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Testosterone patches 
 
Due to a change in marketing authorization, the cost of 
Intrinsa patches has increased from £27 to £395 per 
month. In addition, remaining stock is only expected to be 
available for a year at most and the BNF states that 
safety and efficacy beyond 1 year is not established.  
 
Therefore we advise that all patients currently treated 
with Intrinsa should be reviewed with a view to 
discontinuation as soon as possible. Unfortunately there 
is no alternative product available. We understand that 
patients under the care of the transgender clinic in 
London will be reviewed by the clinic. 
 

Dabigatran and Rivaroxaban update 
The Beds and Herts Cardiac Network (which includes Milton Keynes) has adopted guidance on the use of new oral 
anticoagulants from the East of England Priorities Advisory Committee. The full guidance can be found at  
http://www.clingov.eoe.nhs.uk/prescqipp/index.php/resources/finish/82-treatment-pathways-and-policies/502-pac-tp05-
dabigatran-and-rivaroxaban 
 
The guidance does not over-ride the NICE Technology Appraisals. A clinician may choose to initiate dabigatran or 
rivaroxaban for any patient within the Technology Appraisals’ criteria if clinically appropriate. Whilst Dabigatran and 
rivaroxaban have the potential advantage over warfarin of not requiring INR blood monitoring, other factors about both 
drugs need to be taken into consideration when deciding whether either drug is appropriate for an individual patient. 
These include unknown long term safety profile of the new agents; both are “black triangle drugs”, lack of reversibility, 
consideration of the patient’s current INR control on warfarin, renal function, bleeding risk, especially GI bleeding risk, 
drug interactions and compliance. 
 
The newer agents may be considered for the prevention of stroke and systemic embolism within its licensed indication, 
that is, in people with non-valvular atrial fibrillation with one or more of the following risk factors: 
• previous stroke, transient ischaemic attack or systemic embolism 
• left ventricular ejection fraction below 40% 
• symptomatic heart failure of New York Heart Association (NYHA) class 2 or above 
• age 75 years or older 
• age 65 years or older with one of the following: diabetes mellitus, coronary artery disease or hypertension. 
Patients will normally have a CHADS 2 score of 3 or more unless e.g. allergic to warfarin or had a stroke whilst using 
warfarin appropriately. 
 
Warfarin should be the preferred option in patients:  
 with eGFR < 30; (NB Patients with a baseline eGFR of 30-40 are at risk or progressive/acute renal dysfunction and 

the potential risks of bleeding with dabigatran or rivaroxaban should be weighed on an individual basis)  
 with a history of significant peptic ulcer disease  
 significant ischaemic heart disease in absence of other determining considerations  
 
New OAC may be the preferred option in patients:  
 predicted to have variable interacting medications e.g. recurrent antibiotics  
 with known excess use of ethanol  
 who would require domiciliary testing  
 with high HASBLED score where dabigatran 110mg bd dosing should be considered  
 
In all other patients, wafarin is recommended as a first line treatment following discussion with patient 
explaining:  
 lack of long term data on new OACs  
 issues concerning reversibility  
 principles used in patient selection  
 patient will be converted to new OAC if Time in Therapeutic Range < 60% after 4 months in presence of compliance  

CCG Prescribing Group Meeting, 9th January 2013 
 
A range of topics were discussed, including:- 
 Dr Jim Laughton was confirmed as Chair of the Group 
 Possible targets for the Prescribing Incentive Scheme 

for 2013/14 were discussed 
 There were updates on the work with MKHFT to ensure 

prescribing across the primary and secondary care 
interface does not cause problems to patients or GPs 

 The Group approved the continuation of ScriptSwitch 
for a further 12 months 

 
Please note that the minutes of Prescribing Group 
Meetings can be seen on the formulary website – see 
http://www.formularymk.nhs.uk/ 

http://www.formularymk.nhs.uk/
http://www.clingov.eoe.nhs.uk/prescqipp/index.php/resources/finish/82-treatment-pathways-and-policies/502-pac-tp05-dabigatran-and-rivaroxaban
http://www.clingov.eoe.nhs.uk/prescqipp/index.php/resources/finish/82-treatment-pathways-and-policies/502-pac-tp05-dabigatran-and-rivaroxaban
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Olanzapine Audit  
 
Dr Eric Webb has shared the results of an audit to determine whether patients receiving the antipsychotic 
olanzapine were being adequately monitored. He kindly agreed to share the report with GP colleagues and the 
mental health team so we could all learn from his findings. Here is a summary of Dr Webb’s audit and his resultant 
recommendations. 
 
