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DESCRIPTION:
This form provides reviewers a few essentials concerning the study protocol.  It does NOT REPLACE a well-written protocol.  We anticipate sponsor completion of this form for a multi-site study.  Single-site study investigators will need to consider how the responsibilities of the sponsor are met.
The following items must be included for review. Check each item to confirm that it is attached or provide a written explanation for any not included. Send this form, signed and dated, along with:

 FORMCHECKBOX 

Protocol with hard version/date
 FORMCHECKBOX 

Recruitment plan, including any materials to be

 FORMCHECKBOX 

Consent form(s), or request for waiver

 reviewed with the protocol (with hard version/date)

 FORMCHECKBOX 

Form 04 - Invoice information

MAKE A COPY FOR YOUR STUDY CORRESPONDENCE FILE.
Send completed package to submit@eandireview.com.
	A. Review Process Requested

	A.1.
Process

	If you know which process of review your study qualifies for, please check one. If not, E&I will select the appropriate process.

	 FORMCHECKBOX 
 Full Board
	 FORMCHECKBOX 
 Expedited Process (attach Form 22)
	 FORMCHECKBOX 
 E&I Decision

	A.2. The application for review of the study is being made by: 

	The rest of the form will be evaluated with the submitter in mind and the attestations and signatures at the end must match.  Sponsors of multi-center studies should have already made arrangements with our business office to facilitate review.

	 FORMCHECKBOX 
  Sponsor submission of study 


 FORMCHECKBOX 
  prior to initiation of any sites

 
 FORMCHECKBOX 
  following initiation of non E&I sites
	 FORMCHECKBOX 

Investigator submission of study


 FORMCHECKBOX 

as a sponsor-investigator


 FORMCHECKBOX 

study is not industry sponsored 


	B. Identification

	B.1  Study Title

	Protocol Number 
	     

	Protocol Date
	     

	Project Title
	     

	B.2.  The Grant Funding the Study.  If a grant is involved, it must be attached.   

 FORMCHECKBOX 
  No grant involved – skip to B.3.

	Grant Number 
	     

	Grant Title
	     

	FWA Number
	        or  FORMCHECKBOX 
 No federal funding involved.

	The IRB will apply the “Common Rule” (45 CFR 46 subpart A) as a default. If other regulations are required for a specific funding source, please note it here.  
	 FORMCHECKBOX 
 DOD Form 25E
 FORMCHECKBOX 
 NIJ Form 25C, Appendix A 

 FORMCHECKBOX 
 Bureau of Prisons Form 25C, Appendix B 

Other:   

	B.3.  Investigator    FORMCHECKBOX 
  None included with this submission

	Investigator
	     
	Title
	     

	Company
	     
	Phone
	     

	Address
	     
	Fax
	     

	City
	     
	E-mail
	     

	State, Zip
	     
	

	B.4.  Sponsor

	Contact Person
	     
	Title
	     

	Company
	     
	Phone
	     

	Address
	     
	Fax
	     

	City
	     
	E-mail
	     

	State, Zip
	     
	

	If funding is federal, FWA #
	        or  FORMCHECKBOX 
 No federal funding involved.

	B.5.  CRO   FORMCHECKBOX 
  None included with this submission

	Contact Person
	     
	Title
	     

	CRO Company
	     
	Phone
	     

	Address
	     
	Fax
	     

	City
	     
	E-mail
	     

	State, Zip
	     
	

	B.6  The Rest of the Team.  If there are others who might be interacting with either E&I or with subjects, mention them here or attach a directory.

	 FORMCHECKBOX 

	Project manager
	 FORMCHECKBOX 

	Statistician
	 FORMCHECKBOX 

	Recruitment/call center

	 FORMCHECKBOX 

	Data manager
	 FORMCHECKBOX 

	Regulatory consultant
	 FORMCHECKBOX 

	Other: 


	C. The Study

	The information in this section should reflect your understanding of this study.

	1
	Why  (100 words max)


What is the primary goal of this study?  What new information might it yield?
	     

	2
	Design 


	Observation:
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes 

Blinded:
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Single blind
 FORMCHECKBOX 
 Double blind

Phase:
 FORMCHECKBOX 
 1
 FORMCHECKBOX 
 2
 FORMCHECKBOX 
 3
 FORMCHECKBOX 
 4 

Other:
     

	3
	Review


Has there been any prior independent review of scientific merit?  Please explain.  If prior review is insufficient, the board may request help from a consultant. (see fee schedule)
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
If yes, explain:       

	4
	Drug If involved, complete Form 24A.
	 FORMCHECKBOX 
  None or Name(s)      

	5
	Device If involved, complete Form 24B.
	 FORMCHECKBOX 
  None or Name(s)      

	6
	Registration


Clinical trial web registration 
	 FORMCHECKBOX 
 No, the study won’t be registered because:      
 FORMCHECKBOX 
 Yes, the study will be registered on this web site(s):      
   
If listing is to be on ClinicalTrials.gov, the consent must contain the required language. 

	7
	DSMB


Is there a data monitoring group?  If no, explain how data will be monitored for safety or why data safety monitoring is not an issue.
	 FORMCHECKBOX 
 Yes- a DSMB/DMC   FORMCHECKBOX 
 Yes - other   FORMCHECKBOX 
 No
If no or other, explain:      
If there are multiple sites, blinding, high-risk interventions or subject populations, include the data safety monitoring plan for the IRB’s review.  

	8
	What – Primary Study Procedures


List the primary proceudres.  If the subjects are also patients, distinguish the study events from standard of care.
	     

