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Clinical decision and foresight to use unlicensed Bacteriostatic Sodium Chloride Solution in reconstitution of Botulism Toxin Type A:

This policy is an add on to the medications management policy created by Refine Beauty Aesthetics. 

Refine Beauty Aesthetics uses Botox and Azzalure in the clinic dependent on which area of the face is being treated. Azzalure in licensed in the UK for upper face cosmetic treatments, whilst Botox is licensed for the upper and lower parts of the face. Manufacturer guidelines for reconstitution of both Botox and Azzalure are to use non-preserved 0.9% sodium chloride, however, Refine Beauty Aesthetics has made the clinical judgement to use bacteriostatic saline for reconstitution which is an unlicensed product. 0.9% bacteriostatic saline (Tor-bac) is unlicenced in the UK.

Unlicensed medications may be prescribed for an individual patient based on a thorough assessment and face to face consultation by a suitably qualified practitioner. This practitioner can conclude that the unlicensed medication would benefit the patient and meet their needs based on medical knowledge, experience, and judgement. Unlicensed medications can be used when licensed medications are not available that will meet the needs of the patient which could be minimizing pain or discomfort. 

Refine Beauty Aesthetics is satisfied that there is sufficient evidence and experience to demonstrate the efficacy of bacteriostatic saline and takes full responsibility for prescribing the medication. RBA also takes full responsibility for the patient’s care, treatment, monitoring and follow up. 

Refine Beauty Aesthetics documents all medications used within each client’s profile on Fresha, including the medicine prescribed, batch number, expiry date and reason for use. 

When a patient expresses a wish to book a treatment consisting of Botulism Toxin injections, a form consisting of information regarding Bacteriostatic saline will be sent alongside their consent and medical history forms. This is to ensure they are aware of the use of an unlicensed product and the reason for this. Patients can ask any potential questions they have before treatment and can request to use 0.9% sodium chloride instead. On the form an option for product to be used will be provided. The clinic holds stock of 0.9% sodium chloride. 

Refine Beauty Aesthetics has made the decision to use bacteriostatic saline as it significantly reduces pain on injection compared to 0.9% sodium chloride. As nurses, our first and foremost responsibility is to “do no harm” to patients. Reducing pain to a patient is therefore ensuring this is upheld in a safe manner. 

Many clinical trials and papers written to support this, and in the use of bacteriostatic saline in reconstitution of Botulism Toxin Type A with focus on efficacy, safety and reducing pain on injection site. Below are some of the supporting evidences.
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