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because they would have to visit a healthcare provider to obtain the pre-filled pen injection device and 
after six months some may have forgotten how to administer it.  

Hypocalcaemia must be corrected before initiating therapy with denosumab.  The SPC states 
that clinical monitoring of serum calcium levels is only recommended for patients predisposed to 
hypocalcaemia.  Patients with severe renal impairment (creatinine clearance <30 ml/min) or receiving 
dialysis are at greater risk of developing hypocalcaemia.  Results from two phase III placebo-
controlled clinical trials show a hypocalcaemia rate of 0.05% (2 in 4,050 trial patients).  The SPC for 
denosumab contains no other specific monitoring requirements.  

The Hywel Dda UHB Shared Care Protocol for denosumab requires that prior to each denosumab 
injection: renal profile, vitamin D and bone profile (serum calcium, alkaline phosphatase, phosphate, 
albumin) should be measured.  Refer to the SCP for full monitoring requirements and additional 
information. 

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) Agrees a joint clinical management programme – patients should be managed on the basis 
of individual treatment plans that will normally be drawn up by local consultants.  The practice 
will be expected to follow these treatment plans unless there has been discussion and 
agreement with local consultants to modify them. 

d) Supports the education of both newly diagnosed patients and those with established 
disease. 

e) Provides an outline individual management plan – wherever possible the practice should 
ensure that the patient has an individual management plan which has been developed by 
secondary care and giving: 

a. The reason for treatment; 

b. The agreed treatment programme; 

c. 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.  The practice should be able to demonstrate that they have in place a policy to cover staff 
training and maintenance of skills. 

h) Provides safe and suitable facilities for undertaking invasive procedures – the practice 
should be able to demonstrate that they not only have appropriate facilities but also the policies 
and procedures in place for their correct use. 

i) Reports untoward events – the practice must undertake to notify the Health Board clinical 
governance lead of untoward events within 72 hours of their occurrence.  These are in addition 
to any statutory obligations and should include: 

a. Significant adverse events; 

b. Emergency admissions or deaths of any patient treated under this service. 