The patient who prompted the audit was a lady in her 40s with symptoms typical of recent acute onset Diabetes 
mellitus: thirst, polydipsia, polyuria, generally not feeling very well. That presumptive diagnosis was readily 
confirmed by her urinalysis showing heavy glycosuria and her random serum glucose in the high teens. She had 
previously been in good physical health but for a lengthy period she had been taking a collection of psychoactive 
medication including olanzapine. 
 
The BNF notes that ‘Hyperglycaemia and sometimes diabetes can occur … particularly (with) Clozapine, 
Olanzapine, Quetiapine and Risperidone. … Clozapine and Olanzapine commonly cause weight gain.’, although 
this is acknowledged as a risk with all. It therefore recommends regular monitoring: blood tests and weight. Fasting 
blood glucose should be measured at baseline and at 4 - 6 months, then yearly. Patients taking Clozapine or 
Olanzapine should have fasting blood glucose tested at baseline, after one month’s treatment, then every 
4 - 6 months.’  
 
There is an associated recommendation also that blood lipids and weight should be measured at baseline, weight 
then ‘at frequent intervals’ during the first 3 months’ treatment, then yearly; but patients taking Clozapine or 
Olanzapine ‘require more frequent monitoring of these parameters: every 3 months for the first year, then yearly’. As 
to what action ought to be taken should weight increase on treatment or glucose or lipid anomalies be found at 
baseline or later, whether perhaps a different drug should be selected or treatment withdrawn altogether, the BNF is 
silent!  
 
Dr Webb thought it would be interesting to see how well - or badly – the practice was doing simply as regards 
fasting glucose and weight; also how well specialist psychiatric colleagues are doing in advising GPs of these 
recommendations. An ad hoc sample of 16 patients prescribed antipsychotics was analysed. None of these patients 
was commenced on treatment save by or by the advice of a specialist or specialist team. However, advice about 
monitoring was generally lacking. 
 
Of the 16 patients, 3 were prescribed Olanzapine only short-term and did not need long term monitoring. Of the 
13 patients who are candidates for follow-up only 4 appear adequately monitored. 
 

Recommendations 

GPs 
1. Ensure clear diagnostic headings and medication linkages in patients’ records. 

2. Be aware of monitoring advice, emphasise this to patients and carers as opportunity permits. 

3. Set a separate ‘significant medication’ diagnostic heading in the records of any patient whose medication requires 
monitoring in its own right (eg. antipsychotics, 2nd line anti-rheumatics etc.). Ideally attach a copy of the monitoring 
schedule below that heading (but beware updated requirements, consider using a hyperlink to the original source if 
technically feasible). 

4. When seeing patients ad hoc and when renewing prescriptions unseen, try to find time to double-check that 
monitoring is up-to-date. 

5. Make sure to do so when carrying out any formal prescription review - patient present or not.  

6. Ensure that all ‘mental health’ patients (ie. of course those with more serious problems) are offered a review 
annually, record the invitation, record the review as ‘Mental Health Review’, with its content, whether carried out 
face-to-face, or by phone, or not at all. 

7. If blood tests are required, invite the patient to see the phlebotomist first. 

8. Where abnormal or anomalous results are returned, take appropriate action. 

9. These are often vulnerable patients. Be patient, be persistent, be prepared to seek secondary care assistance 
with any who will not attend and with whom contact has effectively been lost (several in my study appear to fall into 
that category). These may be running into serious trouble unbeknownst and the Coroner’s Court is a bad place to 
find out! 

