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E&I Midwest & Business 
Office  
14400
 East 42
nd
 Street, Suite 240 
 
Independence, MO  64055 
 
Phone (816) 421-0008
 
E&I West Coast Office 
 
          
  
 
      
100 Tamal 
Plaza
, Suite 158 
 
Corte Madera, CA  94925
 
 
Phone: (415) 485-0717
)
It is Continuing Review time.  This is when you are asked to communicate with your IRB about study progress.  The IRB is required to conduct a “substantial and meaningful” review, so help us understand what has occurred and why it is (or isn’t) a good idea to renew approval. 
This is an excellent time to review your files to make sure all your documentation is in order.  If something has not been working smoothly, you might consider the need for a modification to the protocol and consent form.
IRB approval expires at 11:59 PM on the expiration date!  
To avoid expiration of your current IRB approval, your application must be received by E&I 
Ideal - 30 days before study expiration date – Latest 10 days before
The following items are always required for review:
|_|	All current study documents (protocol, consent 	|_|	Copy of last Consent Form(s) signed (subject
	forms, recruitment materials, etc).		name obliterated) unless enrollment was closed
|_|	A progress report or cover letter (1-2 pages)		before the last renewal).
	written by you within the past 4 weeks.	|_|	Human Subject Protection Training certification if 
	Note any findings or concerns.		renewed since last review for you and any sub-
|_|	Attach any publications.		investigators (must be within past 3 years).
Based on your answers, other forms may also be requested.  
MAKE A COPY FOR YOUR STUDY CORRESPONDENCE FILE.
Send package to submit@eandireview.com

	Identification of Study and People 

	IRB Expiration Date
	[bookmark: Text54]     
	E&I IRB Study Number:      

	A.1.  Study Information

	Project Title
	     

	Company or CRO
	     

	Sponsor or Funder
	     

	Protocol Number
	     

	A.2.  Study Status  (check one)

	|_|
	Study not yet initiated because:      
[bookmark: Text53]Target start date:      

	|_|
	Enrollment is open and is at: 
	     % of authorized enrollment

	|_|
	Enrollment is closed, experimental or research involvement continues
	
[bookmark: Text55]Date last subject enrolled:      

	|_|
	Enrollment is closed, all activities are complete except for follow-up contacts
	
[bookmark: Text56]Date last subject seen:      

	|_|
	All research activity involving the human subjects is completed
	If not federally funded, the study may be closed with the IRB.  Choose one:
|_| 	Study is federally funded.  IRB approval must be continued until data analysis is complete or data is no longer identifiable.
|_| 	Wish to voluntarily continue IRB coverage until all study related activities are complete.
|_| 	Wish to submit final report form instead of this form. (Stop and use E&I Form 59)

	A.3.   Your Request  

	
	Process: We are requesting:
	|_|  Expedited review or |_| Full Board review

	
	Action: 
	|_|  Continuing review only or 
|_|  Continuing Review + Modification, If checked, please provide E&I Form 44 as well as a very quick summary of the change(s):      

	A.4.   Contact Information

	
	Investigator Information
	Alternate Contact Person/Coordinator
|_| Same or show alternative information

	Name with degrees
	     
	     

	Company
	     
	     

	Is this: 
	|_| Performance Site    
|_| Mailing address for study documents
	

	Mailing Address
	     
	     

	City, State, Zip
	     
	     

	Phone
	     
	     

	Fax
	     
	     

	E-mail
	     
	     



	Investigator & Staff Information

	B.1.   CONFLICTS OF INTEREST – SCREENING QUESTION

	Were any gifts or bonuses offered, suggested or received?  Have you had any changes in your conflict of interest status since your last continuing review application?
Interests: stocks, bonuses, gifts, titles, honors, or other benefits received or promised to you, your family or any key personnel and their families. 
Have you declared any conflict of interest to the sponsor?
	|_| No   |_| Yes
If yes to any, please complete E&I Form 31 that has more precise questions.

	B.2.   Changes

	During the past approval period, have you had any changes in any of the following or similar issues?  

