Check for possible drug interactions with existing and new medication. 
 
 
j) Reports untoward events – the practice must undertake to notify the Health Board 
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clinical governance lead of untoward events within 72 hours of their occurrence. These are 
in addition to any statutory obligations and should include:   
 

▪ Significant adverse events; 
▪ Emergency admissions or deaths of any patient treated under this service. 

 
Further information regarding the prescribing of Denosumab, including monitoring and 
potential side effects, is available from the British National Formulary (BNF). 
 
 

5. Monitoring 
 
 
This specification is agreed between Powys teaching Health Board and Powys practices. 
 
Where a practice has opted in advance not to participate in this LES, the Health Board is 
responsible for making alternative arrangements to provide a Denosumab service to those 
patients. 
 
This enhanced service will come into effect from 1st April 2015. 
 
Claims may be submitted for activity to the Primary Care Department. 

 
 
5.  Application & Accreditation (Attachment B) 
 
(a) Each medical practice must ensure that any personnel involved in providing any 
aspect of care under this Local Enhanced Service has the necessary training and 
skills to do so.  
 
(b) Any personnel involved in the provision of this Local Enhanced Service will 
satisfy at appraisal that s/he has such continuing clinical experience, training and 
competence as is necessary to enable her/him to be involved in delivering the 
Local  Enhanced Service and shall be deemed professionally qualified to do so. 
 
(c) Clinicians taking part in this enhanced service should be competent in 
resuscitation and, as for other areas of clinical practice, have a responsibility for 
ensuring that their skills are regularly updated.  Doctors carrying out Denosumab 
administration should demonstrate a continuing sustained level of activity, conduct 
regular audits, and take part in necessary supportive educational activities. 
 
 
 
6.   Payments 
 
The medical practice will receive payment based on: 
 
Providing monitoring, prescribing and an injection every 6 months for £135 per 
patient, per annum 
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A six monthly payment will be made on the receipt of the six monthly claim form  
(Attachment C) 
 
The claim form may change at intervals according to the evidence reviewed and it 
is advised that paper copies of audits performed in order to complete the claim 
form are kept on record for future inspection if required.  
 

 7.   Review 
 
The effectiveness of this Powys Enhanced Service will be the subject of on going 
review and assessment.  Should the Health Board or a practice wish to amend or 
withdraw from the Local Enhanced Service, 6 months notice of amendment or 
withdrawal from either party is required. 
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Attachment B 

 
 
 

          

POWYS TEACHING HEALTH BOARD 
 

LOCAL ENHANCED SERVICE 
 

Administration of Denosumab (Prolia®) for the Prevention 
of Osteoporotic Fractures  

 
Approval Form 

 
The following medical practice wishes to participate in the above named Local 
Enhanced Service and agrees to accept the requirements of the service 
specification.  
 

 
Details of Providers  
 
(Please note each GP/Practice Nurse involved in providing the service should 
be listed 
Title:    Name: 
 
Date of full registration  
with a professional body          Registration number: 
 
 
 
 
 
Agreement and Declaration 
 
I agree: 
 
 To carry out the service according to the specification 
 
 To submit reports and records as required. 
 

Name of Medical Practice: 
 

Name of Contact: 
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 To give notification within 72 hours of the information becoming known to me to 
my LHB’s Medical Director of all emergency admissions or deaths of any patient 
covered under this service, where such admission or death is due to the 
performance of the Specification or attributable to the underlying medical 
condition. 

 
I declare: 
 
 That the information on this form is correct 
 
 
Applicant’s signature:              Date:   
 
 
 
 
 
 
 
 
Please return completed form to: The Primary Care Department, Powys Teaching Health Board, Llandrindod Wells Hospital, 
Llandrindod Wells, Powys LD1 5HF 
 
Official use only 
 
 
 
 
 
 
 
 
 
 
Powys Local Health Board 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Application checked by:       Date: 
 
 Application:  Approved   Not approved 
 
 Reason for non approval: 
 
 Date Medical Practice advised of outcome: 
 
 Person advising Medical Practice: 
 

 

 

 Practice stamp: 
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POWYS (t) HEALTH BOARD 
 

Administration of Denosumab (Prolia®) for the Prevention 
of Osteoporotic Fractures  

 
Claim Form 

 
Claim in respect of the period to:  
(i.e.   30th September,   31st March) 
 
 
 
 
 

1. Number of patients on Denosumab register? 
 
 
 

2. a) Number of  patients received pre-injection monitoring, in previous 
quarter: 
 
 
b) Total number of patients received pre-injection monitoring in 
current financial year i.e. 2014/2015: 
 
 
 

3. a) Number of patients received Denosumab injection in previous six 
months : 
 
 
b) Total number of patients received Denosumab injection in current 
financial year i.e. 2014/2015: 

 
 
 
 
 
 
 
Please return completed form to: The Primary Care Department, Powys Teaching Health Board, Llandrindod Wells Hospital, 
Llandrindod Wells, Powys LD1 5HF 
 
 

 
 
 

Medical Practice: 

Attachment C 

Signed:       Date: 

HB use only: 
 
Amount of claim:     Authorised by:  
 
 
 
     Checked by: 

£     Date: 

    Date: 


