IRC Form 4.31A  - Continuing Review for Investigator (non-clinical)
Page 7 of 7
10/20/08

	[image: image1.jpg]IRC

Independent Review Consulting, Inc.

Phone: 415-485-0717 = Fax: 415-485-0328 = info@irb-irc.com
P.O. Box 170, San Anselmo, CA 94979-0170 = www.irb-irc.net





	CONTINUING REVIEW 

Investigator (Non Clinical)
Form 4.31A
ver. 05/15/09


It is Continuing Review time.  This is when you are asked to communicate with your IRB about study progress.  The IRB needs 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.

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

	CHECKLIST:  Most of these items are relevant to most applications.  Submissions may be sent in paper form to the address above or may be sent electronically to submit@irb-irc.com

	 FORMCHECKBOX 

	This form, which assures all the required points are included.
	 FORMCHECKBOX 

	Aggregate report of all unanticipated adverse events and problems (Form 4.31D if E.2 below is too small)

	 FORMCHECKBOX 

	A progress report (1-2 pages) written by you within the past 6 weeks.  Note any excitement or concern.  Attach any publications.  Why should the board approve continuation?
	 FORMCHECKBOX 

	Consent Form:  Last signed (subject name obliterated) 

	 FORMCHECKBOX 

	Most recent version of the protocol.
	 FORMCHECKBOX 

	Consent Form: Current  form(s) if different from above. (Send 1 copy unprotected in Word)

	 FORMCHECKBOX 

	Human subject Training certification within past 3 years.
	 FORMCHECKBOX 

	Current recruitment materials

	MAKE A COPY FOR YOUR STUDY BINDER


	A. Identification of Study and People

	A.1. 
DATES:   As of the 11:59 PM on the expiration date, your participation must cease unless you have received a new approval letter.

	IRC Approval Number
	     
	IRB Expiration Date (midnight)
	     


	A.2.  Contact people

	
	Investigator
	Contact person for IRC to work with?

	Name
	     
	      

	Company
	     
	     

	Address

City, St Zip
	     
	     

	Phone
	     
	     

	Fax
	     
	     

	e-mail
	     
	     

	A.3.   Study Identification 

	Study Title
	     

	Grant Title
	     

	Grant application date
	     

	Funding agency
	     

	Funding status
	 FORMCHECKBOX 
 Grant not funded   FORMCHECKBOX 
 Grant funded   FORMCHECKBOX 
 Other (explain       )


	B. Personnel – Updates and Information

	B.1. 
Conflicts of Interest  - Screening question

	Are you (including your family and any key personnel and their families) receiving any stocks, bonuses, gifts, titles, honors, or other benefits that could affect subject recruitment or study outcome? Are there any promises of such?  
	 FORMCHECKBOX 
 No     FORMCHECKBOX 
 Yes   If yes is checked (any interests at all), complete supplemental form 4.21A that has more precise questions


	B.2.
Changes: Please review the form you sent in to IRC originally.  Have you had any changes?

	Affiliations, titles, licenses, 
	 FORMCHECKBOX 
 No change    FORMCHECKBOX 
 Yes: Describe        

	Employment or Affiliations
	

	Address or sites
	

	Licenses, Sub-contractors, etc
	


	B.3. 
Education: All investigators and key personnel must demonstrate education about the Responsible Conduct of Research.  List any human subjects training taken in the past three years.  Attach certification

	
	Date/Name of course 
	When did you last read the Belmont Report?
	What Code of Ethics is most relevant to your work?

	Principal Investigator
	     
	     
	     

	Interviewers/

research staff
	     
	     
	     

	Person obtaining consent if different
	     
	     
	     


	B.4. 
Performance Sites(s): Where were subjects seen for consent, interviews, testing or follow-up.  (If other sites were involved, attach a list with this information.)

	Name
	     

	Address
	     

	Phone
	     

	Fax and e-mail
	      and      

	What was done at this site?
	     

	What information is gathered from this site’s records? 
	     


