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DUE: 


HINES VAH / NORTH CHICAGO VAMC
HUMAN STUDIES SUBCOMMITTEE (IRB)

RESEARCH PROGRESS REPORT

CONTINUING REVIEW

OR CLOSURE REQUEST 

The Continuing Review forms have been updated and incorporate requirements according to the VHA Handbook version 1200.5

The HSS is responsible for assurance that the health, rights, and welfare of subjects involved in research are being protected during their participation in a research project.  As a part of that responsibility, HSS must conduct a purposeful continuing review of the research at intervals appropriate to the degree of risk, but not less than once per year.  The responsibility for continuing review is as important as the initial review.  Once the project has begun and subjects enrolled, the research may change, unanticipated problems may be discovered, adverse events may appear.  This is when risks can be re-evaluated and the risk/benefit ratio reassessed.

It is the Investigator’s responsibility to complete and return the form along with the required documentation before the approval expires.  This is a good time to review the consent form and request any necessary changes.  Incomplete annual review forms will be returned for the additional information. This may cause a lapse in approval that will result in study suspension.  

A final report is required upon completion, termination or cancellation of any study.

To maintain compliance, the completed forms must be returned to the Human Studies Office by the deadline stated on the form.  Failure to return the completed forms within the specified time will result in the suspension of the study. Interventions and Interactions may not continue until the project obtains approval by the full Committee. If the safety of research subject will be jeopardized by the above, the PI must contact the Chair of the HSS office immediately. Approval to continue may be granted only by the Chair AND the Chief of Staff.  
All suspensions will be reported to the Chief of Staff.

HINES VAH / NC VAMC HUMAN STUDIES SUBCOMMITTEE

PROGRESS REPORT FOR APPROVED STUDIES OR CLOSURES

	I.  Request for a continuing review: (check one)

	
	 FORMCHECKBOX 

	Project is approved, but not yet active.

	
	 FORMCHECKBOX 

	Project is active and human participants are being recruited or medical records are being analyzed.

	
	 FORMCHECKBOX 

	Project is closed to accrual of new participants, but participants are being treated and observed.

	
	 FORMCHECKBOX 

	All interventions and tests have ended, but participants continue to be observed for long term status.

	
	 FORMCHECKBOX 

	Project remains active only for data analysis and manuscript preparation.

	
	
	
	
	

	II. Request for closure: (Note: progress report required)

	
	 FORMCHECKBOX 

	This study and its analysis have been completed. Identifiable data will no longer be used.

	
	 FORMCHECKBOX 

	Project has never begun and will not be activated. (State reason):

	
	     

	
	

	III. For all ongoing or completed studies:

	
	a.
	A signed Informed Consent or Information Letter is in my files for each subject entered into this study and is also in the medical record of each VA subject entered in the study.

	
	 FORMCHECKBOX 
  Yes
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  N/A 
	(Consent waived or it’s documentation waived by the HSS)

	
	b.
	Total number of local participants enrolled since last review (over the last approval period) i.e. consent signed / records accessed
	     

	
	c.
	Total number of local participants enrolled since first approved?
	     

	
	d.
	How many participants enrolled nationally? (Not all studies have national component.)
	     

	
	
	
	
	

	I am aware that all research projects using human subjects must receive prior approval by the Human Studies Subcommittee (IRB), that any change in human use requires prior approval by the Subcommittee, that a signed consent form and HIPAA authorization must be obtained from each subject before entry into the study, that continued human use approval requires at least annual review, that human use in projects not receiving favorable review must be discontinued, and that a copy of all consent forms and such other related matters as correspondence must be retained by the Principal Investigator for five (5) years after the completion of the study and in accordance with VHA Records Control Schedule (RCS 10-1), applicable FDA and DHHS regulations, or as required by outside sponsors. This form, together with any requested additional information is submitted in compliance with these regulations.

	
	
	
	
	

	
	
	
	
	

	
	
	

	Signature of Principal Investigator 
	
	Date

	
	
	
	
	

	HSS USE ONLY
(This Continuing Review Packet was reviewed by HSS and the status determined as described below.)


	Approved on
	     
	For Period from 
	     
	to
	     

	
	
	
	
	

	Disapproved on
	     

	
	
	
	
	

	HSS Termination Date

	     

	
	
	
	
	

	
	
	

	Chair, Human Studies Subcommittee
	
	Date

	
	
	
	
	



HINES VAH / NC VAMC HUMAN STUDIES SUBCOMMITTEE

PROGRESS REPORT FOR APPROVED STUDIES
	IV. Required Attachments: Please attach the following in paper form:

	
	Clean (unstamped) copies of the following:



	
	
	Required Attachment(s)
	Enclosed  (X)
	N/A – i.e. consent waived, study is in data analysis, etc.

