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Latest News  
 
For Medicine Supply Shortages: The Specialist Pharmacy Service (SPS) Medicines Supply Tool 
offers up-to-date information on Medicines Shortages, provided by Department of Health and Social 
Care (DHSC) and NHSE/I (NHS England and NHS Improvement). To access Click here 
                                                                                                                                                     
SAFE USE OF VALPROATE: Valproates (as sodium valproate or valproic acid) is a treatment for 
epilepsy, bipolar disorders, and other indications. Evidence from the National guidance on valproate-
use-by-women-and-girls  has shown that, if valproate is taken in pregnancy, up to 4 in 10 babies are 
at risk of developmental disorders, and approximately 1 in 10 are at risk of birth defects.  There is also 
limited evidence of risks to men, and studies on this are ongoing.  
 
MHRA UPDATES 
 
REGULATORY MEASURES FOR VALPROATE PRESCRIBING: 
Organisations to prepare for new regulatory measures for oversight of prescribing to all new 
patients and existing female patients 
 
The MHRA has issued a critical NPSA alert of actions to ensure all prescribers are prepared for new 
regulatory measures for prescribing valproate to all new patients and existing female patients. An 
action plan for this implementation is due 31st January 2024. 
The 2 new regulatory measures are:  
 

A. All initiations, in women and men, under 55 years must be agreed by two independent 
specialists with documented evidence that there is no other effective or tolerated treatment, 
or there are compelling reasons that the reproductive risks do not apply. 
 

B. At their next annual specialist review, women of childbearing potential and girls should 
be reviewed using a revised valproate Annual Risk Acknowledgement Form (ARAF), to 
include a second specialist signature if the patient is to continue with valproate and subsequent 
annual reviews with one specialist unless the patient’s situation changes. 
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Promoting Safe Use of Medicines Across Primary Care 

Welcome to the third edition of our Medicines Safety Newsletter 
from the North East London (NEL) Medicines Safety and Quality 
Group.  Our aim is to highlight medicines safety concerns and 
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https://www.gov.uk/guidance/valproate-use-by-women-and-girls
https://www.gov.uk/guidance/valproate-use-by-women-and-girls
https://www.gov.uk/drug-device-alerts/national-patient-safety-alert-valproate-organisations-to-prepare-for-new-regulatory-measures-for-oversight-of-prescribing-to-new-patients-and-existing-female-patients-natpsa-slash-2023-slash-013-slash-mhra
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LEGISLATIVE CHANGE FOR VALPROATE DISPENSING: 
 
From October 2023, legislation changes have been made to ensure all patients (male and female) 
receive their valproate-containing medicines in the manufacturers original full pack that includes 
specific warnings with pictograms, a patient information leaflet and card. These documents alert 
patients to the risks to unborn babies if valproate is used in pregnancy.  
There are exceptional cases where the manufacturer’s original full pack does not have to be supplied 
where: 

(i) a risk assessment is in place that refers to the need for the patient to be sold or supplied 
valproate-containing medicines in different packaging from its manufacturer’s original full outer 
packaging (for example, in a monitored dosage system) and 
(ii) there are processes in place to make sure that the patient receives the Patient Information 
Leaflet. 

 NEL ICB is co-ordinating the implementation of the new regulatory measures in providers (primary 
and secondary care).  A system group has been convened and further updates will be made available 
from the group. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
PrescQIPP – ISOTRETINION SAFETY UPDATE 
Following the Isotretinoin (Roaccutane▼) drug safety update published in October 2023, PrescQIPP 
has published a helpful resource for all prescribers regarding the introduction of new safety measures, 
including additional oversight of the initiation of treatment with Isotretinoin for patients under 18 years 
of age.  
They can be found here Isotretinoin_December.01.pdf 
 
Structured Medication Review Resource  
A range of evidenced-based patient information resources (Table 1) has been developed by the 
Health Innovation Network to support and help prepare people invited for a Structured Medication 
Review (SMR) with their GP, pharmacist, or other healthcare professional. The national rollout is 
supported as part of the recommendations from the National Overprescribing Review. The resources 
are available in a range of community languages to include Arabic, Bengali, Gujarati, Polish, Punjabi 
Gurmukhi, Punjabi Shamakhi, Romanian, and Urdu. The resources include the following:   