	 Affiliations	 Titles
 Licenses	 Privileges
 Employment	 Legal standing 
	|_| No   |_| Yes   If yes, describe:      

	B.3.   Audit & Quality Improvement   Summarize findings here or attach information

	Have you had any FDA audits or sponsor audits since your last review?  
	|_| None or N/A or      
|_| Yes, Attach information and a copy of an audit report or 483, if issued:      

	B.4.   Sub-Investigators 

	A Sub-Investigator is defined as any member of the study team designated and supervised by the Principal Investigator to perform critical study-related procedures and/or to make important study-related decisions.

	List of current sub-investigators:
	|_| None or  List by name:       

	Would you like to add any sub-investigators?
	|_| No   |_| Yes   
If yes, list names here and attach E&I Form 35 for each new person.
     

	Were any removed during the last approval period
	[bookmark: Check29][bookmark: Check30][bookmark: Text52]|_| None   |_| Yes   If yes, please list:      

	B.5.   Contractors / Sub-Contractors

	The IRB concerns are varied such as the training of those interacting with subjects, any travel subjects might require to other sites and knowledge of the research process. 

	Have you hired any company to complete any of the study procedures?
	|_| No   |_| Yes   If yes, name the company and describe the activities delegated to it:      

	B.6.   Resources

	Do you continue to have sufficient resources to conduct this study into the foreseeable future in terms of time, space, personnel, equipment, etc.? 
	|_| No   |_| Yes   If no, describe:      



	Performance Site Information 

	· A performance site is where the research subjects are seen for the consent discussions, where procedures and follow-up are done.  It may be under the authority of the PI or a Sub-PI.  
· A satellite site is a performance site that is under the authority of the PI and is within the same corporate framework and authority.

	C.1.  Primary Performance Site 

	The site named in section A.3. is considered to be the default primary site. 

	Where are the study activities taking place?

	|_| 	The address in A.4. is the only performance site.  (Skip to C.3.) or
|_| 	The address in A.4 is not a performance site.  The primary performance site is below
In addition, there are |_| 1  |_| 2 or        more sites. 
To request addition of a site not on your last approval letter, complete E&I Form 33.

	Name of Site
	     
	Phone
	     

	Address
	     
	Fax
	     

	City, State, Zip
	     
	E-mail
	     

	C.2.  Primary Performance Site Activity

	What activities occurred at this site?
	|_| Everything, or       

	Does the site continue to have resources (e.g. equipment, lab) for this study?
	|_| No   |_| Yes
If no, please explain:      

	Are you obtaining any private or protected health information from this site?
	|_| No   |_| Yes	If yes, briefly explain if HIPAA compliance has been successful:      

	Does this performance site have its own IRB? 
	|_| No   |_| Yes	If yes, you must have a signed E&I Form 32 (IRB Waiver) on file.

	C.3.  Community Issues (geographic or by interest group)

	Have there been any changes with the community that could alter:
•  Confidentiality/Privacy
•  Subject selection
•  Demographics 
•  Concern about subject safety or welfare.
	|_| No  |_| Yes  If yes, please explain:      



	Subject Involvement

	D.1.  Enrollment Numbers

	[bookmark: Text57]These numbers are current as of date:      

	
	

Sample
	How many subjects participated in the last approval period?
	Cumulative total of all subjects start to now
	

	A How many people signed consent forms?
	53
	     
	     
	

	1	Screen failures
	-  0
	     
	     
	Specifically explain each screening failure, or attach separate list:
     


	2	Number being screened now
	-  3
	     
	     
	

	3	Enrolled
	= 50
	     
	     
	

	4	Active:  in interventional phase
	 30
	     
	     
	Include explanation for any entry in lines 6 through 8 or attach separate list: 
     

	5	Active:  in follow-up only
	+ 10
	     
	     
	

	6 	Gone:  removed by investigator
	+ 4
	     
	     
	

	7	Gone:  subject withdrew
	+  2
	     
	     
	

	8	Gone:  Lost to follow-up
	+  2
	     
	     
	

	9	Completed
	+  2
	     
	     
	

	10	Add 4 to 9.  Total must equal the number enrolled 
	= 50
	     
	     
	

	D.2.  Recruitment Sources    (Approximate)

