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	HREC Reference Number
	

	Project Title
	

	Principal Investigator
	

	Version & Date (of the protocol under review)
	

	Reviewer Name
	

	Job Title
	
	Institution
	

	I agree to maintain confidentiality of all matters & documents regarding this project. 

I am independent of this project and have no potential conflicts of interest in reviewing this research protocol. 

Agree  FORMCHECKBOX 
 or Declare Potential Conflicts of Interest: 

                               


	Using the right column please indicate if the criteria have been addressed, in your opinion.
Any “NO” response should be explained on the following page. Please use the second table (page 3) to make comments regarding required changes or suggestions which could improve the project. 
	YESNON/A

	Project details:  Has all appropriate information been included?

(Investigator details and project title, protocol version number and date)
	

	Research question:  Is there a clearly and precisely defined, answerable question? 

Is there a clear aim or objective?
	

	Background: Is the research question an important one? Does the background information provided give a good rationale for why the project is being done? Is the study useful to clinical practice?

Is there a real problem/ knowledge gap that needs filling?
	

	PROTOCOL

	1
	Design: is the design appropriate to the aim? Will the study address the question being asked and is it likely to produce an answer? 
	

	2
	Bias and confounding: Has the study been designed to minimise the risk of bias? Have the investigators adequately accounted for the influence of potential confounders?
	

	3
	Randomisation and Blinding: Where applicable, is enough detail provided on exactly how randomisation and blinding will be achieved, including who is responsible?
	

	4
	Sampling issues: Will the proposed study group be large enough to provide sufficient statistical precision or power, where appropriate? Is there a reasonable justification for the proposed sample size? Will the sample collected be reasonably representative of the population in question?
	

	5
	Feasibility: Is there sufficient evidence to indicate that it will be possible to obtain the numbers required for the study? Is the study feasible in terms of funds, time and other resources?
	

	6
	Participants: Are the criteria for eligibility clear and justified? 
	

	7
	Recruitment: Does the Protocol clearly describe the process for the identification, approach, recruitment and consent of all participants i.e. who, when, how and by whom? Is the recruitment strategy in line with Privacy Laws?
	

	8
	Intervention or exposure: Is the intervention or exposure factor clearly described in adequate detail, where appropriate? If the intervention is a drug, are details of dose, delivery, preparation, handling and compliance provided?
	

	9
	Procedure plan: Has an appropriate plan of the study been detailed? Is the estimated duration of the project stated and appropriate? Is it clear how a participant will progress through treatments, procedures, assessments and visits, where applicable?
	

	10
	Outcome measures: Are these appropriate and achievable? Are definitions sufficiently detailed? Is the relevant data being collected on the proposed outcomes?
	

	11
	Adverse Events: Is there an appropriate plan for detecting, managing, recording and reporting defined adverse events, where applicable?
	

	12
	Data collection: are the proposed data collection tools and data management systems appropriate for the project?
	

	13
	Analysis: is there an adequate indication of what analysis will be done on outcome measures to answer the research question? Are the proposed analyses appropriate?
	

	APPLICATION (NEAF or CAF)

	14
	Have all questions been answered appropriately? Is the information in the application consistent with the protocol? Have all signatures been provided i.e. supporting departments.
	

	INFORMATION STATEMENTS:

	15
	Have all the required Information Statements & Consents been submitted i.e. Parent/Guardian & Participant (if applicable)?
	

	16
	Background & Purpose: sufficiently detailed and clear?
	

	17
	Methods & Demands: reflecting the protocol requirements regarding participant involvement?
	

	18
	Risks & Benefits: properly explained, unexaggerated, for both participants & the wider community
	

	19
	Tissue: collection (how much, what types), use (what tests), storage (where, for how long, labelled how) & disposal (immediately after testing or kept for future research, if so what types)
	

	20
	Alternatives to participation: clearly and correctly listed
	

	21
	Funding: amounts (fully, partially) and sources, as well as financial (or other) declarations of interests of parties
	

	22
	Payments to participants: are they reimbursement for costs only, i.e. not incentives to participate
	

	23
	Dissemination of Results: likelihood & form e.g. publication, summary to participants etc
	

	24
	Right to Withdraw: at any stage, plus any implications of withdrawal and whether it is possible to withdraw data already collected.
	

	25
	Voluntary consent: clear that the participant has the choice to participate (or not) 
	

	26
	Privacy & Confidentiality: how this will be protected
	

	28
	Injury & Compensation: provision of services to participants adversely affected by the research
	

	29
	Contact details of Researchers: for questions and further information
	

	30
	Contact details of Independent party: for complaints
	

	31
	Consent Page: signatures appropriate i.e. is the researcher statement & signature appropriate (it may not be for mail outs) or is a witness necessary? Any optional choices (i.e. storage of tissue for future research) have an appropriate tick box.
	

	OTHER DOCUMENTATION

	32
	Have all the required supplementary documents been submitted (as per Protocol) e.g. Questionnaires, Letters of Invitation, telephone scripts etc. Are the questionnaires appropriate? Is the patient information clear and easily understood?
	

	Project management: have adequate arrangements been specified for conduct and oversight?
	

	Expertise: Does the research team include (or have access to) all the necessary expertise for the project?
	

	Ethical issues: Have any potential ethical issues been addressed? Are risks to participants minimised?
	


	Scientific Review Proforma

	Each question, comment, suggestion or requirement should be separately numbered or bulleted. 

Where possible please reference the applicable document, section and page number.

Please use appropriate wording to indicate whether a point is a:

· general comment (remarks that the investigator does not need to respond to)
· required change (points that the investigator must address by either making the required change, or producing a cogent argument against the change) 
· suggestion (points that may improve the project; not of such importance that they would render the project scientifically invalid/unethical if the investigator did not address the issues)

	General

	

	Protocol

	

	Application (NEAF or CAF)

	

	Information Statements

	

	Other Documents: 

	

	

	REVIEWER RECOMMENDATION: 

	1) Please assess level of risk and recommend the type of ethical review required (check 1 box only):

	 FORMCHECKBOX 
 Full HREC (greater than low risk; potential for harm)
	 FORMCHECKBOX 
 HREC Chair (low risk; burden only)

	2) Please recommend a pathway for ethical review (check 1 box only)

	 FORMCHECKBOX 

	Project is scientifically sound. Response to queries is not required before ethical review. 

Proceed directly to HREC (or HREC Chair) 


	 FORMCHECKBOX 

	Project requires some work. Response to queries is required before ethical review. 

Responses from researchers required prior to review by HREC (or HREC Chair) 


	 FORMCHECKBOX 

	Project requires a lot of work. Response to queries is required and additional scientific review required following submission of responses.

	

	Reviewer’s

Signature
	
	Date
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