Action for practices:  
• Continue to prescribe valproates for existing patients and provide advice and reassurance 

when needed unless you are asked to stop prescribing by a specialist. 
• Make every contact count (MECC)  

o Use the opportunity to provide patients of childbearing potential with information 
o Ensure existing patients of childbearing potential continue to use a highly effective 

form of contraception. General patient-friendly information on contraception 
methods can be found on the epilepsy or bipolar-disorder decision tools and NICE 
has also produced professional guidance on highly effective contraception 
https://bnf.nice.org.uk/treatment-summaries/contraceptives-hormonal/ 
 

• Prescribe appropriate quantities so that pharmacists can dispense a manufacturer’s original 
full pack which will include all the necessary safety information for the patient 

o Where it is not in a patient’s best interests to prescribe a full original pack, please 
document the reason in the patient record 

• A process for identifying patients in primary care without an Annual Risk Assessment Form 
(ARAF), followed by referral into specialist care is being developed and will be shared once 
completed 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

https://www.gov.uk/government/publications/full-pack-dispensing-of-valproate-containing-medicines/full-pack-dispensing-of-valproate-containing-medicines
https://www.gov.uk/government/publications/full-pack-dispensing-of-valproate-containing-medicines/full-pack-dispensing-of-valproate-containing-medicines
https://www.gov.uk/drug-safety-update/isotretinoin-roaccutanev-introduction-of-new-safety-measures-including-additional-oversight-of-the-initiation-of-treatment-for-patients-under-18-years-of-age
https://mcusercontent.com/7e7659db46e568cca5e047f43/files/0826e5d5-7363-5b95-8f43-57da4a93bd3d/Isotretinoin_December.01.pdf
https://www.england.nhs.uk/wp-content/uploads/2023/05/decision-support-tool-valproate-epilepsy-v1.1.pdf
https://www.england.nhs.uk/wp-content/uploads/2023/05/decision-support-tool-bipolar-disorder-is-valproate-the-right-treatment-for-me-v1.1.pdf
https://bnf.nice.org.uk/treatment-summaries/contraceptives-hormonal/
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• SMR invitation letter,  
• ‘Stopping Medicines Safely’ leaflet,  
• Patient films and questions, they may want to ask their health professional.  

Further information can be found here  
 
 
Table 1 
 
Name of Resource Description 
Patient invitation letter / audio 
recording 

Template letter highlighting to patients the purpose of a medicine 
review. It includes questions for patients to think about before the 
appointment that they may wish to ask.  

Safely stopping your 
medicine leaflet / audio 
recording 

Information leaflet to aid the documentation of any medicines that 
have been stopped.  

Me + My Medicines Charter Me + My Medicines is a patient-created, patient-led and health 
professional supported campaign to help patients get more benefit 
and greater value from their prescription medicines. The Medicines 
Communication Charter encourages patients to ask, and clinicians 
to support people to ask about their medicines, to agree together a 
shared approach to overcoming any issues around their medicines. 

Are Your Medicines Working? 
audio recording  

Patient Checklist  

Are Your Medicines Working? 
audio recording 

Symptom tracker  

• Download a subtitled 
version of the 
animation here to 
show in your GP 
practice.   

• Download a version of 
the animation without 
sound 

These animations were created to help patients think about their 
medicines and to prepare for a SMR  

Information sheet for 
healthcare professionals (Are 
Your Medicines Working? 
version) 

Clinician information and implementation guide. Supporting patients 
before a medication review: Patient information pack 

 

 

