SUNY Downstate Medical Center
Institutional Review Board

Scientific Reviewer Worksheet

PURPOSE: Scientific (or scholarly) review (SRC) evaluates the quality of the proposed research activity prior to submission to the IRB to ensure it meets an acceptable standard of scientific rigor and merit to ensure the likelihood of yielding valid and meaningful information.
SRC REQUIREMENTS:  Scientific (or Scholarly) Review is required prior to IRB approval of the following types of research projects:
· The following types of studies must undergo SR by the SUNY Downstate Cancer Program/Institute SRC, regardless of level of IRB review (e.g., full board, expedited, exempt, external IRB review).

· Any cancer-related study involving the prospective enrollment of research participants at SUNY Downstate,

· Prospective studies of tissue and/or body fluids with a scientific hypothesis related to cancer.
· Studies in which the eligibility criteria requires a cancer diagnosis regardless if the study’s focus is cancer or not. 
· All interventional studies involving cancer prevention.
· Research that includes individuals with cancer, individuals at risk for cancer, or individuals in a study involving a specific cancer focus (e.g., program evaluations, quality of life, and health education).

· Unless otherwise noted above, the following IRB applications must undergo SR review, by a Downstate SRC:

· Full Board Applications

· Expedited Review Applications that qualify for research reviewed under categories (1A) or (1B) (e.g., studies involving a drug, biologic, or medical device).

· Unless otherwise required by the Department Chair or Dean, the IRB does NOT require Downstate SR review on the following activities, (except SR is required for all cancer studies):

· Application for Exempt Review; 

· Application for Expedited Review, unless the research reviewed under categories (1A) or (1B) (e.g., studies involving a drug, biologic, or medical device).  Note: The IRB will make the final determination whether the study qualifies.
· IRB Decision Aid – Application for a Determination Letter to State IRB Approval is NOT Required;
· Application for Humanitarian Use Device (HUD) for Clinical Purposes;
· Application for Expanded Access to Investigational Drug/Biologic for Treatment Use; or
· Application for External IRB Oversight, unless local SR is required by the external IRB.

INVESTIGATOR GUIDANCE:

· New investigators are strongly encouraged to consult with a mentor when developing a research protocol and IRB application.  For guidance on writing a research protocol, please refer to the Template Research Protocols.

· For research design or statistical questions, the IRB strongly recommends consultation with a biostatistician. 

· For guidance on the SRC Process, refer to the IRB guidance.

· For general, technical, or policy questions, please consult the IRB at (718) 613-8480.

SRC REVIEWER INSTRUCTIONS:

1. The Department Chair or Dean determines which Scientific Review Committee (SRC) reviews the research under his/her area of responsibility and appoint SCR members to the SRC.

2. Whenever possible, the goal for initial SR review completion should be within 3-5 business days, when the review takes place via an ad-hoc basis (expedited) review process.  

3. The SRC must consider whether the SRC needs to obtain consultants to assist with the review or refer the study to another SRC with the required expertise to review the study.

4. If the study is acceptable, please complete and attach this form in IRBNet and e-sign the package.

5. If the study is flawed, please provide feedback to the PI to make the appropriate corrections.

6. For instructions on how to submit an IRB application, please see the DMC IRB Electronic Submissions website. 

	IRBNet #: 
Protocol Title: 
Principal Investigator: 
When SRC review is not required by the Policy IRB-01  (as noted above), check reason for SRC review:

 Required by Dean or Department Chair

 Requested by Principal Investigator

 Other, specify: 



	Study Design 

	Consider the following in your review of the Scientific Design and answer questions 1-2:

	What is the design of the study?
     Is the study designed as a feasibility pilot? for proof of concept?

     Is the study designed for hypothesis generation (i.e., is it exploratory) or is it confirmatory (i.e., a formal hypothesis testing 
     study)?
     Is the study designed to examine the efficacy/effectiveness of an intervention?

     If yes, is it designed to examine:
                    a.  superiority

                    b.  non-inferiority  or
                    c. equivalence of the intervention vs. placebo or an alternative intervention?

Are the study outcomes and other study variables clearly defined and measurable?

If the study employs random allocation to treatment, is the randomization strategy clearly described/appropriate?

If the study is observational, does the plan adequately control for bias and confounding?

If the objective of the study is to validate a new procedure or questionnaire, is the validation method appropriate?


	Please complete the following Study Design evaluation:
	Yes 
	No
	N/A
	Comments

	1. Has the study design been identified and clearly described? 
	
	
	
	


	2. Is the design appropriate to answer the research question(s)?
	
	
	
	



	Statistical Considerations 

	Consider the following in your review of the Statistical Methods and answer question 3 

	Has a sample size justification been included?
--Is it adequate for determining statistical power or precision? (i.e., are assumptions properly explained?

--Has adequate consideration been given to the potential number of study-eligible subjects, within the identified enrollment period?

--Has adequate consideration been given to potential loss to follow up?
Has adequate consideration been given to evaluation and statistical management of potentially missing data?
If the study is quantitative and inferential, are the statistical tests described appropriate to test the study hypotheses or to provide adequate estimates of population parameters?

If the study is descriptive or qualitative, is the analytic methodology clearly explained

	· 

	· 

	· 

	· 

	· 

	· 

	Please complete the following Statistical Considerations evaluation: 
	Yes
	No
	N/A
	Comments

	3.  Does the study protocol include an adequate statistical plan?
	
	
	
	


	
	

	Please complete questions 4-7
	Yes
	No
	N/A
	Comments

	4. Is the protocol likely to yield valid and    meaningful information?
	
	
	
	

	5. Are the research team’s qualifications and facilities sufficient to protect participants and achieve the objectives of the study?
	
	
	
	

	6. Do you agree that the study is safe to conduct   and that there is a proper monitoring plan in place?
	
	
	
	

	7. Based on the elements identified above,   (questions 1-6) does the proposed study have scientific merit?
	
	
	
	


	Summary Comments to PI from SRC:


	

	Recommendations for the PI: 


	If you will not approve the study, the PI should be given the feedback generated from this reviewer worksheet, so the study can be revised.
If you have answered “no” to any of the questions, but still wish to grant approval, please justify your recommendations for approval.

 FORMCHECKBOX 
Approve       FORMCHECKBOX 
Disapprove
Comments:



	Please list the name(s) of the SRC Reviewer(s) 
	     
Reminder: Attach this completed form to the IRBNet package and e-sign the submission.
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