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Introduction 

Epilepsy is a common condition with an incidence of 80 per 100,000 people.  At least 20% of people 

with a learning disability across their lifespan have epilepsy.  

 Chronic epilepsy is more likely to occur in people with a learning disability.                                                                                                                                                            

 Tonic - clonic status epilepticus is defined as prolonged or recurrent tonic – clonic seizures 

persisting for 30 minutes or more. Early treatment of tonic – clonic seizures in the premonitory 

stage of status epilepticus reduces morbidity and mortality.     

 Midazolam belongs to a group of medicines called benzodiazepines, which are used to treat a 

number of different conditions, including seizures 

 If a seizure lasts for more than five minutes, it may be difficult to stop unless treatment is given. 

It is therefore important that rapid treatment is given to stop the seizures and therefore prevent 

status epilepticus. Status epilepticus is a condition where a person has a seizure (convulsion or 

fit) or a series of seizures that last for 30 minutes or more, without a complete recovery of 

consciousness. 

 The administration of buccal midazolam is considered to be a less invasive procedure than the 

administration of rectal diazepam and the issues of privacy and dignity are less compromised 
 

Procedure 

1. The Midazolam Solution should be placed against the sides of the gums and cheek so that the 

medicine is absorbed directly into the bloodstream. This is known as the buccal or oromucosal 



route. If the medicine is swallowed accidentally, it might not work as quickly. Buccal 

midazolam is available as: 

• Buccolam contains Midazolam Hydrochloride 5mg in 1ml in pre-filled oral syringes of 

2.5mg, 5mg, 7.5mg and 10mg. 

• Epistatus contains Midazolam Maleate 10mg in 1ml. Epistatus is available as pre-filled oral 

syringes of 2.5mg, 5mg, 7.5mg and 10mg.  

• It is important to note Epistatus is twice as strong as Buccolam. This has potential for 

administration errors, particularly if switching between brands. 
 

2. Buccolam 

i) Buccolam was the first buccal midazolam licensed product. It has a paediatric licence to 

treat prolonged, acute, convulsive seizures from the ages of 3 months up to and including 17 

years. It is supplied as a single-dose, age-specific, pre-filled needle free oral syringe. Each 

syringe is colour coded and contains the prescribed dose for a particular age range. All 

preparations contain 5mg of midazolam in 1ml but are presented in differing volumes. 

ii) Recent NPSA alerts highlighted dosing and administration errors as a result of the wrong 

type of syringe used. Care should be taken to ensure that the correct dose is used. The 

different Buccolam preparations are outlined below:  
 

Age 
Dose of buccal 

midazolam 

Colour Code of Buccolam  

Syringe and Box 

10 years and over 
(adult dose-unlicensed) 

10mg in 2ml orange 

5 - 9 years 7.5mg in 1.5ml purple 

1 - 4 years 5mg in 1ml blue 

3 months - 12 months 2.5mg in 0.5ml yellow 
 

iii) Important safety note about the Buccolam pre-filled oral syringes only: The pre-filled 

syringes under the brand name Buccolam come with a red protective cap on the end of the 

syringe, which should be removed before giving the dose. Removing the red protective cap 

should also remove the translucent tip-cap underneath it but occasionally they do not come 

off together. 
 

If the tip-cap is still in place, it will stop the medicine coming out of the syringe and if you 

push the plunger harder, the tip-cap itself could fall off and land in the mouth, where it 

poses a choking risk. 
 

When you remove the red protective cap, always check that the tip-cap has been removed 

as well. If it has not come off inside the red protective cap, pull this off separately before 

administering the dose. 

iv) Adults: Use of the licensed preparation Buccolam for individuals over the age of 17 years 

is an ‘off label/off licence’ use for the product and is outside of the recommendations of 

the marketing authorisation. The recommended dose is the same as that for the older child,. 

Epistatus is 10mg in 1ml whereas Buccolam is 10mg in 2ml This ‘off licence’ use is 

justified in the emergency situation. 
 