https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fthehealthinnovationnetwork.co.uk%2Fprogrammes%2Fmedicines%2Fpolypharmacy%2Fpatient-information%2Fpatient-information-resources%2F&data=05%7C01%7Csushma.patel1%40nhs.net%7Cd0db2fc64ca9403deed008dbf57c31e2%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638373685973667775%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=B%2FB%2FJ8st%2FFw%2FOdLa2YP1CynGbSTQKNnKJJeN3GxgHmA%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fthehealthinnovationnetwork.co.uk%2Fwp-content%2Fuploads%2F2023%2F07%2FPatient-Invitation-Letter.pdf&data=05%7C01%7Csushma.patel1%40nhs.net%7Cd0db2fc64ca9403deed008dbf57c31e2%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638373685973667775%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=OCzHrlSJZCdsY91HlrXRE%2BqBLTqlhduNUbnvzdc%2B%2Bbg%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fthehealthinnovationnetwork.co.uk%2Fwp-content%2Fuploads%2F2023%2F11%2FFile-1_Patient-Invitation-Letter.wav&data=05%7C01%7Csushma.patel1%40nhs.net%7Cd0db2fc64ca9403deed008dbf57c31e2%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638373685973667775%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=6lk%2B%2F1AVqzNqk6hoWQevx4KsQD8snkaoA4D7xGd2Ds4%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fthehealthinnovationnetwork.co.uk%2Fwp-content%2Fuploads%2F2023%2F11%2FFile-1_Patient-Invitation-Letter.wav&data=05%7C01%7Csushma.patel1%40nhs.net%7Cd0db2fc64ca9403deed008dbf57c31e2%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638373685973667775%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=6lk%2B%2F1AVqzNqk6hoWQevx4KsQD8snkaoA4D7xGd2Ds4%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fthehealthinnovationnetwork.co.uk%2Fwp-content%2Fuploads%2F2023%2F07%2FStopping-your-Medicine-Guide.pdf&data=05%7C01%7Csushma.patel1%40nhs.net%7Cd0db2fc64ca9403deed008dbf57c31e2%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638373685973667775%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=TNkU3Fifqc2jqWoRUIn8GfOizT9z1lxI7ZV2gTmNBtk%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fthehealthinnovationnetwork.co.uk%2Fwp-content%2Fuploads%2F2023%2F07%2FStopping-your-Medicine-Guide.pdf&data=05%7C01%7Csushma.patel1%40nhs.net%7Cd0db2fc64ca9403deed008dbf57c31e2%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638373685973667775%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=TNkU3Fifqc2jqWoRUIn8GfOizT9z1lxI7ZV2gTmNBtk%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fthehealthinnovationnetwork.co.uk%2Fwp-content%2Fuploads%2F2023%2F11%2FFile-2_Stopping-your-Medicine-Guide.wav&data=05%7C01%7Csushma.patel1%40nhs.net%7Cd0db2fc64ca9403deed008dbf57c31e2%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638373685973667775%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=9LKbnxhM9YtuAHcjvKGXXMIE2G8W%2FRpjKM7h65RuUIs%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fthehealthinnovationnetwork.co.uk%2Fwp-content%2Fuploads%2F2023%2F11%2FFile-2_Stopping-your-Medicine-Guide.wav&data=05%7C01%7Csushma.patel1%40nhs.net%7Cd0db2fc64ca9403deed008dbf57c31e2%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638373685973667775%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=9LKbnxhM9YtuAHcjvKGXXMIE2G8W%2FRpjKM7h65RuUIs%3D&reserved=0
file://alpha/dfscorp/home/sushma.patel/My%20Documents/Me%20and%20My%20Medicines%20Charter
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fthehealthinnovationnetwork.co.uk%2Fwp-content%2Fuploads%2F2023%2F07%2FGP-Checklist-Patient-No-Crops-HIGH-RES.pdf&data=05%7C01%7Csushma.patel1%40nhs.net%7Cd0db2fc64ca9403deed008dbf57c31e2%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638373685973824075%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=JhvNvped58UwZiQH5qdIKxLZLYcuPR%2FOAzKGWcD7koI%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fthehealthinnovationnetwork.co.uk%2Fwp-content%2Fuploads%2F2023%2F08%2FFile-4_Are-the-Medicines-Working-Patient-Leaflet-1.wav&data=05%7C01%7Csushma.patel1%40nhs.net%7Cd0db2fc64ca9403deed008dbf57c31e2%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638373685973824075%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=IuVFg91dqLTVHS18MZQaK40pFBUn11Txeoc2RsbWx8I%3D&reserved=0
file://alpha/dfscorp/home/sushma.patel/My%20Documents/Are%20Your%20Medicines%20Working
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fthehealthinnovationnetwork.co.uk%2Fwp-content%2Fuploads%2F2023%2F08%2FFile-5_Are-the-Medicines-Working-Symptom-tracker.wav&data=05%7C01%7Csushma.patel1%40nhs.net%7Cd0db2fc64ca9403deed008dbf57c31e2%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638373685973824075%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=t5gndFcD6BbvBeaeY%2FMk0BHEzKWYqCKbFjycVhhIT%2Fs%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fthehealthinnovationnetwork.co.uk%2Fwp-content%2Fuploads%2F2023%2F11%2FPreparing-for-a-medication-review-animation-with-captions-Health-Innovation-Network.mp4&data=05%7C01%7Csushma.patel1%40nhs.net%7Cd0db2fc64ca9403deed008dbf57c31e2%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638373685