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New committee: better medication use/off label use

• For 4 years, a specific committee for 
better medication use and off-label 
use of drugs has been created by our 
National Medicines Agency (ANSM)

• Experts are appointed for 4 years

– Pharmacologist

– Pharmacovigilant

– General practitioner

– Pharmacist

– Patient’s representative

• Deals with medication errors and 
misuse

• Propose surveys or communications

• 2019/11 to 2023/03

– 11 meeting

– Published on the ANSM 
website link 
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https://ansm.sante.fr/resultats-de-recherche?filter%5BstartDate%5D=&filter%5BendDate%5D=&filter%5Btext%5D=Comit%C3%A9+S%C3%A9curisation+de+l%27utilisation+des+m%C3%A9dicaments
https://ansm.sante.fr/resultats-de-recherche?filter%5BstartDate%5D=&filter%5BendDate%5D=&filter%5Btext%5D=Comit%C3%A9+S%C3%A9curisation+de+l%27utilisation+des+m%C3%A9dicaments


Matter of concern

• Cirupt study (presented last year):
•Retrospective study: 11% of ME (80% with AE)

•Prospective study: 21,4% of ME (25% avec AE)

• Analysis of the risk of errors and proposition for 
drug alternatives (link)

ME and drug 
shortages
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Exemple:

https://ansm.sante.fr/disponibilites-des-produits-de-sante/medicaments?orderIndex=0&order=ASC
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Matter of concern

• Updating of the ISO-standard:  ISO 26825:2020 

• Used for labels on nurses-prepared syringes

• For ready to use syringe, new labeling for the end 
of 2023, without batch recall (link)

ME and small-
volume injectable 

solution for 
anesthaesia and IC 
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https://ansm.sante.fr/actualites/etiquetage-des-ampoules-et-autres-petits-conditionnements-de-solutions-injectables-de-medicaments-actualisation-de-la-recommandation-pour-limiter-le-risque-derreur-medicamenteuse
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CELOCURINE example

https://ansm.sante.fr/actualites/etiquetage-des-ampoules-et-autres-petits-conditionnements-de-solutions-injectables-de-medicaments-actualisation-de-la-recommandation-pour-limiter-le-risque-derreur-medicamenteuse


Matter of concern

• Several cases of overdosage with hyper calcaemia for the 
Newborn: use of dietary supplements

•PV survey with pediatricians and midwives

•HP guidelines and advice for parents

ME and 
Vitamin D
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https://ansm.sante.fr/actualites/vitamine-d-chez-lenfant-recourir-aux-medicaments-et-non-aux-complements-alimentaires-pour-prevenir-le-risque-de-surdosage


Matter of concern

Recurrent ME as administration route errors
 with confusion between chlorhexidin and NaCl for new born

Several awareness campaigns

Add on the label of chlorhexidin 2 pictogram : 

ME and small 
plastic uni-dose

• National  PV survey: name/ therapeutic regimen confusion

• Analysis of all PV cases and cases from antipoison center

• List of mains products concerned: 51 molecules targed

• Create Numeric tools for patients and HP?

• Survey continued

ME and oral 
chemotherapies
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Matter of concern

• Several awareness campaings

• Last in 2017

• Since: 31 ME

•New communication needed with poster, tools on going

ME and KCL 
IV
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Annual Case number between

https://ansm.sante.fr/dossiers-thematiques/prevenir-les-erreurs-avec-le-chlorure-de-potassium-injectable


Matter of concern

•Confusion between oxygen and equimolar mixture of nitrous oxide 
+ oxygen (Kalinox°, Entonox° or other brands)

• Improved labeling

•Communication about the different type of medical gases bottle

ME and 
medical gases
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According to regulations, Medical gases = medicine
Under the pharmacist’s responsibility
An equimolar mixture of nitrous oxide + oxygen= 
used during painful care 



Matter of concern

• Updating  the Never event list  in the context of
•Colchicine surdosage

•IV lidocaine surdosage

•Opioids use

•Methadone surdosage

•Confusion between ePHEdrine and ePINEphrine

•Confusion between ketamine and esketamine

ME and 
Never events
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1. Colchicine surdosage: ME in the dosage. New communication is done by ANSM in 
2022 and recently 10/10/2023

2. IV lidocaine: 242 notifications since 2011 and some with fatalities. Too many 
dosages and galenical forms

3. Opioids use: ME with syringe pump for self-control of pain
4. Methadone product of choice for substituting drug dependence, but narrow 

therapeutic range and long half-life. Prescribing, and distribution ME with severe 
AE and fatalities.



Matter of concern

• ME related to transdermal patch

• ME related to insulins

• Generic brand name labeling

Future ME 
topics
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Do you want more?



• Other current business
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Same Product?

No, No, NO!!!!

Matter of concern
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All actors, 

All vigilants!
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https://www.rfcrpv.fr/

Follow us Twitter : @reseau_CRPV
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