	9
	Where


Where will procedures take place in terms of type of facility (check each that applies)?
	 FORMCHECKBOX 
 Private practice     FORMCHECKBOX 
 Hospital     FORMCHECKBOX 
 Ambulatory clinic

 FORMCHECKBOX 
 Prison Form 25C
 FORMCHECKBOX 
 Other:      

	10
	History


Are there other IRBs involved?


Has this study been withdrawn from or disapproved by any IRB?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  If yes, explain:      
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  If yes, explain:      

	11
	Data Sharing


Is any form of data sharing required?  
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  If yes, explain what is required and what is said on the consent form:      


	D. The Study Sites

	1
	How many sites are expected?

How many are E&I expected to review?
	 FORMCHECKBOX 
 1    FORMCHECKBOX 
  2   or provide number:      
 FORMCHECKBOX 
 1    FORMCHECKBOX 
  2   or provide number:      

	2.
	Are there investigator inclusion/ exclusion criteria? (e.g, prior drug use in a narcotics trial)
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  If yes, explain:      


	E. The Subjects

	This is a general description of the type of person the study is searching for.  More specific information about the local context will be in the investigator application.

	1
	Who? Describe the average subject.  Is the person who fits the eligibility criteria likely to be frightened?  Educated about the condition?  
	     

	2
	Inclusion: 

  List the major eligibility criteria
	     

	3
	Exclusions:

   Check any that apply

	 FORMCHECKBOX 
  Gender
 FORMCHECKBOX 
  Race
 FORMCHECKBOX 
  Sexual orientation 

 FORMCHECKBOX 
  Ethnicity 
 FORMCHECKBOX 
  Religion 
 FORMCHECKBOX 
  Lack of English fluency
 FORMCHECKBOX 
  Immigration status
 FORMCHECKBOX 
  Other:      

	4
	Vulnerable:

    Check those that apply


	 FORMCHECKBOX 
  None

 FORMCHECKBOX 
  Employees — Complete and attach Form 25A 

 FORMCHECKBOX 
  Pregnant women — Complete and attach Form 25B
 FORMCHECKBOX 
  Prisoners — Complete and attach Form 25C 

 FORMCHECKBOX 
  Children — Complete and attach Form 25D 

 FORMCHECKBOX 
  Miilitary personnel — Complete and attach Form 25E 

 FORMCHECKBOX 
  People with limited options due to lack of viable choice or resources
 FORMCHECKBOX 
  People with limited decision-making capacity due to 


 FORMCHECKBOX 
 literacy
 FORMCHECKBOX 
 trauma - mental
 FORMCHECKBOX 
 mental ability 


 FORMCHECKBOX 
 education
 FORMCHECKBOX 
 declining health or age
 FORMCHECKBOX 
 mental health

	5
	Numbers: 

     For the overall study not just your site.


	Screening goal in order to make the recruitment goal:
	     

	
	
	Recruitment goal in order to yield the completion goal:
	     

	
	
	Completion goal:  (This is the total authorized number for this study.)
	     

	6
	Recruiting: 

How or where will a potential  subject find the study?


	 FORMCHECKBOX 
 Print ads
 FORMCHECKBOX 
 Radio or TV ads
 FORMCHECKBOX 
 Flyers, posters, brochures 

 FORMCHECKBOX 
 E-mail
 FORMCHECKBOX 
 Networking and “snowball” 

 FORMCHECKBOX 
 Referrals
 FORMCHECKBOX 
 Call center


	F. Responsibilities

	Reporting
	Who is responsible for reporting to the IRB about:

1.  Unanticipated Problems
 FORMCHECKBOX 
 Investigator
 FORMCHECKBOX 
 Agency/Sponsor/CRO
 FORMCHECKBOX 
 Other

2.  Non-compliance
 FORMCHECKBOX 
 Investigator
 FORMCHECKBOX 
 Agency/Sponsor/CRO 
 FORMCHECKBOX 
 Other

3.  Study suspension or termination 
 FORMCHECKBOX 
 Investigator
 FORMCHECKBOX 
 Agency/Sponsor/CRO
 FORMCHECKBOX 
 Other

4.  Site monitoring 
     

	Injury:

Is there a greater than minimal chance of harm?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
  No 

If yes, attach any policies (yours and the sponsors) about compensation for injury and person to call for information.

Definition: "Minimal risk" means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.

	Significant new information
	Findings that could affect the safety of subjects or influence the conduct of the study could be found at the time of site monitoring or data safety monitoring.  

As the investigator, during the study 


 FORMCHECKBOX 
 I will report these to the IRB or
 FORMCHECKBOX 
  I will rely upon the sponsor to report

As the sponsor,
 FORMCHECKBOX 
 we will report directly to the IRB
 FORMCHECKBOX 
 and to the investigators

	Sponsors are required to communicate findings from a closed research study to the IRB when those findings directly affect subject safety.
	This requirement is very dependent on the type of study.

· Describe the time frame for reporting.
· Describe how investigators and/or subjects will be informed given the identifiers to which you have access?

     


	G. Signature And Assertions

	
	Sponsor:

· We will abide by the sponsor obligations and will monitor the study as described. 

· We will assist the principal investigator with adherence to the requirements of the protocol and the IRB.

· We will report findings from monitoring reports or data safety monitoring that could affect the safety of subjects or influence the conduct of the study according to the protocol or within 30 calendar days.

NOTE:  Investigator conditions are listed on the investigator form, E&I Form 30A.

	Signature
	

	Printed name
	     

	Title
	     

	Date
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