973824075%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=SvOuKpZ5Hol2uvoRE4IKdGK903Hr6wdHna0iPRj%2BgyI%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fthehealthinnovationnetwork.co.uk%2Fwp-content%2Fuploads%2F2023%2F11%2FPreparing-for-a-medication-review-animation-with-captions-Health-Innovation-Network.mp4&data=05%7C01%7Csushma.patel1%40nhs.net%7Cd0db2fc64ca9403deed008dbf57c31e2%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638373685973824075%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=SvOuKpZ5Hol2uvoRE4IKdGK903Hr6wdHna0iPRj%2BgyI%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fthehealthinnovationnetwork.co.uk%2Fwp-content%2Fuploads%2F2023%2F11%2FPreparing-for-a-medication-review-animation-with-captions-Health-Innovation-Network.mp4&data=05%7C01%7Csushma.patel1%40nhs.net%7Cd0db2fc64ca9403deed008dbf57c31e2%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638373685973824075%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=SvOuKpZ5Hol2uvoRE4IKdGK903Hr6wdHna0iPRj%2BgyI%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fthehealthinnovationnetwork.co.uk%2Fwp-content%2Fuploads%2F2023%2F11%2FPreparing-for-a-medication-review-animation-with-captions-Health-Innovation-Network.mp4&data=05%7C01%7Csushma.patel1%40nhs.net%7Cd0db2fc64ca9403deed008dbf57c31e2%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638373685973824075%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=SvOuKpZ5Hol2uvoRE4IKdGK903Hr6wdHna0iPRj%2BgyI%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fthehealthinnovationnetwork.co.uk%2Fwp-content%2Fuploads%2F2023%2F11%2FPreparing-for-a-medication-review-animation-with-captions-Health-Innovation-Network.mp4&data=05%7C01%7Csushma.patel1%40nhs.net%7Cd0db2fc64ca9403deed008dbf57c31e2%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638373685973824075%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=SvOuKpZ5Hol2uvoRE4IKdGK903Hr6wdHna0iPRj%2BgyI%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fthehealthinnovationnetwork.co.uk%2Fwp-content%2Fuploads%2F2023%2F11%2FPreparing-for-a-medication-review-animation-with-captions-no-audio-Health-Innovation-Network.mp4&data=05%7C01%7Csushma.patel1%40nhs.net%7Cd0db2fc64ca9403deed008dbf57c31e2%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638373685973824075%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=ACdODao%2Fe%2BBn4u5sbdbOJb%2FFrK3Egolpt1ipyxc3AGs%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fthehealthinnovationnetwork.co.uk%2Fwp-content%2Fuploads%2F2023%2F11%2FPreparing-for-a-medication-review-animation-with-captions-no-audio-Health-Innovation-Network.mp4&data=05%7C01%7Csushma.patel1%40nhs.net%7Cd0db2fc64ca9403deed008dbf57c31e2%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638373685973824075%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=ACdODao%2Fe%2BBn4u5sbdbOJb%2FFrK3Egolpt1ipyxc3AGs%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fthehealthinnovationnetwork.co.uk%2Fwp-content%2Fuploads%2F2023%2F11%2FPreparing-for-a-medication-review-animation-with-captions-no-audio-Health-Innovation-Network.mp4&data=05%7C01%7Csushma.patel1%40nhs.net%7Cd0db2fc64ca9403deed008dbf57c31e2%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638373685973824075%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=ACdODao%2Fe%2BBn4u5sbdbOJb%2FFrK3Egolpt1ipyxc3AGs%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fthehealthinnovationnetwork.co.uk%2Fwp-content%2Fuploads%2F2023%2F07%2FInfo-Sheet-Are-the-Meds-Working-1.pdf&data=05%7C01%7Csushma.patel1%40nhs.net%7Cd0db2fc64ca9403deed008dbf57c31e2%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638373685973824075%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=M4nIzXvnlNVHjdP9PN5bZdpLgvo8ikgNiMiBjCWU2XE%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fthehealthinnovationnetwork.co.uk%2Fwp-content%2Fuploads%2F2023%2F07%2FInfo-Sheet-Are-the-Meds-Working-1.pdf&data=05%7C01%7Csushma.patel1%40nhs.net%7Cd0db2fc64ca9403deed008dbf57c31e2%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638373685973824075%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=M4nIzXvnlNVHjdP9PN5bZdpLgvo8ikgNiMiBjCWU2XE%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fthehealthinnovationnetwork.co.uk%2Fwp-content%2Fuploads%2F2023%2F07%2FInfo-Sheet-Are-the-Meds-Working-1.pdf&data=05%7C01%7Csushma.patel1%40nhs.net%7Cd0db2fc64ca9403deed008dbf57c31e2%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638373685973824075%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=M4nIzXvnlNVHjdP9PN5bZdpLgvo8ikgNiMiBjCWU2XE%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fthehealthinnovationnetwork.co.uk%2Fwp-content%2Fuploads%2F2023%2F07%2FInfo-Sheet-Are-the-Meds-Working-1.pdf&data=05%7C01%7Csushma.patel1%40nhs.net%7Cd0db2fc64ca9403deed008dbf57c31e2%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638373685973824075%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=M4nIzXvnlNVHjdP9PN5bZdpLgvo8ikgNiMiBjCWU2XE%3D&reserved=0
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Learning from Patient Safety Events (LFPSE)   
 
