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REVIEWER’S ASSESSMENT FORM – NON-INTERVENTIONAL PROTOCOL
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Study title:  ______________________________________________________________________

File number:  _____________________________________________________________________

Reviewed by:  ________________________________________Date:____________


Marking Key:      Yes          CR (Clarification Required)          No           NA (Not Applicable)


Please provide us with a review of the protocol according to our published guidelines.  The following questions have been provided to direct your attention to the substantive ethical issues.  If you have specific questions or comments, please ensure they are clearly written.  Thank you.

	1.  GENERAL
	YES
	NO
	CR
	N/A

	Is there a protocol title & identifying number (if any), version and date?
	(
	(
	(
	(

	Is the name of sponsor provided?
	(
	(
	(
	(

	Is the name of the funder provided?
	(
	(
	(
	(

	Is the name of Principal Investigator listed?
	(
	(
	(
	(

	Comments:  

	2. STUDY OBJECTIVES
	YES
	NO
	CR
	N/A

	Is/are the study objectives clearly outlined?
	(
	(
	(
	(

	Comments:

	3. BACKGROUND / RATIONALE
	YES
	NO
	CR
	N/A

	Are the methodologies described and justified?
	(
	(
	(
	(

	Is the relevance of the research clear?
	(
	(
	(
	(

	Is there scientific and/or medical data (e.g. examples from literature) to support the design of the study? 
	(
	(
	(
	(

	Are the reasons for conducting the research in light of current knowledge provided?
	(
	(
	(
	(

	Does it describe why the research needs to be done and its potential relevance?
	(
	(
	(
	(

	Comments:


	4.  STUDY DESIGN / TARGET POPULATION
	YES
	NO
	CR
	N/A

	Is the choice of study design (e.g. retrospective chart review vs. prospective component) explained?
	(
	(
	(
	(

	Are the details of why specific design features were chosen (e.g. how the length of evaluation period was chosen) explained?
	(
	(
	(
	(

	Are the methods and procedures clearly described?
	(
	(
	(
	(

	Has the patient population been described, including any restrictions on the population? 
	(
	(
	(
	(

	Are the source and number of participants clearly stated?
	(
	(
	(
	(

	Is the method for identifying/recruiting participants for the trial described?
	(
	(
	(
	(

	Are the consent procedures explained (if applicable)?
	(
	(
	(
	(

	Are the known and potential risks, including potential invasion of privacy and/or breach of confidentiality issues summarized?
	(
	(
	(
	(

	Comments:

	5.  STATISTICAL CONSIDERATIONS
	YES
	NO
	CR
	N/A

	Are the methods used to analyze the outcomes listed?
	(
	(
	(
	(

	Are the analysis and clinical basis for the sample size calculation described?
	(
	(
	(
	(

	Are primary and secondary hypothesis and their relation to the outcome measures described?
	(
	(
	(
	(

	Is the validity and reliability of the outcome measures described?
	(
	(
	(
	(

	Comments:

	6.  DATA COLLECTION, USE & STORAGE
	YES
	NO
	CR
	N/A

	Are the methods for collecting and maintaining confidentiality of records described?
	(
	(
	(
	(

	Is there an adequate plan for the destruction of records at the end of the retention period?
	(
	(
	(
	(

	Is the plan for secure storage of data explained?
	(
	(
	(
	(

	Are the methods for assuring protocol compliance, ethical standards, regulatory compliance and data quality described?
	(
	(
	(
	(

	Is there a plan for publication of research findings?
	(
	(
	(
	(

	Are the citations for all publications and presentations referenced in the protocol provided?
	(
	(
	(
	(

	Comments:


Major protocol concerns/issues:

RECOMMENDATION:  Approved  (
Clarifications Requested  (
Not Approved (
Approved = No concerns; approval with no modifications needed

Clarifications Requested= Modifications or information requested; study can be approved once appropriate response is received and reviewed

Not Approved = Major methodological flaws or ethical questions exist.   Requested changes or information must be resubmitted and reviewed by full Board.  The investigator will be invited to this re-review.
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