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1. Background 

Migraine is a chronic disease with episodic attacks defined by neurological symptoms 
such as headache pain, sensitivity to light, sound, and nausea that are often 
incapacitating.  It is highly prevalent, affecting approximately 1 in 7 individuals, and is 
associated with significant disability leading to societal and economic burden. 
(Allergan 2018). 

The use of Botox for Migraines follows clear guidance from NICE and is a specialist 
treatment. 

NICE guidelines define migraine as headaches for at least 15 days per month, of 
which 8 days have typical migraine features such as light or sound sensitivity and 
throbbing in nature. 

Under these guidelines, Botox (Botulinum toxin type A), has a UK marketing 
authorisation for the prophylaxis of headaches in adults with chronic migraine. 

 Botox is a purified neurotoxin complex, derived from the bacterium Clostridium 
botulinum. It has neuromuscular transmitter blocking effects transmitter by inhibiting 
the excretion of acetylcholine which results in loss of nerve signals in the 
sphenopalatine ganglion.  

NICE recommends the injections should be administered intramuscularly as 0.1 ml (5 
units) injections to between 31 and 39 sites around the head and back of the neck 
with a  recommended re-treatment schedule is every 12 weeks.  
 

The goal of Botox treatment is not to become completely free of headache or 
migraine; but to improve quality of life, and to convert migraine from chronic to 
episodic. About one in four patients do not respond; one in four respond well to the 
first or second set of injections, and half need more than two sets of injections to get 
a good response.  Studies show that 47% of patients had a 50% or greater reduction 
in the number of days with headache. (Migraine Trust). 
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2. Guidance 

Referral for Botox injections for chronic migraine can be made through pain clinic or 
neurology clinic once a diagnosis of chronic migraine has been made by neurology 
team and other pathology has been ruled out. 

When to use Botox: 

Botox could be considered an appropriate use of NHS resources for the prevention of 
headaches in adults with chronic migraine if found to comply with National Institute 
for Health and Clinical Excellence (NICE 2012) guidelines as follows: 

 (NICE) recommend Botox for the prophylaxis of chronic migraine, (defined as 
headaches on at least 15 days a month, eight of which have migrainous 
features, such as nausea, light or noise sensitivity, pulsating or lateralised 
pain).  

 That has not responded to at least three prior pharmacological 
therapies. 

(N.B. These include: Propanolol; Topiramate; Amitripyline)  

And :  

 Whose condition is appropriately managed for medication overuse 
headache. 

Treatment with Botox should be stopped in people whose condition: 

 is not responding to treatment (defined as at least a 30% reduction in 
headache days per month after two treatment cycles. 

Or 

 has changed to episodic migraine(defined as less than 15 headache days per  
month) for three consecutive months. 

Or 

 or when their clinician considers it appropriate to stop. 

How effective is Botox for Chronic Migraine? 

 The goal of Botox treatment is not to become completely free of headache or 
migraine; but to improve quality of life, and to convert migraine from chronic to 
episodic.  

 About one in four patients do not respond. 

 One in four people respond well to the first or second set of injections. 

 Half need more than two sets of injections to get a good response. 

 The recommended re-treatment for Botox schedule is every 12 weeks. 
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Exclusion criteria 
 

 Botox is solely for use in chronic migraine: not any other sort of migraine 

 People who are pregnant or breastfeeding cannot receive treatment 
 

Cautions with:  

 Other neurological disease (e.g. Bell’s palsy, neuropathy, Myasthenia Gravis) 
as these increase, the risks of side effects 
 

 Recent (within 3 months) cosmetic  botulinum toxin could increase side effect 
risk  

 Problems with injections e.g. Fainting 

 Previous problems or allergies with previous botulinum toxin injections  

 Inflammation, weakness or wasting or surgery of the muscles/skin at injection 
sites 

 Problems with swallowing or food or liquid or any breathing difficulties  

 Chronic muscle disease. 

 Nervous system disease. 

 Closed-angle glaucoma  

 Forthcoming surgery 

 On anticoagulants 

All of the above cases will be discussed in pain MDT regarding appropriateness 
of Botox treatment 

Side effects: 

Common: 

 Worsening migraine. (Within a day or two of the injections and this usually 
subsides. It can be treated with the patients usual prescribed medication for 
acute migraine) 

 Rash, itching 

 Pain, bruising, bleeding or infection at injection sites. 

