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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
See comments in bold

	Review 

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

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

	Randomised, controlled, crossover (to open label), double-blind study of home-based transcranial alternating current stimulation (tACS) in obsessive-compulsive disorder (OCD). Evidence of abnormal electrical oscillatory activity in brain in OCD, and tACS may help to alleviate this. tACS can be administered by patients at home. tACS shown to be effective in refractory schizophrenia and major depressive disorder. Direct current previously shown to result in successful outcomes in OCD. CNS changes after tACS shown to persist after treatment ceased. Previous small studies have shown benefit of tACS in OCD.
Will examine post-treatment EEG to investigate mechanism. PI has conducted previous pilot study of tACS in OCD. Control group uses sham procedure which emulates sensations of active treatment. Treatment duration 6 weeks, follow-up 3 months. Followed by open-label phase for participants & investigators – all participants will receive tACS. 3-monthly assessments for 1 year. Baseline EEG, followed by post-treatment EEG in first 60 subjects. Baseline EEG will be used to determine individualised alpha frequency. tACS device not approved by TGA. Numerous studies of tACS in other mental health conditions. Patient will be recruited from Monarch Mental Health Group, a private clinic in Sydney; and the general community. Study will be widely advertised to the public.

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

	Lack of effective treatments for OCD.

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

	100 subjects total. 

	Is the protocol following good clinical practice?
	Yes/No

	Device not approved. Will therefore not be offered at the trial conclusion. Participants will be screened and monitored for capacity to provide informed consent, and distress during study. Study overseen by Data and Safety Monitoring Board (DSMB)/independent governance steering committee. Informed consent obtained remotely. Subjects will be evaluated for their recall of study details.
There is no mention in the PICF of reimbursement for travel/accommodation to participants.

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

	Based on meta-analysis of brain stimulation in OCD, 75% effect. Power 0.8, error probability 0.02. Required sample size 30 in each group. Extra allowance made for dropouts. Is number of subjects excessive?

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

	Detailed description given.

	Are the drug safety issues fully addressed?
	Yes/No

	Reported side effects are all mild. Device cannot be used and charged at the same time. Device has safeguards against excessive voltage administration.

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

	

	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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