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Midazolam: NPSA Rapid Response Report RRR011 (1)
                      & Controlled Drug Regulations
NPSA RRR011: Use of lower concentration formulation of midazolam

Background

i. Intravenous conscious sedation for dental procedures, whether provided by a dental or medical practitioner, must be administered in accordance with the following nationally agreed protocols and guidelines: 

a. Conscious Sedation in the Provision of Dental Care, Report of an Expert Group on Sedation for Dentistry. The Standing Dental Advisory Committee, Department of Health 2003.

b. Standards for Conscious Sedation in Dentistry: Alternative techniques. 
                          Faculty of Dental Surgery of the Royal College of Surgeons of England and  

                          the Royal College of Anaesthetists, 2007.

c. Commissioning Conscious Sedation Services in Primary Dental Care, Department of Health, 2007. 
ii. When midazolam 10mg in 5ml (2mg/ml) is administered by slow titration and in accordance with the above guidance the risk of oversedation is extremely low. 

iii. Oversedation is most likely to be caused by incorrect titration (‘bolus’ injection). This has been a problem in medical practice for some time, but not in dentistry. SAAD teaches ‘conscious sedation’ (where the patient responds to verbal stimuli) not deep sedation’ (where the patient only responds to painful stimuli). 
iv. Many adult dental patients require more than 5mg midazolam in order to produce effective conscious sedation.   

Recommended action
Notwithstanding the excellent safety record of midazolam 10mg in 5ml in dentistry, SAAD believes that, in order to achieve uniformity of practice, it is sensible to have only a single concentration of midazolam in common usage.  The Society therefore recommends that the lower concentration of 5mg in 5ml (1mg/ml) should become the standard formulation. This will be reflected in SAAD teaching from March 2009.
Using the lower concentration means that, for most patients, practitioners will have to draw up two 5mg in 5ml ampoules (making 10mg in 10ml) in a 10ml syringe in preparation for administering sedation.  (N.B. A 10mg in 10ml formulation is not currently available in a single ampoule in Europe). 

Intranasal sedation using midazolam 40mg/ml 
i. Intranasal midazolam has revolutionized the provision of dental treatment under conscious sedation for many severely disabled people. The technique also enables many patients to receive regular dental examinations and preventative care without the need for general anaesthesia.   
ii. It is not possible to use the 5mg in 5ml (1mg/ml) concentration for this route of administration. 
iii. Following consultation with senior hospital pharmacists, SAAD understands that the new recommendations do not provide an adequate reason for reducing the availability of the 40mg/ml formulation. However it would be sensible to discuss supply and use with local pharmacy managers so that the clinical reasons for using this formulation are understood. 
Controlled Drug Regulations
Midazolam is a Schedule 3 Controlled Drug (CD). Ordering, storage and record keeping must be in accordance with Controlled Drug Regulations. Practitioners should contact their local pharmacy to discuss arrangements. Dentists/doctors using midazolam are responsible for ensuring that staff receive training in the correct handling of CDs.

(N.B. Flumazenil is not a controlled drug).
Further information:
http://www.dh.gov.uk/en/Healthcare/Medicinespharmacyandindustry/Prescriptions/ControlledDrugs/index.htm
http://www.homeoffice.gov.uk/documents/cdlist.pdf
http://www.npc.co.uk/controlled_drugs/cdpublications.htm
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