 Drooping of eyebrows or eye lids. (Can begin after a couple of weeks and 
can last for a number of weeks, but does wear off). 

 Muscle weakness, pain, cramp, stiffness or tightness 

 Weakness and pain in the neck. (Can begin after 2 weeks lasting for a small 
number of weeks. It can be treated with regular simple analgesia above). 

Uncommon: 

 Difficulty in swallowing 

 Skin pain 
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 Jaw pain 

 Swollen eyelid 
Very rare: 

 Allergic reactions such as difficulty in breathing, swallowing or speaking after 
receiving Botox - contact their GP/ Emergency Dept. immediately. 

 Swelling including the face or throat, wheezing, feeling faint and shortness of 
breath - contact your GP immediately/ Emergency Dept 

3. Purpose 

The Standard Operating Procedure (SOP) has been written to: 
 
Identify the procedure for the delivery of a nurse led Botox clinic within an out-patient 
setting 
 
This SOP covers the use of Botox® for the treatment of chronic migraine. 

4. Scope 

This Standard Operating Procedure (SOP) relates to the following staff groups who 
may be involved in the delivery of this service: 
 
Pain Team Practitioners/medical staff which could include: any registered health 
professional including nurse, physiotherapist, pharmacist, operating department 
practitioner, paramedic and could include both independent prescribers and non-
prescribers as well as medical staff such as anaesthetists/trainee anaesthetists. 

5. Location  

This Standard Operating Procedure can be implemented in all clinical areas where 
competent staff are available to undertake this role, such as Eye Day case Ward are 
( Aka Vanguard Unit) or in an out-patient clinic room. 

6. Equipment  

Botox® (Allergan Ltd) is the form of Clostridium botulinum toxin A that is licensed for 
the treatment of chronic migraine. The vial contains 100 units. 
 

 Sodium Chloride 0.9% injection to be used to reconstitute Botox vials. 2ml 
should be used to reconstitute each 100 unit vial 

 Two 2 ml syringes for administration of the Sodium Chloride 0.9% into the 
Botox vial 

 Two 20G (blue) needle for drawing up the Sodium Chloride 0.9% and 
reconstitution of Botox 

 Four 1 ml syringes for administration of Botox 

 Four 30G (fine half inch) needle for patient administration of Botox using the 1 
ml syringe 

 Sterile gauze swabs for any potential bleeding at injection sites 
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The vial should be stored in a fridge at 2°C-8°C. When reconstituted it should be 
used immediately, but may be refrigerated at 2°C-8°C for a maximum of 24 hours. 
 
Botox is licensed by the Medicines & Healthcare products Regulatory Agency 
(MHRA) for use in chronic migraine for adults. 

7. Procedure 

The recommended reconstituted dose is 155–195 units, intramuscularly 0.1 ml (5 
units) injections to between 31 and 39 sites around the head and back of the 
neck. NICE guidelines recommend a re-treatment schedule every 12 weeks. 

All new patients are seen by a Pain Clinician or specialist pain practitioner in 
clinic where they will gather a medical/pain history and current medications/allergies 
from the patient. 
The patient will be assessed for Botox treatment (as per NICE guidelines) and given 
relevant Botox information leaflets (available via Allergan). 
 
In clinic, the pain clinician/pain practitioner will take valid written consent for the 
procedure in accordance with the Trust's Consent Policy having explained the 
rationale, procedure and possible complications. This consent form must be placed in 
the patient’s health records. 
A listing form should be completed for the procedure. 
 
The patient will then be referred into the outpatient pain procedure clinic. Before 
administration of Botox practitioners’ must: 

 Confirm that there are no contraindications or allergies. 

 Check expiry dates of all medicines and equipment prior to use. 

 Check that the patient has no difficulty in swallowing or breathing/is not 
pregnant or breast-feeding/ensure that the medical status and medications 
have not changed/check for any adverse reactions to previous Botox 
treatment. 

 Check the patient's details verbally and verify with the patient records to 
ensure correct identification. 

 Ensure that the consent form is present, correct and valid for the current visit. 

 Check recorded treatment plan and the identified injection sites. 

