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DESCRIPTION: As a central IRB, we are pleased to be able to review the overall progress with the addition of the overall perspective of the sponsor as well as each investigator.  Your response will help give the board an overview of the study advances and problems.

Remember!  Anticipate!  IRB approval expires at 11:59 PM on the expiration date!

The following items are always required for review:
 FORMCHECKBOX 

A cover letter or progress report giving an overview of what has occurred.

 FORMCHECKBOX 

Updated safety information (DSMB report) and publication list. 

 FORMCHECKBOX 

Aggregate report (frequency table) of all unanticipated SAEs and unanticipated problems to subject or others.

 FORMCHECKBOX 

Any changes made to the Investigator’s Brochure.

 FORMCHECKBOX 

Copy of all most recent versions of the study documents being used, including the protocol and consent form template(s) unless enrollment is closed.

MAKE A COPY FOR YOUR STUDY CORRESPONDENCE FILE.

Send completed package to submit@eandireview.com
	A.
Identification of Study and People

	A.1.
Dates:   As of 11:59 PM on the expiration date, your study must cease unless you have received a new approval letter.   (IF the study is complete, please use E&I Final Report Form 59C.)

	Study Name
	

	E&I Study Number
	
	IRB Expiration Date (midnight)
	

	A.2.
Contacts – Primary Sponsor Contact 

	Name (with degrees)
	
	Phone
	

	Company 
	
	Cell
	

	Street Address:
	
	Fax
	

	City, State, Zip 
	
	Email
	

	A.3.
Contact Person For E&I To Work With?         FORMCHECKBOX 

Same as A.2.

	Name (with degrees)
	
	Phone
	

	Company 
	
	Cell
	

	Street Address 
	
	Fax
	

	City, State, Zip 
	
	Email
	


	B.  Personnel Activity

	B.1.
Conflicts of Interest 

	Have any of your E&I investigators submitted an FDA financial disclosure form?  NOTE:  Any acquisition of interests or payments for travel must be reported to the IRB on E&I Form 31 within 30 days of acquisition or discovery.
	 FORMCHECKBOX 
  None or N/A or: 

	B.2.
Changes  

	Have there been any major changes in the study management team?
	 FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes, Describe:  

	B.3.
Education: All investigators must complete Human Subject Protection training every three years. At least one person from the central team (sponsor/CRO) should complete a Responsible Conduct of Research training.  Who took a course and what was it?  (E&I recommends CITIProgram.org)

	Person and Title
	Date/Name of most recent course
	When did this person last read the Belmont Report (MM/YY)

	
	
	


	C.  Study Activity

	C.1.
Study Status 

	 FORMCHECKBOX 

	Study not yet initiated because . . . . . 
	Explain reason and start date: 


	 FORMCHECKBOX 

	Enrollment open and is at  . . . . . 
	Percent of authorized enrollment: 


	 FORMCHECKBOX 

	Enrollment closed - active treatment continues   
	Date last subject enrolled: 


	 FORMCHECKBOX 

	Enrollment closed, treatment done - follow-up only. NOTE: Some questions on this form may be skipped by entering “N/A”.
	Date last subject treated: 


	 FORMCHECKBOX 

	All research activity involving the human subjects is completed but data analysis continues. NOTE: Some questions on this form may be skipped by entering “N/A”.
	 FORMCHECKBOX 
  Federally funded.  The study must continue until data analysis is complete or data is no longer identifiable.

 FORMCHECKBOX 
  If not federally funded, stop.  Submit Final Report form – E&I Form 59C instead.

	C.2.
Study Documents: In order to know we are on the same page, please submit a copy of all the current study-wide documents that will continue to be used. We are asking sites to submit their site specific documents. NOTE: Omission of a document may result in the document being removed from the approval. We recommend you review the last approval issued to avoid overlooking a document.

	C.3.
Modifications Made: Have there been any changes made after the last continuing review? NOTE: If there is no documentation of the IRB being notified of the change, you are required to submit E&I Form 53.

	
	                      No Change
	Summary of Change

	Study Protocol
	 FORMCHECKBOX 
 or N/A
	
 FORMCHECKBOX 
 Yes, this was submitted to E&I for review/acknowledgement.

