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Drug Safety Update 


Contact details: 01772 287877
Central Lancashire 01772 287877

Dosulepin, formerly known as Dothiepin (brand name Prothiaden®) is a tricyclic antidepressant (TCAD). In December 2007, the Medicines and Healthcare Regulatory Agency (MHRA) issued safety advice around prescribing of Dosulepin related to the narrow margin between therapeutic doses and potentially fatal doses.
Dosulepin should NOT be prescribed for any indication because the evidence supporting its tolerability relative to other antidepressants is outweighed by an increased cardiac risk and toxicity in overdose.

This recommendation is further supported by a current safety warning on Optimise Rx and a Do Not Prescribe (DNP) RAG status  which can be accessed through the Lancashire and South Cumbria Formulary.

NHSE issued guidance on items which should not routinely be prescribed in primary care. This can be found at the following site Items which should not routinely be prescribed in primary care. It includes the following advice on prescribing Dosulepin:
· Do not initiate
· Deprescribe in patients currently prescribed this medicine
· Prescribe ONLY if no other item or intervention is clinically appropriate/available following a multidisciplinary team discussion

Prescribing in the Northwest is significantly higher than the national average however, there has been some recent work in LSC with excellent outcomes. Please see additional resources at the bottom of this page. 
	 
Prescribers are reminded that:

· Dosulepin has a very small margin of safety between the (maximum) therapeutic dose and potentially fatal doses. 
· Compared with other TCADs, overdose with Dosulepin is associated with a relatively high rate of mortality due to fatal cardiac arrhythmias, convulsions and respiratory arrest. 
· Dosulepin is more toxic in overdose than other TCADs. A toxic dose of Dosulepin is considered 3mg/kg in adults. All children who have ingested any amount of Dosulepin must be referred for assessment.

[bookmark: _Hlk195096904]Dosulepin should not be stopped abruptly unless serious side-effects have occurred. To support prescribers with the review and the safe deprescribing of Dosulepin, Lancashire and South Cumbria NHS Foundation Trust have produced the following guidance Guidelines for Primary Care: Review of Dosulepin.
Additional resources
PrescQIPP: Bulletin 310: Dosulepin (may require login) 
NICE guidance: Depression in adults: treatment and management


[bookmark: _MON_1805710238]
NHS England (NHSE) guidance on items which should not routinely be prescribed in primary care – Dosulepin
S England (
E) guidance on items which should not routinely be prescribed in primary care – Dosulepin
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Dosulepin items over time
When compared nationally, L&SC ICB has a high proportion of prescribing of Dosulepin (as indicated by the coloured line). Whilst this has decreased over time, it remains relatively high when compared with other ICBs.
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The three graphs below indicate the gradual reduction in prescribing of Dosulepin over time:

[image: A graph of a patient

AI-generated content may be incorrect.]

Dec 23: L&SC ICB had the 5th highest prescribing of Dosulepin nationally….
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Jun 24: L&SC ICB had the 6th highest prescribing of Dosulepin nationally….
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Jan 25: the latest available data indicates L&SC ICB has the 10th highest prescribing of Dosulepin nationally.
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Local success story
Local success story

During 2024 a targeted focus on reviewing the prescribing of Dosulepin was undertaken in all practices within the Fylde coast. 

During discussions it became clear that many practices were unaware of Dosulepin being prescribed and were surprised to learn of the number of patients issued prescriptions for it. Many admitted they hadn’t specifically reviewed patients recently, and worryingly some clinicians claimed they were not even aware of the drug (due to it being a traditional TCAD that was not commonly used now). This highlighted that prescriptions for Dosulepin were potentially being signed and issued without an understanding of the risk to patients, many of whom were considerably older now and with an even higher risk of cardiac complications compared to when the drug was first initiated (often many decades ago).

Practice level data was used to support a discussion of the risks vs benefits of continued prescribing, and practices were sign-posted to the Lancashire and South Cumbria NHS Foundation Trust guidance Guidelines for Primary Care: Review of Dosulepin and asked to review and reduce Dosulepin doses. 

Data from Jan 25 indicates a total of 87 patients were successfully stopped/switched to alternate drugs, representing a 33% reduction in prescribing. Updated practice-level data has been shared to further encourage reduction in prescribing as many patients continue on a gradual reduction programme. 

This work has directly contributed to the overall reduction seen in LSC (please see other embedded document for reduction in Dosulepin over time).
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When compared nationally, L&SC ICB has a high proportion of prescribing of Dosulepin (as indicated by the coloured line). Whilst this has decreased over time, it remains relatively high when compared with other ICBs.
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The three graphs below indicate the gradual reduction in prescribing of Dosulepin over time:
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Dec 23: L&SC ICB had the 5th highest prescribing of Dosulepin nationally….
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Jun 24: L&SC ICB had the 6th highest prescribing of Dosulepin nationally….
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Jan 25: the latest available data indicates L&SC ICB has the 10th highest prescribing of Dosulepin nationally.
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Local success story

During 2024 a targeted focus on reviewing the prescribing of Dosulepin was undertaken in all practices within the Fylde coast. 

During discussions it became clear that many practices were unaware of Dosulepin being prescribed and were surprised to learn of the number of patients issued prescriptions for it. Many admitted they hadn’t specifically reviewed patients recently, and worryingly some clinicians claimed they were not even aware of the drug (due to it being a traditional TCAD that was not commonly used now). This highlighted that prescriptions for Dosulepin were potentially being signed and issued without an understanding of the risk to patients, many of whom were considerably older now and with an even higher risk of cardiac complications compared to when the drug was first initiated (often many decades ago).

Practice level data was used to support a discussion of the risks vs benefits of continued prescribing, and practices were sign-posted to the Lancashire and South Cumbria NHS Foundation Trust guidance Guidelines for Primary Care: Review of Dosulepin and asked to review and reduce Dosulepin doses. 

Data from Jan 25 indicates a total of 87 patients were successfully stopped/switched to alternate drugs, representing a 33% reduction in prescribing. Updated practice-level data has been shared to further encourage reduction in prescribing as many patients continue on a gradual reduction programme. 

This work has directly contributed to the overall reduction seen in LSC (please see other embedded document for reduction in Dosulepin over time).
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