 Establish whether the patient continues to meet NICE criteria for 31 point 
Botox Injection’s. 

 If not suitable for Botox for any of the above, do not proceed with treatment 
and re-refer back to original pain consultant/pain practitioner for review. 

 Ensure Botox is prescribed on appropriate inpatient prescription form.  

7.1. Preparation of Botox  

(100 units per vial): 

 Reconstitute the Botox vial with 2mL of sodium chloride 0.9% using a 20G 
(blue) needle. 

 Gently rotate to mix the vial. Do not shake. 

 Draw up 1 ml of the solution for each of the four 1 ml syringes using the 20G 
(blue) needle and then change to 30G (fine half inch) needle for patient 
administration. 

 The resultant concentration is 5 units in 0.1mL 
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 This reconstituted solution may be stored for up to 24 hours at 2 to 8°C. 
Nevertheless the product should be used immediately. 

 Vials should not be split between patients to minimise the risk of clinical error. 

7.2. Injection Procedure 

 Check previous recorded treatment plan and the identified injection sites if Botox has 
been performed before. 

 Wash hands. 

 Ensure the patient is comfortably sitting in a chair, expose shoulders as required. 

 Do not use medical swabs for skin cleansing prior to injections, if the patient is 
wearing make-up, use gauze and water only for skin cleansing. 

 Do not rub the area after injection as this may cause spreading of the Botox into a 
wider tissue area. 

 Follow Botox injection site map, as illustrated below (point D is bilateral) 

 2 extra injections can be given bilaterally at: D Temporalis, E Occipitalis and G 
Trapezius depending on if a patient wishes extra points as a location they report 
most severe pain or tenderness. 

7.3. Disposal and Handling 

Unused Botox® vials should be inactivated with 2% hypochlorite solution (Milton) and 
disposed of in the purple-lidded sharps bin. 

7.4. Recording Treatment 

The following should all be recorded on the approved Botox for chronic migraine 
documentation Record (see Appendix 1): 

 Date and time of treatment 

 Named consultant and contact details 

 Consent and written information received and read 

 Any relevant medical history, medications and allergies 
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 Details of headaches, including number of headache days, character of headaches. 
number of migrainous headaches and migraine symptoms to ensure patient still 
meets NICE criteria. 

 Injection sites 

 Total dose administered 

 A sticker which details the expiry date and batch number should be removed from the 
Botox vial and placed on the treatment record as well as on the drug chart.  

 Signature, printed name and designation of person administering the Botox. 

 Any complications, incidents or near misses must be documented on the treatment 
record and on a Trust Electronic Incident Form in accordance with the Trust Incident 
Reporting Policy. 

7.5. Follow up Arrangements 

 The patient should remain in the department for 15 minutes after Botox injection to 
ensure no adverse reaction. 

 A discharge summary should then be complete and include information detailing the 
injection sites, any adverse effects, follow up details or details of next appointment. 

 A patient may be rebooked immediately if they have had multiple treatments with 
positive benefit.  

 All patients will have the outcome of their treatment recorded using the Botox follow-
up outcome measure (see Appendix 2) in order to ascertain their eligibility for further 
treatment. The collection of this information may be in person at subsequent 
treatment appointments or by telephone depending on individual circumstances, for 
instance: 
 When the patient is first starting treatment or if benefit is uncertain they may be 

offered a telephone follow up appointment where they will be asked the questions 
on the outcome measure; in order to ensure they are eligible to continue with 
treatment. 

 If the patient is having routine treatments as they have had previous benefit they 
will be asked the questions on the outcome measure at the beginning of each 
appointment prior to receiving their treatment; in order to ensure they are still 
eligible to continue with treatment. 

 If the patient continues to meet the criteria2 they will be offered another 
appointment. 

 If the patient no longer meets the criteria2 the patient will be given a 6 month 
open appointment to contact the pain team if the number of headaches they 
experience change; as they may then meet the criteria2.  

 If the patient continues to no longer meet NICE criteria2 they may be discharged 
from the pain team and referred back to the original referral source for further 
management (i.e. neurology dept, GP etc.). 

