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SAFETY AND QUALITY 
REMINDER OF BEST PRACTICE GUIDANCE 

 

Subject 
 

Reminder of risks associated with long term 

oral bisphosphonate therapy 

HSCB reference number  SQR/SAI/2016/018 (PHC & AS) 

Programme of care Primary Health Care and Acute Services 

 

LEARNING SOURCE 
 

SAI/Early Alert/Adverse incident  Complaint  

Audit or other review  Coroner’s inquest  

Other (Please specify) 

 

SUMMARY OF EVENT 

A report was received from a Trust following an incident where a patient had been 
admitted to hospital with low trauma bilateral hip fractures. The patient had been 
prescribed oral bisphosphonate treatment for approximately 19 years and these 
fractures may have been linked to the length of time on this medication.  

A number of other cases have also recently been identified in Northern Ireland where 
patients continued to receive oral bisphosphonate therapy for up to 20 years. In some 
of these cases serious atypical fractures occurred, including bilateral spontaneous 
femoral fractures. 
 
 
 

 

REQUIREMENTS UNDER CURRENT GUIDANCE  

 
Summary of Current Guidance 
 
Bisphosphonates are used to reduce the incidence of fragility fractures in at-risk men 
and women.  Evidence points to improvement in bone mineral density (BMD) and 
reduced rates of fracture in post-menopausal osteoporosis patients treated with 
bisphosphonate therapy.  Whilst improvements in BMD may be modest, and appear to 
reduce after 3-4 years, residual anti-fracture benefits may persist for several years after 
bisphosphonates are discontinued6.  
 
The most common adverse effects whilst receiving bisphosphonate treatment include 
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various upper gastrointestinal disturbances, but rare and more serious effects such as 
osteonecrosis of the jaw and atypical stress fractures have also been reported 1,2.  
Accumulation of microdamage over time can lead to stress fractures, but normal bone 
turnover and remodeling usually reduces the risk of these fractures occurring.  
 
Suppression of bone turnover with bisphosphonates over a very long time (although 
useful in the early years to prevent fragility fractures) may remove this natural healing 
mechanism.   
  
Due to concerns about these potential side effects of long-term bisphosphonate therapy, 
patients should be assessed for benefit and on-going need after 5 years of oral 
bisphosphonate therapy1,2,3,4,5,6.   For those patients who are then deemed at continued 
high risk of fracture and who continue to receive treatment, local expert opinion is that 
no patient should receive continuous oral bisphosphonate therapy for more than 10 
years without referral to a specialist. 
 
NICE guidance does not give recommendations on intervention thresholds but does 
direct prescribers to follow local protocols or other national guidelines for advice on 
intervention thresholds3. The All Wales Medicines Strategy Group (AWMSG) has 
recently published “Guidance to Support the Safe Use of Long-term Oral 
Bisphosphonate Therapy”5.  This expands on the algorithm in the National Osteoporosis 
Guideline Group (NOGG) guidance, based on expert consensus, for monitoring and 
review of patients on long-term bisphosphonate therapy4.    
 
Local expert opinion is that no patient should be prescribed or have dispensed 
continuous oral bisphosphonate therapy for more than 10 years, at which point the 
therapy should be discontinued and specific specialist advice sought about ongoing 
management.  Prescription of oral bisphosphonates for more than 10 years may be 
actively harmful to the patient, even in those who continue to have osteoporotic values 
on bone density scanning.  
 
Current guidance requires Trust Clinical Staff and GPs to ensure that patients 
who are on bisphosphonate treatment: 
 
• Have an appropriate indication for this treatment. 
• Are provided with information on osteoporosis and treatments (eg Patient 

Information Leaflets from NOGG and NOS7,8). 
• Are assessed for the need to continue bisphosphonate treatment, based on the 

benefits and potential risks of therapy, after 3 or more years of use (dependent on 
bisphosphonate used).   

•     Are actively considered for suspension of therapy where they are not at high risk, 
and have on-going review to appropriately assess osteoporotic risk and need for re-
instatement of treatment (see All Wales Medicines Strategy Group Guidance5 for 
further information on appropriate risk assessment and available tools). 

 
In line with best practice requirements, no patient should be on continuous oral 
bisphosphonate treatment for more than 10 years without expert advice. Any 
patients falling into this category should be referred for specialist advice and 
treatment should be stopped pending that advice.   
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Patients receiving bisphosphonates should be advised to report any jaw, thigh, hip, or 
groin pain during treatment to their GP.  
 