 
MEDICATION SAFETY SERIOUS INCIDENT THEMES  
A report of a thematic review into medication related Serious Incidents (SIs) reported across North East 
London (NEL) in 2022-2023 to identify patterns and areas of concern to help inform the medicine Safety 
and Quality Group (MSQG) workstreams and quality improvement programmes. The data included is 
based on medication related SI reports extracted from the Serious Incident Framework (SIF) by the NEL 
Patient Safety and Quality. 
 

 
 
 
The identified patterns and themes were: 

• 24 out of 26 medication incidents were reported in Acute and Mental health Trusts 
• 1 out of these 26 incidents (Administration of medication by the wrong route) was a Never Event  
• The top 5 classes of high-risk medicines involved in medication incidents meeting SI criteria were, 

antibiotics, anticoagulants, opioids, benzodiazepine, and insulin  
• The highest number of incidents in a single cause group was Administration and Prescribing 

errors. 
• The top 5 incident categories were wrong route, wrong dose or strength, drug prescribed 

inappropriately (e.g. contraindication, duplicated, not discontinued, drug omitted on discharge) and 
failure of Adequate Medicines Security 

 
 
 
 
 
 

 
 

 
 
 
 
 
 
 
 
 
 

Action for practices:  
• Increase the number of reported patient safety events and/or incidents via LFPSE across 

NEL 
• Encourage reporting from incidents for the purpose of shared learning  
• Low reporting reduces shared learning and quality improvement opportunities 
• Conduct regular structured medication reviews (SMR) for patients on high risk medicines 

to prompt early identification of errors e.g. unintentional omission of VTE prophylaxis for 
stroke prevention 

• Increase number of referrals via the NHS Discharge Medicines Service particularly for 
patients prescribed high risk or complex medications regimes 

• Ensure clear communication as patients move across settings from secondary care.  
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  Learnings from Incidents across North East London Integrated Care System 
 
.   
Incident –Morphine Toxicity: 
A case following a medical certification of cause of death from Oramorph toxicity in an 81year old male. 
He had a medical history of anxiety, low mood, osteoarthritis, and previous attempt of overdose. Drug 
history included Lofepramine 70mg Once Daily (requested to wean off by Older Adult services), 
amitriptyline 10mg, Oramorph 5-10ml when required, Gabapentin 300mg Three times a day, Atorvastatin 
40mg and Ramipril 10mg Once Daily.  
 
A review of the case found system issues that led to missed opportunities to risk assess the patient, 
including follow up of clinic appointments, review of medication, assessment of adverse effects, and 
communication between services.  
Some of the findings relevant for primary care include: 

- Patient prescribed 500ml bottles of Oramorph 
- Unclear from record notes whether patient was being weaned off Lofepramine  
- Regular medication review 

 
 
 
 
 
 
 
 

 
 
 
 
 
 
 
 
 
 
 
 

 

Action for practices: 
 
•Prescribing quantities  

- Ensure appropriate quantities are prescribed with full administration details.  
- Ensure the patient has been counselled on how much they can take for PRN medicines. 

