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	What is your recommendation for this item?

	 FORMCHECKBOX 
Approve without changes  FORMCHECKBOX 
Approve out of session with changes  FORMCHECKBOX 
Not Approve and resubmit

	Review 

	1. Research Merit and Integrity (NS1.1):

	Does the research proposal ask a relevant/worthwhile research question? 
	Yes/No

	Trial aims to validate personalized transcranial alternating current stimulation (tACS) in depression. Proof of concept study. tACS delivered with a battery-drive experimental device which gives a voltage controlled current across electrodes held with a fitted cap. Maximum duration of treatment 20min. Sham voltage delivered as control. Device is similar to commercial devices but uses different program which can be individualised for each patient. Patients can continue most existing treatments. Aims to see if tACS can modulate theta oscillations & depressive symptoms. 

	Has the researcher justified the need for this research? 
	Yes/No

	Current treatments require frequent clinic attendances. Non-personalised tACS has been shown to have modest & variable effects. Proposed treatment can potentially be done at home by patient (though performed in a clinic in this study).

	Will the proposed methodology answer the research question(s)?  
	Yes/No

	Proof-of-concept study – aims to determine whether tACS during certain tasks can modulate theta activity, behavioural performance & symptoms. 
Part A: ≤10pts – assess safety/efficacy, confirm procedures.

Part B: Double-blind, randomised, sham-controlled study. 20 treatment sessions (1/day – Mon-Fri)
4 blocks of treatment of 300 sec with 30 sec rest between blocks Theta frequency assessed between blocks & subsequent stimulation based on preceding assessment. 

Treatment schedule is onerous – involves attendance at JCSMR for 5 days of the week for 4 weeks in addition to pre- and post-treatment visits. This may affect recruitment.

	Is the protocol following good clinical practice?
	Yes/No

	Yes. Subjects will be assessed to ensure adequate cognitive function through ability to recall study information before proceeding.

	Are the power calculations, indicating the number of recruits required, accurate?
	Yes/No

	Calculation based on earlier study of tACS. 20 subjects give 80% power to detect 10-point difference + 5 subjects in both groups to allow for dropouts. Total number for Study B = 50. Feasibility discussed in Protocol. 

	Is the proposed statistical analysis robust and accurate enough to deal with the data generated?
	Yes/No

	I am not qualified to comment. Appears well thought-out. 

	Are the drug safety issues fully addressed?
	Yes/No

	Side effects: minor local, transient headache, “lights in eyes”. Subjects will be monitored for worsening of depressive symptoms. Ability to give consent will be examined in detail. Procedures for dealing with adverse reactions and unexpected pregnancy explained in protocol.
Can tACS induce epilepsy in susceptible individuals?

	Are the risks to recruits detailed in the proposal listed fully and completely in the PICF?
	Yes/No

	Side effects are relatively mild and transient.

	Suggested Comments to the Researcher from HREC 

	RMI (NS1.1)

· 

	Do you have comments for the HREC to consider against any of the other NS criteria?
	Yes/No

	Justice (NS1.4)

· 

	Beneficence (NS1.6)

· 

	Respect (NS1.10)

	General Comments on Risks and Benefits
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