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REVIEWER’S ASSESSMENT FORM – INTERVENTIONAL STUDY 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?
	(
	(
	(
	(

	2.    STUDY OBJECTIVES / CLINICAL RATIONALE
	YES
	NO
	CR
	N/A

	Is the safety and efficacy profile of the test article, including the background and safety information derived from earlier human, animal and in vitro studies described?
	(
	(
	(
	(

	Are the risks and benefits appropriate of the intervention proposed?   
	(
	(
	(
	(

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

	Is the scientific rationale behind the study provided?
	(
	(
	(
	(

	Are the expected benefits of the test article reasonable?
	(
	(
	(
	(

	Comments:

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

	If placebo comparison is used rather than standard of care, is the justification provided adequate?
	(
	(
	(
	(

	Has adequate justification for use of an active comparator control arm been provided?
	(
	(
	(
	(

	Is there justification for plans to withhold or withdraw standard therapies?
	(
	(
	(
	(

	If randomization or blinding is used, has it been explained in adequately?
	(
	(
	(
	(

	Are the inclusion/exclusion criteria appropriate to the study design?
	(
	(
	(
	(

	Comments:


	4.  STATISTICAL CONSIDERATIONS
	YES
	NO
	CR
	N/A

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

	Are the statistical 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:

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

	Are the proposed measures for monitoring and reporting of adverse events described?
	(
	(
	(
	(

	Is the arrangement for protection of confidential information that might be gained or accessed in the conduct of the trial described?
	(
	(
	(
	(

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

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

	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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