Where maximum quantities are required, this should be made clear to the patient 
- Ensure appropriate pack sizes have been prescribed e.g. 100ml bottles not 500ml 
- Where there is concern about high quantities, ensure practices review  

•Clear Documentation in notes:  

- Ensure clear and complete documentation in patients records 
o Include details of counselling, risk assessments undertaken 
o Where requests to wean anti-depressants have been made, document whether this is in 

process and any difficulties encountered or any re-starts 
o If require support to wean off – consult local mental health trusts for advice 

- May be helpful to have registers of patients with previous history of attempted suicide so 
appropriate consideration can be given when making changes to medicines 

•Medication review 

- Ensure patients at risk have their medication reviews and process is in place to prevent on-
going repeat prescribing of such patients 

•Promote use of Eclipse to proactively identify patients for medication review 
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MHRA Latest Drug Safety Updates 
 
 
MHRA Latest Safety Alert – September -11th December 2023 
 

• Ozempic (semaglutide) and Saxenda (liraglutide) vigilance required due to potentially harmful falsified 
products 

• Nirmatrelvir, ritonavir (Paxlovid): be alert to the risk of drug interactions with ritonavir 
• E-cigarette use or vaping reminder to remain vigilant for suspected adverse reactions and safety concerns 

and report them to the yellow card scheme 
• Isotretinoin (Roaccutane) introduction of new safety measures including additional oversight of the 

initiation of treatment for patients under 18 years of age 
• Valproate: dispense full packs of valproate containing medicines 
• Statins very infrequent reports of myasthenia gravis 
• Fluoroquinolone antibiotics: suicidal thoughts and behaviour 
• Medicines defect information Strandhaven ltd Somex Pharma Clarithromycin 250mg and 500mg film 

coated tablets 
• Medicines defect information Strandhaven ltd Somex pharma Tramadol hydrochloride 50mg capsules 

hard 
• Medicines notification Teva UK ltd Caramet 25/100mg CR tablets 
• Medicines recall AstraZeneca UK ltd Fluenz Tetra nasal spray suspension 
• National Patient Safety Alert Valproate organisations to prepare for new regulatory measures for oversight 

of prescribing to new patients and existing female patients 
• Specific brands of carbomer eye gel recall of Aacarb eye gel Aacomer eye gel and Puroptics eye gel 

potential risk of infection 
• Medicines defect information max remedies ltd max healthcare paracetamol 500mg capsules 
• Medicines recall Chiesi ltd dot Trimbow-87/5/9mcg pressurised inhalation solution 
• Medicines recall Theramex HQ UK ltd, Evorel Sequi 

 

Additional Medicines Safety Resources 
 

 
 MHRA - for all MHRA updates on alerts, recalls and safety information on drugs and medical 

devices, click here  
 Specialist Pharmacy Service -SPS – for Medication Safety Updates click here  
 PrescQIPP - for medicines safety tools and resources, click here 
 Report suspected adverse effects with medicines, devices, or COVID-19 vaccines via the 

Yellow Card scheme or Coronavirus Yellow Card reporting site 
 

 
For NHS use only – the information in this newsletter is not suitable to be shared with patients / public.  

Every effort has been made to ensure that the information included in this newsletter is correct at the time of publication.  
The external links have been provided to improve access to further information and we cannot accept responsibility for their 

content. 
We have no control over the availability of the linked pages, therefore, cannot guarantee that these links will work all the time. 

For information or comments on this newsletter, please contact the Medicines Safety & Quality Group: 
nelondonicb.medicinessafety@nhs.net 

 

