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University Medical Center of Southern Nevada Clinical Trials Office Required Review Worksheet
	WORKSHEET: UMCSN Clinical Trials Office Required Review Questionnaire

	Full Protocol Title:
	[bookmark: Text2]     

	Protocol Number:
	[bookmark: Text3]     

	UMC IRB #:
	[bookmark: Text4]     

	Principle Investigator Name:
	[bookmark: Text5]     



	The purpose of this worksheet is to provide support for Principal Investigators in making determinations when there is uncertainty regarding a research opportunity that may requires UMC Clinical Trials Office Review and Approval. A copy of this worksheet must be retained by the principal investigator and submitted to the UMC CTO.

	

	The attached Decision Tree should be utilized as an aid in making a determination

	


	Yes
	No
	Questions

	[bookmark: Check1]|_|
	[bookmark: Check2]|_|
	1)  Is the research being conducted at University Medical Center of Southern Nevada or any University Medical Center of Southern Nevada Facility or Affiliate?

	[bookmark: Check3]|_|
	[bookmark: Check4]|_|
	[bookmark: Text1]2)  Does the study involve human subjects? If yes, what is the UMC IRB#?       

	[bookmark: Check5]|_|
	[bookmark: Check6]|_|
	3)  Does the study consist ONLY of survey activities, chart review or creation of a Limited Data Set?

	|_|
	|_|
	4)  Are there any costs to UMCSN in the conduct of the study (e.g., lab, pathology, medical records, UMCSN staff effort)?

	|_|
	|_|
	5)  Does the study involve any technical fees for any interventions, drug, device, items, services or procedures that generate a CPT or CDM code where services are rendered at a UMC facility?

	|_|
	|_|
	6)  Does the study involve any professional fees or activities associated with any interventions, drug, device, items, services or procedures that generate a CPT code on a UMC bill?



· UMC Clinical Trial Office review and approval is required if the responses are "Yes" to any one or all of Questions #4, #5, and/or #6.
· UMC Clinical Trials Office review and approval is NOT required if responses are "No" to ALL of Questions #4, #5, and #6.
I attest that the responses regarding the above reference protocol are true and UMC CTO review and approval are not required. Should the conduct of the protocol change to include costs to UMC and/or generate technical or professional fees associated to research I will submit the required CTO submission form and associated documents.


Principal Investigator Name:  ________________________________________________


Principal Investigator Signature:  ____________________________________  Date:  _______________ 


DOES YOUR STUDY REQUIRE CTO REVIEW?
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CDM = Charge Description Master

CPT = Current Procedural Terminology

CTO = Clinical Trials Office

OHRP = Office for Human Res. Protections

NIH = National Institute of Health

UMC = University Medical Center
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1

Human Subjectas defined by OHRP, “means a living individual about whom an investigator 

(whether professional or student) conducting research obtains (1) Data through intervention or 

interaction with the individual, or (2) Identifiable private information.”

2

Limited Data Setas defined by OHRP, “are data sets stripped of certain direct identifiers that are 

specified in the Privacy Rule. The Privacy Rule allows a covered entity to de-identify data by 

removing all 18 elements that could be used to identify the individual or the individual's relatives, 

employers, or household members; these elements are enumerated in the Privacy Rule.

3

Interventionas defined by OHRP, “includes both physical procedures by which data are gathered 

(for example, venipuncture) and manipulations of the subject or subject’s environment that are 

performed for research purposes.”
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Does this study involve human subjects?1


Does the study consist 
ONLY of survey activities, chart review or creation of a Limited Data Set2?
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