	Subjects recruited by each method (numbers)
	Total must = line 10 above)
	From Practice
	Referral
	Advertising
(attach)
	Word of Mouth
	Other /
Unknown

	
	     
	     
	     
	     
	     
	     

	D.3.  Recruitment Equity    (Approximate)

	Number enrolled 
	Total must = line 10, above
	Caucasian  (non Hisp)
	Hispanic
Latino
	African-American
	Asian/SE Island
	Native American
	Other or
 Unknown

	
	     
	     
	     
	     
	     
	     
	     

	Does the distribution differ significantly from the population from which it was drawn?
	[bookmark: Check28]|_| Yes	Explain:	     
[bookmark: Check31]|_| No

	D.4.  Were Vulnerable Subjects Enrolled?   For involvement of some vulnerable people, additional measures are necessary to support their decision-making capacity.

	No subjects from the categories below were enrolled.
	|_|
	If subjects in any of these categories were enrolled:
   |_|  They were targeted or expected in group. 
   |_|  Their presence was unexpected.
How was their ability to make a voluntary decision supported? 
     

	- 	Minors 
	|_|
	

	- 	Prisoners (Did any subject become a prisoner?)
	|_|
	

	- 	Pregnant Women
	|_|
	

	- 	Employees, Family and Friends
	|_|
	

	- 	Non-English speaking such that a translator was needed?
	|_|
	

	- 	Economically disadvantaged such as they might have agreed in order to receive services?
	|_|
	

	- 	Socially, mentally, emotionally positioned such that they might agree for the sake of pleasing the PI or from fear?
	|_|
	



	Consent Evaluation

	Your evaluation about how well the consent process and consent form are working  are important for board consideration.  If there are problems, perhaps they can be fixed during this review.

	E.1.  Consent Process Evaluation	

	|_|	Consent (the process and the information) was waived
	It was a |_| complete waiver of consent or   |_| an alteration of the consent process.
	The circumstances that allowed the waiver |_| have changed or   |_| have not changed.
	(If waiver was of all consent and there are no changes skip to Section F.)
|_|   Consent (the process and information) was NOT waived.  (Complete all of this section.)

	What was one effective tool to help people understand the study? (e.g., pictures, models, diagrams, models, sketches)?
	     

	From the subject’s viewpoint, what was the average time span between:
a. Being identified to seeing the consent form?
b. Seeing the consent form to signing it?

c. From signing the form to doing the first procedure?
	a.      

	
	b.      

	
	c.      

	Describe any complaints or calls from subjects?
	     

	What question(s) were raised most often in the consenting discussion?
	     

	Describe any language or literacy issues encountered.
	     

	E.2. Consent Form and Elements of Information Evaluation

	|_|  Waiver was granted for some or all of the elements of the consent form.
	The waiver was for |_| any use of a form at all or  |_| hand-out information needed. 
	The circumstances that allowed the waiver   |_| have changed or |_| have not changed.
	(If waiver was from any use of any document and nothing has changed, Skip to Section F.)_
|_|  Consent documentation was NOT waived. (Complete the following:)

	Are you happy with the consent form? 

	|_|  No  |_|  Yes   If no, could its’ modification improve communication with subjects?       

	Was there any section that consistently raised questions?
	|_|  No  |_|  Yes   If yes, which section(s)?       

	Have you encountered anyone who experienced difficulty reading or comprehending the consent form?
	|_|  No  |_|  Yes       

	Have you had the form(s) translated?
	|_|  No  |_|  Yes   If yes, which language(s):      

	Have you found it necessary to have someone else sign on behalf of the subject?
	|_|  No  |_|  Yes   If yes, please explain:      

	If you obtained initial or a modified agreement from subjects during the past approval period, attach a copy of the last document(s) signed.  Be sure to obliterate the subject’s signature.
	|_|  Attached  |_|  No consent obtained

	If you want to make changes submit a track changes copy in Word format.
	|_| No changes  |_| Changes included and tracked



	Evaluation of Risks and Benefits

	Your evaluation about prior and current events is important for board consideration.

