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	FORM:  STUDY COVER / APPLICATION FORM - Social, Behavioral, Educational Research (SBER)

	
	NUMBER
	DATE
	PAGE

	
	21A
	02/09/11
	2 of 2



One form can’t ever fit all situations yet a multitude of forms can appear frightening.  Some specialty forms are not posted so please call for those.  Please take a moment to orient yourself to this overview our forms system.
Submit all forms to submit@eandireview.com.   

USE ONLY THOSE FORMS THAT ARE RELEVANT
01-09 
Organizational Relationship and E&I business forms

	04
Invoice Request

07
IRB Authorization Agreement

09
Records Request


10-19
Administrative review forms (study forms for studies not requiring IRB review)
	10
Grant Application

11
Determination re Human Subjects Research

12
Exemption

13
Exemption Check-in

14
Grant Check-in


20-29
Study Cover forms and related supplemental forms – Forms relating to the study design 

	21
INITIAL REVIEW STUDY COVER FORM

A
Clinical & FDA regulated Single site study

B
Social/Behavioral/Educational

C
Program Evaluation

D
Sponsor for a Multi-site clinical study
	25
SUPPLEMENTS FOR SPECIAL POPULATIONS

A
Employees

B
Pregnant Women/Fetuses

C
Prisoners

D
Children

	22
Expedited Review Request
	26
SUPPLEMENTS FOR CONSENT WAIVERS

A
No consent

B
No consent form

C
HIPAA Authorization waiver

D
FERPA

	24
SUPPLEMENTS FOR TEST ARTICLES

A
Drug

B
Device

C
Radiation
	

	
	

	
	

	
	


30-39
Investigator and site related forms – Forms about the people doing the study and the places it is to be done.  Form 30 can be modified for large multi-site studies.  

	30  
PRINCIPAL INVESTIGATOR APPLICATION

A  
PI on Clinical or FDA regulated study

B  
PI on Social Behavioral, Educational Study
	33  
Waiver from local site IRB

34
Satellite site for PI

35  
Sub-Investigator

36  
Translation of documents for local use

38  
California Experimental Subjects Bill of Rights

	31 
Conflict of Interest 
	


40-49
After Approval Requests – Continuing review and Modification Requests

	42
CONTINUING REVIEW

A
PI for a Multi-Site Study

B
PI for a Single Site Study

C
Sponsor for a Multi-Site Stud
	MODIFICATION

44
Modification of Study - Documents

45
Modification of PI – Change of Address


50-59
After Approval Reports – Problems, Adverse Events, Noncompliance and Final Reports

	REPORTS TO THE IRB

51
Problem – Not Physical

52
Problem – Physical (SAE, UADE)

53
Violation of Protocol
	FINAL REPORTS

56
Final Report - Sponsor

57
Final Report – PI on Multi-Site Study

58
Final Report – Single Site Study  - Clinical

59
Final Report – Single Site Study - SBER


60-69
Late Phase Forms

70-79
Humanitarian Device Forms

80-89
Biological Specimen forms
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