10. Include ‘neurological’ patients on major tranquillisers in the review cycle, or in one similar, on account of their similar 
medication monitoring requirements but also because these too can generally be supposed to have mental health 
problems. 
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Psychiatrists & Secondary Care generally 
1. When commencing a patient or advising commencement on a major tranquilliser (or any other medication where 

ongoing monitoring will be required, eg. Lithium) counsel that patient so far as his/her mental state permits and/or 
his/her carers as to the more important side-effects, and the need for monitoring. Back up this verbal discussion 
with a key-points leaflet or other such document, including the monitoring schedule as advised in the BNF or 
otherwise. 

2. If prescribing yourself, arrange appropriate initial tests. 

3. If asking the GP to prescribe, send with the patient your prescription advice in writing, on an appropriate letter-
headed form and preferably typed-up, but if hand-written legibly, plus a copy of the monitoring schedule. 

4. In due course (ASAP!) write to the GP separately including, prominently, your diagnosis, your prescription, 
confirmation that medication and monitoring advice has been given, as above, and a further copy of the advice 
document - or its text as boiler-plate within the letter itself - together with results copies of any tests you have 
requested yourself. (Of course also include your further advice and management plan as appropriate.) 

5. In any further written communications please restate your initial diagnosis at the head and feature management 
changes prominently. 

6. Where the patient will be receiving ongoing input from a CPN or ASTI etc please ensure that these too are aware of 
the medication and its monitoring implications, please ensure that as appropriate CPNs and other key-workers 
communicate direct with GPs if they learn or suspect that a patient is falling-down on monitoring (whether by his/her 
own omission or the GP’s!). 

7. Please consider taking responsibility for monitoring in ‘difficult’ cases, but then ensure that the GP is kept fully 
informed, including attendances, results and any defaults. 

Dr Eric Webb, November 2012 
Sharing learning from a “Never Event” 
Continuing the theme of learning from others, colleagues from Luton CCG have shared a critical incident relating to 
the use of morphine in an opioid naïve patient. 
 
What happened? 
A patient was prescribed and dispensed a concentrated oral morphine sulfate solution 20mg/ml instead of 
morphine sulfate oral solution 10mg/5ml. The patient was opioid naïve and was hospitalised after taking the 
prescribed dose. A Serious Incident investigation identified a number of root causes and failures in patient care. 
 
What were the root causes? 
• Lack of familiarity and subsequent mis-selection of morphine sulfate concentrated oral solution (20mg/ml) instead 
of morphine sulfate oral solution (10mg/5ml) by prescriber 
• Failure of prescriber to check prescription when signing 
• Failure of community pharmacist to undertake clinical check of prescription prior to dispensing it. 
 
What were the recommended actions? 
a)  For GPs 
 Ensure you are familiar with the different forms, formulations and strengths of morphine sulfate. The GP in this 

incident was unaware of a concentrated oral morphine solution and thought that only the 10mg/5ml solution was 
available. 

 Some computer systems are able to group products by form and list in increasing strength/concentration order 
within form groups. Check if your system supplier is able to set this up for your practice or whether you can do this 
yourself. 

 Always read and check the prescription before you sign it. The GP involved in this incident omitted this crucial 
step. 

 
b)  For Community Pharmacists 
 Ensure you are familiar with the different forms, formulations and strengths of morphine sulfate.  
 Check with the patient or on your PMR system whether they have had morphine before. When checking whether 

the dose of morphine is appropriate for the patient look at previous doses. The community pharmacist involved in 
this incident did not check either the PMR or with the patient that the patient had not had morphine before.  

 Always check with the GP if you have concerns or require clarification. 
 
The Medicines Management Team in MK has added a Scriptswitch message on morphine sulfate concentrated oral 
solution (20mg/ml) to alert prescribers that they have prescribed a concentrated oral morphine and check whether 
that is the intention. 



