
Important risk minimisation 
information for Healthcare 
Professionals: 
Sodium Oxybate 500 mg/mL 
oral solution Treatment 
Initiation and Follow-Up 
Visit Form

  

 

This treatment initiation form is essential to ensure the safe and 
effective use of Sodium Oxybate 500 mg/mL oral solution
 and the appropriate management of the important risks.

Please complete all sections of this form, sign and date and retain in 
your patient’s medical records.

Please also review the Summary of Product Characteristics for complete 
information about this product.

For further supplies of this form and the patient-aimed educational 
materials provided, please contact medinfo@ascend-labs.co.uk

Sodium Oxybate 500 mg/mL 
oral solution



Name of Patient ............................................................................................................................................................................................................................................................................................................................................................................................

 CRITERIA TO ENSURE SAFE USE

1. Verify patient meets criteria for appropriate use of Sodium Oxybate 

  Diagnosis of narcolepsy with cataplexy
  Age 18 or older
  No history of major depression
  No current use of opioids or barbiturates

2. Assess whether any of the following apply to your patient and whether Sodium Oxybate 
use is appropriate

  Any history of drug abuse (Sodium Oxybate has the potential for abuse and dependence)
  Additional risks of respiratory depression
  Underlying respiratory disorder

2  BMI ≥40 kg/m
  Previous history of depression (depression/suicidality is a risk associated with Sodium 
  Oxybate use)
  History of seizures

3. Review patient’s concomitant medications and adjust as necessary
  Sedative hypnotics
  Antidepressants
  Modanil
  Medicines that increase central nervous system activity
  Other drugs that are metabolized by GHB dehydrogenase such as valproate, phenytoin or 
ethosuximide

  Topirimate

4. Counsel patient on the following and the need to seek medical advice where appropriate:
  Importance of abstaining from alcohol use
  Symptoms of respiratory depression
  Symptoms of depression/suicidality
  The potential for Sodium Oxybate to cause seizures
  CNS effects and that Sodium Oxybate will severely impair ability to drive and use machines

5. Explain conditions of safe storage of Sodium Oxybate 
  Keep out of reach of children
  Do not share or sell Sodium Oxybate 

6. Instruct patient on:
  Proper dosing and use of the dosing syringe

7. Provide the patient with educational materials
  Patient Alert Card
  Frequently Asked Questions patients may have about the safety of Sodium Oxybate 
  Dosing and Administration Brochure

UK Specic Information

I conrm I have checked all of the above items prior to the patient commencing Sodium Oxybate 

Name of Physician/Healthcare Professional .............................................................................................................................................................................................................................................................

Signature ................................................................................................................................................................................................................................................Date  .................................................................................................................................................

Reporting suspected adverse reactions after authorisation of the medicinal product is important. It allows 
continued monitoring of the benet/risk balance of the medicinal product. Healthcare professionals are asked 
to report any suspected adverse reactions via www.mhra.gov.uk/yellowcard  

 
Adverse events should also be reported to-
Ascend Laboratories (UK) Ltd. 
4th oor, Elsley Court 20-22 
Great Titcheld Street 
London, W1W 8BE 
United Kingdom 
Tel: 0800 047 0073

Tear off

Tear off

FOLLOW-UP VISIT
Patient Name:

Date of Visit:

 CRITERIA TO ENSURE SAFE USE

 Assess and encourage patient to take Sodium Oxybate as prescribed

 • Appropriateness of dosage

 Review concomitant medications for changes that might cause drug-drug interactions

 Monitor for signs of abuse, misuse or diversion of  as prescribed

 Stress importance of abstaining from alcohol use

 Assess whether benets of  as prescribed treatment continue to outweigh risks
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