The prescriber must take full clinical and professional responsibility for the prescribing of 

an unlicensed medicine or when a medicine is used off licence. The manufacturer carries 

no legal liability for the unlicensed use of their product for any harm that ensues. The 

prescriber should be aware that this alters (and increases) their professional responsibility 

and potential liability, placing greater responsibility on individual prescribers.  
 

Contraindications include hypersensitivity and acute narrow angle glaucoma. The safety of 

midazolam in pregnancy has not been established. 
 

3. Procedure for using Buccolam pre-filled oral syringes: 

• wash your hands and put on disposable gloves 



• reassure the individual and explain to the person what is happening 

• check the dose and expiry date of the pre-filled syringe provided with the prescription record 

and PRN protocol  

• remove the oral syringe from the packaging 

• position the individual with their head supported 

• hold the chin to keep the head steady 

• gently open the mouth by holding their chin and gently applying downward pressure on their 

lower lip 

• to locate the buccal cavity, gently tilt the syringe upwards and very slowly administer half the 

liquid 

• place the syringe into the side of the mouth, between the gums and teeth 

• if possible, divide the dose so you give half into one cheek  and the remaining half into the 

other cheek. 

• slowly push the plunger of the syringe down until the syringe is empty 

• watch for any breathing difficulties 

• confirm that the seizure has stopped 

• dispose of the syringe safely 

• wash hands and equipment and dispose of waste appropriately 

• sign the appropriate records for controlled drugs and the administration of Buccal Midazolam 

• continue to monitor the individual, complete the seizure record charts 

• Inform the parent or relevant person 
 

4. Epistatus: Epistatus is licensed for use in the treatment of prolonged, acute convulsive seizures 

in children and adolescents aged 10 to less than 18 years, who have been diagnosed with epilepsy                    

Epistatus is an oromucosal solution. The active ingredient in Epistatus is 10mg midazolam (as 

maleate). Epistatus must only be used where the person has been diagnosed to have epilepsy. For 

children and adolescents aged 10 to less than 18 years the standard dose is 10 mg (1mL) 

administered buccally. Epistatus as it is no longer a 5ml bottle with separate syringes that require 

drawing up. It comes in a 1ml pre-filled syringe. Instructions to administer Epistatus  

• check the prescription and PRN protocol 

• wash your hands and put on disposable gloves 

• reassure the individual and explain what is happening 

• Epistatus is for oromucosal ("buccal") use only and must only be used in the mouth 

• it should be administered directly from the pre-filled buccal syringe into the person's buccal 

cavity (the space between the inner cheek and the gums): 

• pull the tamper evident tab on the side of the plastic packaging case, open it and take the 

syringe out. 

• do not use if the solution is not clear (e.g. if it's cloudy or white particles are present) 

• holding the clear finger grips, unscrew the amber sheath cap in an anti-clockwise direction 

• remove the amber sheath cap and dispose of it safely 

• using your finger and thumb, gently pinch and pull back the person's cheek 

• place the tip of the syringe into the back of the space between the inside cheek and the lower 

gum (buccal cavity) 

• slowly administer approximately half of the solution to the buccal cavity on one side of the 

mouth and then administer the remainder slowly to the other side, by pressing the syringe 

plunger until it stops 

• if it is particularly difficult to get the syringe into one buccal cavity, then administer the whole 

dose over duration of 4-5 seconds into the other buccal cavity 

• the dose must not be administered below the tongue since the teeth may clamp shut and break 

the syringe in the mouth 

• watch for any breathing difficulties 

• confirm that the seizure has stopped 

• dispose of the syringe safely 

• wash hands and equipment and dispose of waste appropriately 



• sign the appropriate records for controlled drugs and the administration of Epistatus 

• continue to monitor the individual  
 

After Treatment 

 as buccal midazolam can cause severe drowsiness, the solution should not normally be 

administered until after the seizure has lasted 5 minutes 

  however, in exception to the recommended 5 minute delay, individuals known to suffer tonic-

clonic seizures that usually last more than 5 minutes with loss of consciousness should be 

advised to administer midazolam immediately or even at the first indicative signs of seizure 

onset and for those individuals, until experience indicates otherwise, it may be advisable to call 

an ambulance without delay.  