  
 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

The Pharmaceutical Advisers can be contacted on 01908 278713 / 278744                         

Nitrofurantoin Suspension 
Some GPs have commented on the price of nitrofurantoin suspension. It is expensive so if the microbiology report 
provides sensitivities to alternative antibiotics please consider using these instead, taking into account C difficile risks 
in individual patients. 

RCT: Amoxicillin for acute lower-respiratory-tract infection in primary care when pneumonia is not suspected 
The Lancet Infectious Diseases has published a study evaluating the safety and efficacy of the use of amoxicillin for 
the management of acute lower-respiratory-tract infection. 
  
Whilst lower-respiratory-tract infection is one of the most common acute illnesses managed in primary care, few 
studies of antibiotics have been done, and overall effectiveness (particularly in subgroups such as older people) is 
debated. This study involved patients older than 18 years, with acute lower-respiratory-tract infections (cough of ≤28 
days' duration) in whom pneumonia was not suspected. Patients were randomised to receive either amoxicillin 1g 
three times daily for 7 days (n=1,038) or placebo (n=1,023). The primary outcome was the duration of symptoms rated 
“moderately bad” or worse. Secondary outcomes were symptom severity in days 2—4 and new or worsening 
symptoms.  
  
The following results were reported: 
• Neither duration of symptoms rated “moderately bad” or worse differed statistically significantly between groups. 
• New or worsening symptoms were less common in the amoxicillin group than in the placebo group (number needed   
to treat 30). 
• Cases of nausea, rash, or diarrhoea were more common in the amoxicillin group than in the placebo group (number 
needed to harm 21)  
• No evidence of selective benefit in patients aged 60 years or older (n=595) was noted 
  
The researchers concluded that when pneumonia is not suspected clinically, amoxicillin provides little benefit 
for acute lower-respiratory-tract infection in primary care both overall and in patients aged 60 years or more. 
 

NB BTS defines CAP as: 
 Symptoms of an acute LRT illness (cough and at least one other LRT symptom). 
 New focal chest signs on examination. 
 At least one systemic feature (either a symptom complex of sweating, fevers, shivers, aches and pains and / 

or temp of 38C or more). 
 No other explanation for the illness which is treated as CAP with antibiotics. 

 

European Medicines Agency advises that no new patients be started on Tredaptive™ (extended-release 
niacin/laropiprant) pending review of efficacy and safety 
The European Medicines Agency has started a review of the safety and efficacy of Tredaptive™ (extended-release 
niacin/laropiprant), which is licensed for the treatment of dyslipidaemia, particularly combined mixed dyslipidaemia and 
primary hypercholesterolaemia. The review was triggered following notification by Merck, Sharp & Dohme of the 
preliminary results of a large, long-term study, HPS2-THRIVE, which enrolled 25,673 patients [considered to be at high 
risk for cardiovascular events] comparing the clinical effects of adding Tredaptive to statins with statin treatment alone.  
  
The study found that addition of Tredaptive to statins did not reduce the risk of major vascular events compared with 
statin therapy alone. In addition, in the preliminary results a higher frequency of non-fatal but serious adverse effects 
was seen in patients taking this medicine than in patients only taking statins. The MHRA will assess the data and 
make a recommendation to the Committee on Medicinal Products for Human Use, which will issue an opinion on the 
regulatory action required.  
  
Although Tredaptive is not on the MK Formulary, it is clear from ePACT data that some practices do have patients on 
it. While the review is ongoing, the MHRA recommends that no new patients should be started on treatment 
with Tredaptive or enrolled in clinical trials involving it, pending the outcome of the MHRA’s assessment. Patients 
currently using Tredaptive should not stop their treatment.  
 
The HPS2-THRIVE study provides a useful reminder that “surrogate” outcomes (in this case cholesterol-lowering) do 
not necessarily translate into clinical benefits for patients. 
 

 
Disclaimer: Information in this newsletter is believed to be accurate and true. NHS Milton Keynes CCG and its employees accept no liability for 
loss of any nature, to persons, organisations or institutions that may arise as a result of any errors or omissions. 
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