https://www.gov.uk/drug-safety-update/ozempicv-semaglutide-and-saxenda-liraglutide-vigilance-required-due-to-potentially-harmful-falsified-products
https://www.gov.uk/drug-safety-update/ozempicv-semaglutide-and-saxenda-liraglutide-vigilance-required-due-to-potentially-harmful-falsified-products
https://www.gov.uk/drug-safety-update/nirmatrelvir-ritonavir-paxlovidv-be-alert-to-the-risk-of-drug-interactions-with-ritonavir
https://www.gov.uk/drug-safety-update/e-cigarette-use-or-vaping-reminder-to-remain-vigilant-for-suspected-adverse-reactions-and-safety-concerns-and-report-them-to-the-yellow-card-scheme
https://www.gov.uk/drug-safety-update/e-cigarette-use-or-vaping-reminder-to-remain-vigilant-for-suspected-adverse-reactions-and-safety-concerns-and-report-them-to-the-yellow-card-scheme
https://www.gov.uk/drug-safety-update/isotretinoin-roaccutanev-introduction-of-new-safety-measures-including-additional-oversight-of-the-initiation-of-treatment-for-patients-under-18-years-of-age
https://www.gov.uk/drug-safety-update/isotretinoin-roaccutanev-introduction-of-new-safety-measures-including-additional-oversight-of-the-initiation-of-treatment-for-patients-under-18-years-of-age
https://www.gov.uk/drug-safety-update/valproate-dispense-full-packs-of-valproate-containing-medicines
https://www.gov.uk/drug-safety-update/statins-very-infrequent-reports-of-myasthenia-gravis
https://www.gov.uk/drug-safety-update/fluoroquinolone-antibiotics-suicidal-thoughts-and-behaviour
https://www.gov.uk/drug-device-alerts/class-4-medicines-defect-information-strandhaven-ltd-t-slash-a-somex-pharma-clarithromycin-250mg-and-500mg-film-coated-tablets-el-23-a-slash-42
https://www.gov.uk/drug-device-alerts/class-4-medicines-defect-information-strandhaven-ltd-t-slash-a-somex-pharma-clarithromycin-250mg-and-500mg-film-coated-tablets-el-23-a-slash-42
https://www.gov.uk/drug-device-alerts/class-4-medicines-defect-information-strandhaven-ltd-t-slash-a-somex-pharma-tramadol-hydrochloride-50mg-capsules-hard-el-23-a-slash-41
https://www.gov.uk/drug-device-alerts/class-4-medicines-defect-information-strandhaven-ltd-t-slash-a-somex-pharma-tramadol-hydrochloride-50mg-capsules-hard-el-23-a-slash-41
https://www.gov.uk/drug-device-alerts/class-4-medicines-notification-teva-uk-ltd-dot-caramet-25-slash-100mg-cr-tablets-el-23-a-slash-40
https://www.gov.uk/drug-device-alerts/class-3-medicines-recall-astrazeneca-uk-ltd-dot-fluenz-tetra-nasal-spray-suspension-el-23-a-slash-39
https://www.gov.uk/drug-device-alerts/national-patient-safety-alert-valproate-organisations-to-prepare-for-new-regulatory-measures-for-oversight-of-prescribing-to-new-patients-and-existing-female-patients-natpsa-slash-2023-slash-013-slash-mhra
https://www.gov.uk/drug-device-alerts/national-patient-safety-alert-valproate-organisations-to-prepare-for-new-regulatory-measures-for-oversight-of-prescribing-to-new-patients-and-existing-female-patients-natpsa-slash-2023-slash-013-slash-mhra
https://www.gov.uk/drug-device-alerts/specific-brands-of-carbomer-eye-gel-recall-of-aacarb-eye-gel-aacomer-eye-gel-and-puroptics-eye-gel-potential-risk-of-infection-dsi-slash-2023-slash-11
https://www.gov.uk/drug-device-alerts/specific-brands-of-carbomer-eye-gel-recall-of-aacarb-eye-gel-aacomer-eye-gel-and-puroptics-eye-gel-potential-risk-of-infection-dsi-slash-2023-slash-11
https://www.gov.uk/drug-device-alerts/class-4-medicines-defect-information-max-remedies-ltd-max-healthcare-paracetamol-500-mg-capsules-el-23-a-slash-37
https://www.gov.uk/drug-device-alerts/class-3-medicines-recall-chiesi-ltd-dot-trimbow-87-slash-5-slash-9-mcg-pressurised-inhalation-solution-el-23-a-slash-36
https://www.gov.uk/drug-device-alerts/class-3-medicines-recall-theramex-hq-uk-ltd-evorel-sequi-el-23-a-slash-34
https://www.gov.uk/drug-device-alerts
https://www.sps.nhs.uk/articles/medication-safety-update/
https://www.prescqipp.info/our-resources/webkits/medicines-safety/
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fyellowcard.mhra.gov.uk%2F&data=05%7C01%7Cuchenna.oguike%40nhs.net%7Cf99f714a207449deaf8208dabc084f08%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638029041109239899%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=kzeOW3ZKZ9T%2Bukl3pn7DWaw6J98ip%2Fyefi2a%2FkoPeV8%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcoronavirus-yellowcard.mhra.gov.uk%2F&data=05%7C01%7Cuchenna.oguike%40nhs.net%7Cf99f714a207449deaf8208dabc084f08%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C638029041109239899%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=1cDZ1zot%2BVwSnhHXCYPm%2FzcuO3rsvpKDIl5%2B30TQLL8%3D&reserved=0
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