	F.1.   External Events Evaluation 

	Have there been any advances in the field that would: 
	For any box checked YES, please explain what happened either here or as an attachment:
     

	Alter the rationale for doing the study
	|_| No   |_| Yes
	

	Alter the risks to subject (consider incidental findings)
	|_| No   |_| Yes
	

	Be considered significant new information
	|_| No   |_| Yes
	

	Change the alternatives available to a person on the study or considering the study?
	|_| No   |_| Yes
	

	Change social, legal, economic or other change that would alter subject vulnerability or ability to consent?
	|_| No   |_| Yes
	

	Any substantive updates to the relevant literature?
	|_| No   |_| Yes
	

	F.2.	Risks, Problems, Harms and Discomforts Evaluation 

	Consider physical, social, legal, financial, emotional or other harms.  Those that were unanticipated + serious + related should have been reported immediately.  Those that were unanticipated + serious OR related should be reported now).

	Have there been any:
	For any box checked YES, please explain what happened either here or as an attachment:
     

	-	Unanticipated problems (including any breach in confidentiality)?
	|_| No   |_| Yes
	

	-	Serious adverse events? 
	|_| No   |_| Yes
	

	-	Problems that were more frequent than anticipated?
	|_| No   |_| Yes
	

	-	Subject claims for research related injury?  
	|_| No   |_| Yes
	

	-	Data monitoring report(s)?  
	|_| No   |_| Yes
	

	-	Subject complaints
	|_| No   |_| Yes
	

	F.3.  Money	

	Subject costs:  Has any subject had unexpected costs related to the study?
	|_| No   |_| Yes    If yes, please explain:      

	Subject compensation:  How much is paid?  Is it prorated?  Any changes?
	$      

	Has any completed subject received less than 100% compensation?  
	|_| No   |_| Yes    If yes, please explain:      

	F.4. 	Benefit Evaluation:   Summarize here or attach information

	What results (study or individual) are/will be given to subjects?
	|_| None or N/A or |_| Yes, please explain:      

	What was the most common positive message from subjects?
	|_| None or N/A or |_| Yes, please explain:      

	Has any publication resulted?
If yes, attach it.
	|_| None or N/A or |_| Yes, and attached

	Please provide a brief description as to why should this study be continued.
	     

	F.5.   Risk – Benefit Evaluation

	When you submitted the initial study, you believed that the risks to subjects were outweighed by the benefits to subjects or others.  Has anything happened to change your evaluation?
	|_|  No.	Benefits still exceed risks.
|_|  Yes.	Risks have risen or benefits are more questionable.   
Explain the change:      



	Thinking Ahead

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

	What are subjects told at the end of their participation?
	     

	What will subjects be told at the end of the study (e.g., receipt of a study report)
	     

	Is there any extension offered for subjects to continue on the test article?
	|_| No   |_| Yes    If yes, please explain:      



	Review Evaluation:  Summarize here or attach information

	DURING THE PAST YEAR, HOW DID E&I DO?

	 - Staff responsiveness
	|_|	1 = Worst	|_|	2	|_|	3	|_|	4	|_|	5 = Best	|_|	N/A

	 - Speed of review
	|_|	1 = Worst	|_|	2	|_|	3	|_|	4	|_|	5 = Best	|_|	N/A

	 - Quality of review
	|_|	1 = Worst	|_|	2	|_|	3	|_|	4	|_|	5 = Best	|_|	N/A

	 - Quality of documentation
	|_|	1 = Worst	|_|	2	|_|	3	|_|	4	|_|	5 = Best	|_|	N/A

	Has this study been submitted to any other IRB? Is there something we can learn from that review?
	|_| No or N/A   |_| Yes or  Explain:      

	Please describe, using one or two adjectives or a separate note, your views of E&I and of the IRB  (optional).
	     



	Certification and Commitment

	As a Principal Investigator, you are responsible for the conduct of this study, including the conduct of your sub-investigators and staff.  Do you agree to all of the following?

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

	I have reviewed the commitments I made on the initial review and I continue to agree.
	|_|  No  |_| Yes

	Signatures
	Principal Investigator
	Person who prepared the form, if other than PI

	Signature
	


	

	Printed name
	     
	     

	Title
	     
	     

	Date
	[bookmark: Text7]     
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