Any patient receiving a bisphosphonate who suffers an atypical femur fracture should 
have treatment discontinued and expert opinion on their osteoporosis management 
should be sought. 
 
Community Pharmacists: 
 
Community Pharmacists are asked to make GPs aware of any patient who they know 
has been receiving an oral bisphosphonate for greater than 5 years, to ensure that their 
medication is reviewed.   
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ACTION REQUIRED 

HSC Trusts should:  
  
1. Share this Reminder of Best Practice Letter with all relevant staff;  
 
2. Review current arrangements and amend them as necessary to take account of the 

requirements under the “Summary of Current Guidance” section of this letter; 

https://www.gov.uk/drug-safety-update/bisphosphonates-atypical-femoral-fractures
https://www.gov.uk/drug-safety-update/bisphosphonates-atypical-femoral-fractures
https://www.gov.uk/drug-safety-update/bisphosphonates-osteonecrosis-of-the-jaw
https://www.gov.uk/drug-safety-update/bisphosphonates-osteonecrosis-of-the-jaw
https://www.nice.org.uk/guidance/cg146
https://www.shef.ac.uk/NOGG/NOGG_Executive_Summary.pdf
http://www.awmsg.org/docs/awmsg/medman/Guidance%20to%20Support%20the%20Safe%20Use%20of%20Long-term%20Oral%20Bisphosphonate%20Therapy.pdf
http://www.awmsg.org/docs/awmsg/medman/Guidance%20to%20Support%20the%20Safe%20Use%20of%20Long-term%20Oral%20Bisphosphonate%20Therapy.pdf
https://www.shef.ac.uk/NOGG/NOGG_Information_for_patients.pdf.
https://www.nos.org.uk/resources
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3. Confirm by Friday 8 April 2016 to alerts.hscb@hscni.net  that actions 1 and 2 have 

been completed. 
 
GP Practices, GP OOH Services and Community Pharmacies should: 
 
1.   Share this Reminder of Best Practice Letter with all relevant staff;  
 
2.   Review current arrangements and amend them as necessary to take account of     

the requirements under the “Summary of Current Guidance” section of this letter. 
 
HSCB should : 
 
1. Disseminate this letter to GPs, GP out of hours services, Community Pharmacists 

and Dentists. 
 
NIMDTA should: 
 
1. Disseminate this letter to doctors in training in relevant specialties. 
 
RQIA should: 
 

Disseminate this letter to relevant Independent Sector Providers. 
 

 

Date 

issued 

12 January 2016 

Signed: 

  

 

 

Issued by Dr Carolyn Harper 
Medical Director/ 

Director of Public 

Health 

Joe Brogan, Head of 

Pharmacy and Medicines 

Management 

Mrs Mary Hinds  
Director of Nursing, 

Midwifery and Allied 

Health Professionals 

 

mailto:alerts.hscb@hscni.net
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RE: Reminder of risks associated with long term oral bisphosphonate therapy – Distribution List 
 To – for Action Copy  To – for Action Copy 

HSC Trusts   PHA   

 CEXs    CEX   

 Medical Director    Medical Director/Director of Public Health   

 Directors of Nursing    Director of Nursing/AHPs   

 Directors of Social Services    PHA Duty Room   

 Governance Leads    AD Health Protection   

 Directors of Acute Services    AD Service Development/Screening   

 Directors of Community/Elderly Services    AD Health Improvement   

          Heads of Pharmacy    AD Nursing   

          Allied Health Professional Leads    AD Allied Health Professionals   

NIAS            Clinical Director Safety Forum   

 CEX   HSCB   

 Medical Director    CEX   

RQIA    Director of Integrated Care   

 CEX     Director of Social Services   

          Medical Director    Director of Commissioning   

          Director of Nursing    Alerts Office    

          Director for Social Care    Dir PMSI & Corporate Services   

NIMDTA   Primary Care (through Integrated Care)   

 CEX / PG Dean            GPs   

QUB             Community Pharmacists   

          Dean of Medical School            Dentists   

          Head of Nursing School   Open University    

          Head of Social Work School            Head of Nursing Branch   

          Head of Pharmacy School   DHSSPS   

          Head of Dentistry School            CMO office   

UU             CNO office   

          Head of Nursing School            CPO office   

          Head of Social Work School            CSSO office   

          Head of Pharmacy School             CDO office   

          Head of School of Health Sciences (AHP Lead)            Safety, Quality & Standards Office   

Clinical Education Centre   NI Social Care Council   

NIPEC   Safeguarding Board NI   

GAIN Office   NICE Implementation Facilitator   

NICPLD   Coroners Service for Northern Ireland   

 


