
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

*KD arm only 

 

 

A Physical exam (complete or symptom directed) including weight, length, head 
circumference, general examination 

B Clinical Laboratory (see Appendix 1) 

C Issue/collect seizure diaries 

D Administer side effects questionnaire 

E Infant Toddler Quality of Life Questionnaire™ 

F Vineland Adaptive Behaviour Scales - Second Edition 

G Special Assay – fatty acids 

H Issue/collect food diary 

 I Home monitoring including urine dipstick or blood spot ketones 

J Seizure recording must be captured daily 28 days before 12 month review 

Consent/Baseline  
(Day 1 to Day 7 or 14)               

6m review 

 

4 week assessment 
Clinical review 

 

            Ketogenic diet (KD)     Further ASM 

8 week assessment  
 Seizure outcome 

 

4 week assessment 
Clinical review 

 

Continue or decision to change 
Offered KD 

8 week assessment  
 Seizure outcome 

 

Continue or decision to change 

 

End of primary 
outcome 
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Randomisation 
(Day 8 or 15) 

 

A   B   C   D    E   G* 

A   B   C   E   F   H   G 

       9m review 

 

          12m review 
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