	Consent document(s) (template)
	 FORMCHECKBOX 
 or N/A
	
 FORMCHECKBOX 
 Yes, this was submitted to E&I for review/acknowledgement.

	Investigator’s Brochure or Report of Prior Investigation - IND or IDE number
	 FORMCHECKBOX 
 or N/A
	
 FORMCHECKBOX 
 Yes, this was submitted to E&I for review/acknowledgement.

	Recruitment materials
	 FORMCHECKBOX 
 or N/A
	
 FORMCHECKBOX 
 Yes, this was submitted to E&I for review/acknowledgement.

	Case Report Forms
	 FORMCHECKBOX 
 or N/A
	
 FORMCHECKBOX 
 Yes, this was submitted to E&I for review/acknowledgement.

	Questionnaires/Survey Instruments
	 FORMCHECKBOX 
 or N/A
	
 FORMCHECKBOX 
 Yes, this was submitted to E&I for review/acknowledgement.

	Other
	 FORMCHECKBOX 
 or N/A
	
 FORMCHECKBOX 
 Yes, this was submitted to E&I for review/acknowledgement.

	C.4.
Modification Request: Are there changes being requested at this time?

	 FORMCHECKBOX 
  No      FORMCHECKBOX 
  Yes   If yes, complete E&I Modification Request Form 44. 

	C.5.
Money  

	Subject costs:  Has any subject had any unexpected study-related costs?
	

	Among approved sites, what is the range of subject compensation?
	

	C.6.
Recruitment Methods

	Are you aware of any site problems with enrollment or recruitment?  For instance:

· Misunderstood financial items?

· Unusual or out of line results?

· Higher/lower screen failure rate than anticipated?

· Upset at an investigator or procedure?

· Privacy breach?
	

	C.7.
Subject Accrual and 

C.8.
Distribution 

	Use total number to date: number accurate as of   __

	Authorized
	
	
	Complete if ethnicity was part of the protocol.            FORMCHECKBOX 
 Not part of protocol.

	Enrolled
	
	Male
	
	Caucasian
	

	
	
	Female
	
	African-American
	

	Active On Study
	
	Other
	
	Hispanic
	

	Removed or Withdrew 
	
	N/A
	 FORMCHECKBOX 

	Asian/ SE Islander
	

	Lost to Follow-up
	
	
	
	Native American
	

	Completed
	
	
	
	Other
	

	TOTAL
	
	
	
	
	

	Attach explanation for each case removed, withdrawn or lost to follow-up
	
	
	
	

	C.9.
Vulnerable Subjects: Across all of the E&I approved sites, were subjects from the following categories involved? 

	Minors 
	 FORMCHECKBOX 

	If subjects in any of these categories were enrolled:

    FORMCHECKBOX 
 They were targeted or expected in group,  

    FORMCHECKBOX 
 Their presence was unexpected.
Explain how their ability to make a voluntary decision was supported: 



	Prisoners (Did any subject become imprisoned?)
	 FORMCHECKBOX 

	

	Pregnant Women
	 FORMCHECKBOX 

	

	Employees, Family and Friends
	 FORMCHECKBOX 

	

	Non-English speaking such that a translator was needed
	 FORMCHECKBOX 

	

	Economically disadvantaged such as they might have agreed in order to receive services
	 FORMCHECKBOX 

	

	Socially, mentally, emotionally positioned such that they might agree for the sake of pleasing the PI or from fear
	 FORMCHECKBOX 

	

	C.10.
Audit & Quality Improvement    Summarize here or attach information

	When was your last FDA sponsor GCP audit?  
	 FORMCHECKBOX 
 None or N/A or 
	
Were there any FDA 483s issued?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	What monitoring occurred at E&I sites?  (FDA, CRO, sponsor etc.)  Describe any major findings.
	 FORMCHECKBOX 
 None or N/A or 
	

	What GCP education is being offered to or required of investigators and their staff?
	 FORMCHECKBOX 
  None or N/A or 
	

	How frequently do you or your CRO monitor sites?
	 FORMCHECKBOX 
 None or N/A or 
	

	Was any investigator/site suspended or terminated?
	 FORMCHECKBOX 
 None or N/A or 
	