 the usual dose for a person aged 10 years and over is 10mg (ten milligrams) of Epistatus®, 

however, the dose should be checked if other products are prescribed 

 using the oral syringe provided, half of the prescribed dose is administered to each side of the 

buccal cavity (between the lower gums and cheeks) 

 if this is not possible, then the whole dose is administered to the buccal cavity on one side of 

the mouth 

 the dose must not be administered below the tongue since the teeth may clamp shut and break 

the syringe in the mouth 

 in cases of excessive salivation Epistatus® can be administered intra-nasally 

 in normal circumstances an ambulance should be called at the same time as the first dose of 

midazolam is administered, however, if it is known that the service user usually responds 

positively to the first dose then the call for an ambulance should wait until the second dose is 

needed 

 ideally the individually should remain supine for at least an hour after administration 

 the patient will be drowsy for several hours after administration and may be protected from 

recurring seizures for up to four hours 

 The Individual will be drowsy for several hours after administration and may be protected from 

recurring seizures for up to four hours. 

 Depending on the individuals level of consciousness they may require to be placed into the 

recovery position to protect the person’s airway. 
 

Repeat doses  

 initial effects become apparent after approximately 5 minutes, if no beneficial effect (that is 

reduction in seizure activity) is apparent 10 minutes after administering Midazolam, then 

another dose of 10mg (ten milligrams) is administered 

 If no beneficial effect is apparent 5 minutes after the second dose, then wait for the ambulance 

 no more than two doses of 10mg (ten milligrams) of midazolam should be administered in any 

24 hour period 

 if both doses have been used and seizures continue an ambulance is called 
 

Side Effects / Contraindication / Precautions and Treatment of Overdoses  

 always refer to and familiarise yourself with the Patient Information leaflet that is provided 

with each Epistatus pack dispensed 

 Drowsiness, prolonged sedation and ataxia are the most commonly reported side effect. 

 Nausea, vomiting, constipation, dry mouth and hiccup have also been reported 

 Respiratory depression may occur after 3 doses administered closely together, therefore, a third 

dose should only be administered in hospital 

 Buccal midazolam should be used with caution in service users with chronic respiratory 

insufficiency. 

 Severe irritation to mucous membranes may occur after nasal administration 

 Paradoxical reactions (e.g. agitation, involuntary movements, hyperactivity, hostility, 

aggression and excitement) have been reported, although these are rare  

 Contraindications include hypersensitivity and acute narrow angle glaucoma  

 The safety of midazolam in pregnancy and breastfeeding has not been established  



 Signs of respiratory depression and overdose may be indicated by excessive somnolence, 

confusion, hypotension, decreased respiratory rate and paradoxical excitation, an ambulance 

should be called immediately.  
 

Storage of Midazolam  

 Buccolam is available in cartons containing four pre-filled, orange-coloured syringes, the pack 

should be stored upright at 15-25oC and never be refrigerated or frozen 

 up to date information regarding the storage of buccal midazolam should always be obtained 

from the PIL provided with each pack 

 Buccal midazolam oral syringes must be kept in the protective plastic tube which must have an 

intact tamper evident seal 

 Buccal midazolam must be kept in a locked controlled drugs cupboard and recorded in the 

controlled drugs register 

 where buccal midazolam is used for leave purposes, it must be entered in and out of the 

controlled drugs register to maintain an audit trail 

 any buccal midazolam that needs to be destroyed must be done in accordance with guidelines 

for the destruction of controlled drugs  
 

Training 

Epilepsy awareness training and buccal midazolam training is provided by an epilepsy specialist 

nurse. The core components for this training will meet Joint Epilepsy (JEC) guidelines. Only people 

who have been trained by a specialist will be asked to administer buccal midazolam. Records of 