	B.5.   Community Issues (geographic or an interest community)

	Have there been any changes within the community that could alter:

· Subject selection

· Demographics

· Concern about subject safety or welfare.
	 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes: Describe        


	B.6.   Resources of Investigator and Staff

	Do you continue to have sufficient resources in terms of time, space, personnel, equipment, etc?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No: Describe        


	C. STUDY ACTIVITY – UPDATES AND INFORMATION

	C.1. 
Study Status:   Check one

	 FORMCHECKBOX 

	Study not yet initiated because:      
Target start date:       

	 FORMCHECKBOX 

	Enrollment open and is at   
	    % of desired enrollment

	 FORMCHECKBOX 

	Enrollment closed - involvement continues 
	Date last subject enrolled:      

	 FORMCHECKBOX 

	Enrollment closed, involvement finished - follow-up only 
	Date last subject seen:      

	 FORMCHECKBOX 

	Follow-up closed  (IF federally funded, study must continue until data analysis is complete or data is no longer identifiable.)
	Submit Final Report form – Form 4.39A


	C.2. 
DOCUMENTS    In order to know that we are on the same page, please insert identifying information for each of the following documents.  

	
	Check box if the document being identified is unchanged.

	Study protocol
	 FORMCHECKBOX 

	     

	Consent document(s)
	 FORMCHECKBOX 

	     

	Recruitment materials
	 FORMCHECKBOX 

	     

	Questionnaire(s)
	 FORMCHECKBOX 

	     

	List of sites
	 FORMCHECKBOX 

	     

	Other
	
	     


	C.3. 
MODIFICATIONS   Describe any changes made in this protocol after the last complete review. If more than one, attach a summary.  

	Date and IRC number for each modification made
	     

	If this study evaluates or influences an underlying program, how has that program changed over the interim time?
	     

	
Describe any changes being requested at this time.  (Attach the Modification Request Form 4.32.)

	 FORMCHECKBOX 
 none or      


	C.4. 
MONEY 

	Subject costs:  Has any subject had unexpected & related costs?
	     

	Subject compensation:  

How much is paid?  Is it pro-rated?

Any changes?
	     

	Has any completed subject received less than 100% compensation?  Why?
	     


	C.5. 
RECRUITMENT:

	
	From

program
	Referral
	Advertising

(attach)
	Word of mouth
	Other/ unknown

	Subjects recruited by each method (numbers)
	     
	     
	     
	     
	     


	C.6. 
NUMBERS:  number accurate as of (date)      

	
	Screened
	Enrolled this review period
	Enrolled since Initial app
	Activity 
	# this review period
	Total # since initial review
	Either explain or include information in a cover letter.

	Male
	     
	     
	     
	Active
	     
	     
	

	Female
	     
	     
	     
	Withdrew
	     
	     
	Explain:      

	Total
	     
	     
	     
	Removed 
	     
	     
	Explain:      

	How many subjects were authorized for enrollment?

     

	Lost 
	     
	     
	     

	
	Completed
	     
	     
	     

	
	Total
	     
	     
	(Totals should equal totals enrolled.)


	C.7. DISTRIBUTION   numbers accurate as of (date)       

	
	TOTAL
	Caucasian  (non Hisp)
	Hispanic
	Af-Amer
	Asian/SE Isl
	Native Amer
	Other or unknown

	Number enrolled 
	     
	     
	     
	     
	     
	     
	     

	If the distribution differs significantly from the surrounding community, please explain
	     


	C.8.  WERE VULNERABLE SUBJECTS ENROLLED?  Special procedures and elements must be considered for involvement of some vulnerable people to support decision-making capacity.


 FORMCHECKBOX 
  No, no people in a vulnerable population were enrolled.

	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.9.   Audit & Quality Improvement    Summarize here or attach information

	Have there been any activities to monitor or audit the study?
	 FORMCHECKBOX 
 None or N/A or describe any findings      


	D.  Consent Evaluation

	D.1. 
Consent Process Evaluation  

	 FORMCHECKBOX 
   Consent (the process and information) was waived


 FORMCHECKBOX 
  Complete waiver of consent   or   FORMCHECKBOX 
 an alteration of the consent process was allowed..


The circumstances that allowed the waiver    FORMCHECKBOX 
 have changed or  FORMCHECKBOX 
 have not changed. 

 FORMCHECKBOX 
   Consent (the process and information) was NOT waived.  (Complete the following)

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

	From the subject’s viewpoint, what was the average time span between:

a. Being identified to seeing the form?

b. Seeing the form to signing the form?

c. Signing the form and doing the first procedure?
	a.      
b.      
c.      