8. References /Associated Documentation 

1. Allergan: https://www.allergan.com/news/news/thomson-reuters/allergan-s-study-in-
chronic-migraine-receives-migr2018. https://www.botoxchronicmigraine.com 

2. National Institute for Clinical Excellence NICE: Botulinum toxin type A for the 
prevention of headaches in adults with chronic migraine. Technology appraisal 
guidance [TA260] Published date: 27 June 2012 

3. The Migraine Trust: https://www.nationalmigrainecentre.org.uk/migraine-and-
headaches/migraine-and-headache-factsheets/botox-for-migraine/ Accessed 4/9/19 

 

https://www.botoxchronicmigraine.com/
https://www.nationalmigrainecentre.org.uk/migraine-and-headaches/migraine-and-headache-factsheets/botox-for-migraine/
https://www.nationalmigrainecentre.org.uk/migraine-and-headaches/migraine-and-headache-factsheets/botox-for-migraine/
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9. Appendix1 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

  

 

 

 

 

 

 

 

 

 

Date:                  time:                

Other relevant medical history and medications: 

 

 

Allergies: 

Headache History 

Number of headache days in one month 

 

Character /severity of headaches: 

How many were Migrainous? 

 

Migraine symptoms: 

Botox for Chronic Migraine Documentation Record 

Consultant:                    

Bleep:     

Consented: Y/N 

Patient received and read written 
information regarding Botox: Y/N 

 

 

 

Drs Contact:  

Treatment Number:  
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NICE guidelines recommend retreatment schedule is every 12 weeks 

 The goal of Botox treatment is not to become completely free of headache or migraine; but to 
improve quality of life, and to convert migraine from chronic to episodic. 

 One in four patients do not respond. 
 

 One in four patients respond well to the first or second set of injections. 
 

 Two in four patients need more than two sets of injections to get a good response. 
 

Botox Injections: 

Clostridium botulinum toxin A. (Botox® Allergan Ltd) 
Each 100 units of Botox should be reconstituted with 2 mls of normal saline 0.9%.  

This equals 4 ml of reconstituted Botox which allows the administration of between 31 – 39 separate 
IM injections (0.1ml/5 units per injection) to provide the recommended dose of 155–195 units. 

 

Sites given: A   B   C   D (bilateral)   E   F   G   (Circle as appropriate)  

Total dose administered: 

Extra doses given: Y/N. Site:  Left/Right (Mark on picture above). 

Comments: 

Name:                                               Signature:                                       Designation: 

Date:                                                  Time:             

Actions/Rebooking: 
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10. Appendix 2 

Botox Follow-up Outcome Measure  
 

Do you feel 
confident that you 
can cope with your 
pain? 

Every day = 
0 

Most days 
= 1 

Some days 
= 2 

Never = 3 

Do you find it easy 
to relax and/or 
distract yourself 
from your pain? 

Every day = 
0 

Most days 
= 1 

Some days 
= 2 

Never = 3 

Do you feel 
confident that you 
can be active and 
do things you 
enjoy whilst living 
with pain? 

Every day = 
0 

Most days 
= 1 

Some days 
= 2 

Never = 3 

How would you 
rate your pain over 
the last few 
weeks? 

No pain = 0 Mild pain = 
1 

Moderate 
pain = 2 

Severe  
pain = 3 

At its best     

At its worst     

How much does 
your pain interfere 
with your… 

No 
interference 
= 0 

Mild 
interference 
= 1 

Moderate 
interference 
= 2 

Severe 
interference 
= 3 

Mood 
 

    

Relationships 
(friends &  family) 

    

Work (paid & 
voluntary)/Hobbies 

    

Sleep/rest 
 

    

General activity 
 

    

                                                                                                    
Total score 

/30 

 

NICE Criteria for Botox for Chronic Migraine2 

How many headaches have you had in the last 30 days? >15  <15 

How many migraines have you had in the last 30 days? >8 <8  

Has there been at least a 30% reduction in headache days? Yes No 

 
If the patient has gained at least a 30% reduction in pain related symptoms and continues to 
meet the NICE criteria2 the patient will be re-booked for further Botox treatment. 
 
If the patient does not experience at least a 30% reduction in pain related symptoms or does 
not maintain this reduction and no longer meets the NICE criteria2 the patient may be 
referred back to the original referrer e.g. neurology or GP or pain consultant for review. 