competency in the administration of buccal Midazolam must be kept for every trained member of 

staff and reviewed regularly 
 

Related Guidance 

 NICE clinical practice guideline on the diagnosis and management of epilepsy in children and 

adults last updated in April 2018 NICE Guidelines (CG137) 

https://www.nice.org.uk/Guidance/CG137  

 Epistatus UK https://www.epistatus.co.uk/hp/what_is_epistatus.html  

 Guidelines For Carers Administering Epilepsy Emergency Medication 

https://www.epilepsysociety.org.uk/news/new-guidelines-for-carers-administering-epilepsy-

emergency-medication-launched-17-06-2019 
 
 
 

APPENDIX 1:  
 

The Medication Plan must clearly specify the exact intervals when medication is to be administered in 

an epileptic seizure. The individual Medication Plan is prescribed by an epilepsy specialist (learning 

disability consultant or higher trainee), in collaboration with the community nurse, carer and 

individual. (Follow the epilepsy management plan (EMP )/ protocol if dose ineffective (if there is 

no specific guidance and the dose is ineffective, dial 999 for an ambulance.) 
 

Buccal Midazolam Medication Plan 

Name of Resident  

Seizure classification and description of seizures which may 

require buccal midazolam 
 

After how long of seizure activity should buccal midazolam 

be administered? 
 

What is the first dose of midazolam that should be 

administered? 

 

 

 If there are difficulties in the administration of midazolam 

what actions should be taken? 
 

What is the individual’s usual reaction to buccal 

midazolam? 

 

 

Can a second dose of buccal midazolam be given?   

https://www.nice.org.uk/Guidance/CG137
https://www.epistatus.co.uk/hp/what_is_epistatus.html
https://www.epilepsysociety.org.uk/news/new-guidelines-for-carers-administering-epilepsy-emergency-medication-launched-17-06-2019
https://www.epilepsysociety.org.uk/news/new-guidelines-for-carers-administering-epilepsy-emergency-medication-launched-17-06-2019


After how long can a second dose of buccal midazolam be 

given? 
 

How much buccal midazolam is given as a second dose?  

What is the maximum dose that can be given in 24 hours?  

 

 When should 999 be dialled for emergency help?  

 
When should the clients GP be consulted?  

 

 
Who should witness the administration of buccal 

midazolam? 

 

  

Who needs to be informed? (Parent / Carer / GP / 

Community Nurse etc. and contact details)  

 

 

Under what circumstances must Buccal Midazolamt NOT 

be given e.g. Rectal diazepam already recently 

administered? 

 

 

All Occasions when Buccal Midazolam is administered must be recorded 

This Plan has been agreed by the following:                                                                                                                                         

Prescribing Doctor  
Signature  

Date  

Community Nurse  
Signature  

Date  

LPA / Representative / 

Advocate 
 

Signature  

Date  

RGN  
Signature  

Date  

Resident’s Name  
Signature  

Date  

If the client does not have the capacity to consent to the use of buccal midazolam a statement to 

that effect should be written here by the epilepsy specialist. 

 

Epilepsy Specialist’s 

Name 
 

Signature  

Date  

 

APPENDIX 2: 
 

Report form: Suspected reaction to Midazolam given as emergency treatment for Epileptic 

Seizures 

Name  D.O.B.  

Time  

Dose  

Route  

Midazolam as a Buccal / lntranasal preparation is unlicensed. Please report all suspected 

reactions to the Consultant. Please give a clear account of the event. 

 

Signature                                                          Date  



Copy to be put in care plan and sent to relevant health professional 

 

APPENDIX 3: 
 

Record of staff members authorised to administer Buccal Midazolom 

Name of Resident  D.O.B.  

Name     Signature  Date  

Name     Signature  Date  

Name     Signature  Date  

Name     Signature  Date  

Name     Signature  Date  

Name     Signature  Date  

This form must be kept in the individuals care/support plan with their medication administration record  

/ plan 

Review Date of staff training                                       Reviewed by  