	Describe any complaints or calls from subjects?
	     

	What question was raised most often in the consenting discussion?
	     

	Describe any language or literacy issues encountered.
	     

	D.2. 
Consent Document and Elements of Information Evaluation 

	 FORMCHECKBOX 
  Waiver was granted for some or all of the elements of the consent document, for signature or for any form at all.

          FORMCHECKBOX 
 Any use of a form   FORMCHECKBOX 
 hand-out information needed    FORMCHECKBOX 
  Waiver was for some or all of the elements.

The circumstances that allowed the waiver    FORMCHECKBOX 
 have changed or  FORMCHECKBOX 
 have not changed.

 FORMCHECKBOX 
   Consent documentation was NOT waived. (Complete the following)

	Are you happy with the document or could modification of the document improve communication?
	     

	Was there any section that consistently raised questions?
	     

	Have you encountered anyone who experienced difficulty reading or comprehending the form?
	     

	Have you had the document translated?
	     

	Have you found it necessary to have someone else sign on behalf of the subject?
	     

	Include a copy of last consent document signed with the signature obliterated.  If you want to make changes submit a track changes copy in Word.
	 FORMCHECKBOX 
 Attached  


	E. Study Evaluation

	E.1.   External Events Evaluation 

	Have there been any advances in the field that would 
	Please explain any changes 

     

	· Alter the rationale for doing the study
	 FORMCHECKBOX 
 No
	

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

	· Be considered significant new information
	 FORMCHECKBOX 
 No
	

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

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

	Any substantive updates to the relevant literature?
	 FORMCHECKBOX 
 No
	

	E.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 :
	Please explain any problems 

     

	· Unanticipated problems
	 FORMCHECKBOX 
 No
	

	· Unanticipated Serious adverse events
	 FORMCHECKBOX 
 No
	

	· Any problems that were more frequent than anticipated?
	 FORMCHECKBOX 
 No
	

	· Subject claims for research related injury?  Might there have been?
	 FORMCHECKBOX 
 No
	

	· Review of the data to evaluate risks of proceeding?
	 FORMCHECKBOX 
 No
	

	What was the most frequent complaint?
	     


	E.3. BENEFIT EVALUATION   Summarize here or attach information

	What results (study or individual) are/will be given to subjects?
	 FORMCHECKBOX 
 None or N/A or      

	What was the most common positive message from subjects?
	 FORMCHECKBOX 
 None or N/A or      

	Has any publication resulted?

If yes, attach it.
	 FORMCHECKBOX 
 None or N/A or      

	Why should this study be continued?
	     


	E.4.   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?
	 FORMCHECKBOX 
 No.  Benefits still exceed risks
 FORMCHECKBOX 
 Yes  Risks have risen or benefits are more questionable.   

Explain the change:       


	E.5. REVIEW EVALUATION Summarize here or attach information

	Has this study been submitted to any other IRB? Is there something we can learn from that review?
	 FORMCHECKBOX 
 None or N/A or      

	Please describe (one or two adjectives or a note) your views of IRC and of the IRB.  
	     



	F. Thinking ahead

	F.1. 
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., a study report, a report to the school or community)?
	     


	G. Certifications   (not providing a signature will hold up your approval.)

	As a Principal Investigator, you accept that 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.
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	I will follow the protocol, the applicable regulations, state law and any additional IRB requirements.
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	I will seek prior approval to modify the study protocol except where necessary to eliminate apparent immediate hazards to human subjects; 
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	I will seek approval to modify the consent form if I believe that it is not communicating adequately with potential subjects.
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	I will notify the IRB of: 

•  any deviations from protocol affecting safety or validity,.

•  every unanticipated event or problem affecting subjects. 

•  the result of any study audit. 
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	I or my designee will obtain informed consent from each person enrolled on the approved consent form, (unless waived by the IRB) allowing each person adequate time before the study to consider the information.
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	I allow IRC to check the validity of my license and the information on my resume and to perform site visits. This form should not be considered confidential; it may be viewed by regulatory bodies, accrediting bodies, and others with a legal right.
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	I will protect the rights and welfare of each participant to the best of my ability and will put their personal rights and welfare first.
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	H. Investigator Signature (not providing a signature will hold up your approval.)

	Signature 


	Printed Name

     
	Date

     


( IRC 2008
( IRC 2008

