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	Name of sponsoring/funding organization:
	

	Name of Investigator submitting the request:
	

	Contact information for Investigator

Address:

Office phone:

E-mail:
	

	Name of Investigator’s institution:
	

	Brief title of study/trial:
	

	Official title of study/trial:


	

	Type of study:
	(   Interventional (Subjects receive a diagnostic, therapeutic or other type of intervention)

(   Observational (Specific interventions are not assigned to subjects according to the protocol – studies in human beings of biomedical/health outcomes)

(   Expanded Access (A therapeutic may be assigned to registered subjects as non-protocol access)

	Does this study involve the use of an Investigational New Drug?
	( Yes  ( No
If yes, has an IND been opened with the FDA?

( Yes  ( No



	IRB Information
(Note: IRB approval is mandatory if request is for distribution to potential subjects for a clinical study/trial)
	Has the study/trial been submitted for IRB review and approval?
( Yes  ( No

If yes, what is the IRB status?

(Submitted, pending review

(Submitted and approved

(Submitted, exception granted by IRB


	Name of Primary IRB:

Number of visits and Study 

duration
	

	Description of the study:
	

	Study phase: (0, 1, 2, 2a, 3…etc.)
	

	Primary study objective:
	

	Secondary study objective(s):


	

	Primary outcome measure(s):


	

	Secondary outcome measure(s):
	

	Description of the study population:


	

	If the population is considered “vulnerable” – describe what will be done to protect the subjects/patients:
	

	Masking (for therapeutic trials):
	(Open label

(Single blind

(Double blind

(Not applicable

	Eligibility Criteria:
	Inclusion:

Exclusion:



	Number of subjects/patients:
	

	Number of arms (pls describe):

(Number of intervention groups)
	

	Biospecimen Retention:
	(None retained

(Samples with DNA

(Samples w/o DNA

(Not applicable

	Biospecimen description:


	

	Estimated start date:
	

	Estimated completion date:
	

	Number of centers participating:
	

	References:
	