	D.  Consent Evaluation     Summarize here or attach information

	D.1.
Consent Process

	Has any IRB granted any waiver of consent process?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	Have any of your E&I sites reported consent problems?
	 FORMCHECKBOX 
 None or N/A or
	

	Have you heard about any subject complaints?
	 FORMCHECKBOX 
 None or N/A or
	

	D.2.
Consent Documentation 

	Has any IRB granted any waiver of consent documentation?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	How do you assure the correct form was used?
	 FORMCHECKBOX 
 N/A or
	

	Have any of your E&I sites had problems with documentation?
	 FORMCHECKBOX 
 N/A or
	


	E.  Study Evaluation           Summarize here or attach information

	E.1.
External Events Evaluation

	Have there been any advances in the field that would: 
	If no, please explain any changes: 

	· Alter the rationale for doing the study
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  
	

	· Alter the risks to subject (consider incidental findings)
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  
	

	· Be considered significant new information
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  
	

	· Change the alternatives available to a person on the study or considering the study
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  
	

	· Change social, legal, economic or other change that would alter subject vulnerability or ability to consent
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  
	

	E.2.
Risk and Discomfort Evaluation: As sponsors have aggregate information, they are in the best position to contribute summary information to the IRB.  An adverse event frequency table is most useful.

	Is there a Data Safety Monitoring Board (DSMB) for this study? If yes, submit a copy of the last report. If no, describe how data is being monitored to assure subject safety?
	 FORMCHECKBOX 
 None or
	

	Were there events that were more frequent than anticipated?
	 FORMCHECKBOX 
 None or N/A or
	

	Were there any subject claims for any research-related injuries?  Might there have been?
	 FORMCHECKBOX 
 None or N/A or
	

	Were there any Unanticipated Problems involving risk to subjects or others?
	 FORMCHECKBOX 
 None or N/A or
	

	E.3.
Benefit Evaluation 

	Did it work?  Is there likely to be an evaluable answer?  
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	Please explain: 

	Is there to be a subsequent trial?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	If yes, please explain: 

	Would you do the study again the same way?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	If no, what changes for protection of subjects could you recommend for future trials?  (Are there lessons we could all learn?) 

	List or provide all publications resulting from the study.
	 FORMCHECKBOX 
 None or N/A or
	

	E.4.
Review Evaluation               Summarize here or attach information

	Was this study reviewed by another IRB?  How many?  Were there any differences from which we could learn?
	 FORMCHECKBOX 
 No or 
	

	Please describe (one or two adjectives or a note) your views of E&I and of the IRB.  
	
If it’s nice, can we use it publicly?  FORMCHECKBOX 
 Yes 


	F.  The End

	We often consider recruitment but rarely consider completion.  Other than a heartfelt “thank you,” what will the subjects receive or hear from the team?

	What will subjects be told at the end of their participation? At the end of the study?
	 FORMCHECKBOX 
 Nothing or N/A or
	

	If there is an investigational agent, can the subject continue to receive it?
	 FORMCHECKBOX 
 None or N/A or
	

	Is the study registered?

Will it be on a results registry?
	 FORMCHECKBOX 
 Yes - Registry names: 

 FORMCHECKBOX 
 No/Not Required

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	


	G.  Certifications

	As the sponsor, you are responsible for accurate and complete information to the IRB and investigators. Do you agree to all of the following?

	I have reviewed the information above and it is correct and complete.
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

	We will monitor study sites. 
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

	We will inform the IRB of: 
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

	· any Unanticipated Problems or Events that are reasonably related to subject participation.

· any requests for compensation for injury.

· any findings that could: 

· affect the safety of participants or 

· affect subject willingness to continue participation, 

· influence the conduct of the study, or 

· alter the IRB’s approval.
	

	Bonuses will not be offered for rapid recruitment. 
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

	We will inform the IRB if there is disparity between the sponsor statement about compensation for injury and the consent form statement.
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes


	H.  Signature and Assertion

	· The above information is true to my knowledge and will be updated as necessary.

· I am submitting this information on behalf of    FORMCHECKBOX 
  myself as the investigator    FORMCHECKBOX 
 the sponsor

	Signature


	Printed Name


	Date
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