	
	
	Current Informed Consent(s)
	     
	     

	
	
	Information Letters
	     
	     

	
	
	Telephone Scripts
	     
	     

	
	
	Recruitment Materials
	     
	     

	
	
	HIPAA Authorization
	     
	     

	
	
	Abstract & Progress Report of Research Findings to Date
	     
	     

	
	Please be sure forms are updated with current contact numbers & ensure the consent matches the latest consent template on the website, http://www.research.hines.med.va.gov/forms/hss/title.htm

	
	
	
	
	

	
	Also include:
	
	
	

	
	
	•
	A list of all staff involved in the study and the date educational requirements were met. (Complete Section VII)

	
	
	•
	A list of names and last 4 digits of social security numbers of all patients enrolled in this research study since the last review. (Complete Section VIII)

	
	
	•
	Completed Study Assessment (Complete Sections V-VII)

	
	
	•
	Summary Results / Progress Report (Complete Section VI)

	
	
	
	
	

	V. Study Assessment for the last review period. Note: Complete all items. Respond with either “0”, yes, no or not applicable (i.e. database/record review) or  none

	
	a.
	How many local participants were screened?
	     

	
	
	
	

	
	
	1.
	How many participants declined?
	     

	
	
	If any participants declined to participate, identify reasons, if possible.
	

	
	
	     

	
	
	
	

	
	
	2.
	How many participants did not meet inclusion/exclusion criteria?
	     

	
	
	
	

	
	b.
	How many participants withdrew from the study?
	     

	
	
	

	
	MANDATORY (If applicable) If any participants withdrew from the research after initial enrollment identify the reason(s). 

	
	
	
	

	
	
	Subject Initials
	Reason for Withdrawal

	
	
	     
	     

	
	
	     
	     

	
	
	     
	     

	
	
	     
	     

	
	
	     
	     

	
	
	
	

	
	c.
	How many participants were dropped by the investigator?
	     

	
	If any participants were dropped by the investigator, identify the reason(s).
	

	
	
	
	
	

	
	
	Subject Initials
	Reason for Withdrawing Subject

	
	
	     
	     

	
	
	     
	     

	
	
	     
	     

	
	
	     
	     

	
	
	
	
	

	
	d.
	Has there been any new significant information that might affect the participants’ desire to enroll and/or the risks and benefits of the research.
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
  No

	
	
	

	
	If yes, how has this information been provided to participants?
	

	
	     

	
	
	

	
	e.
	Describe any complaints from participants or others. Please include the complaint, whether the complaint was attributed to the research, the action taken and any other pertinent information related to the complaint.

	
	     

	
	
	

	
	f.
	List amendments to the research submitted over the last review period, e.g., protocol amendments, change in study personnel, recruitment changes, etc.

	
	
	

	
	Amendment Date
	Brief Description

	
	     
	     

	
	     
	     

	
	     
	     

	
	
	
	
	

	
	g.
	List Investigator Brochures (IB) submitted over the last review period.

	
	
	
	

	
	IB #
	IB Date
	Comments

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	
	

	
	h.
	Summarize any adverse events during this last review period (local or at other sites, if a multi-site study) that changed the risk / benefit ratio and/or required significant changes to the Protocol and/or Informed Consent. (use separate sheet as necessary)

	
	     

	
	
	

	
	i.
	Have all adverse events (local and non-local) been reported to the IRB?

	
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No (If No, explain why not)
	 FORMCHECKBOX 
 N/A    (i.e. Database review/record review)

	
	
	
	     

	
	
	

	
	j.
	Describe any unanticipated risks and steps taken to decrease risks to participant.
(If not applicable, indicate as such.)    FORMCHECKBOX 
 N/A

	
	     

	
	
	

	
	k.
	Describe early indications that one of the interventions under investigation may be significantly better or worse than the others.
(If not applicable, indicate as such.)     FORMCHECKBOX 
 N/A

	
	     

	
	
	
	
	

	
	l.
	Summarize results of DSMB (Data Safety Monitoring Board) meetings that changed the risk/benefit ratio and/or required significant changes to the Protocol and/or Informed Consent.
(If not applicable, indicate as such.)     FORMCHECKBOX 
 N/A

	
	     

	
	
	
	

	
	m.
	Have all protocol violations and/or deviations been reported to the IRB?

	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No   (If No, attach summary)
	 FORMCHECKBOX 
 N/A  (i.e., Database Review/record review)

	
	
	     

	
	
	

	
	n.
	Summarize any events of non-compliance with applicable regulations and actions taken to improve. (Note: All sponsor or CSP audit reports must be forwarded to the HSS.)
(If not applicable, indicate as such.)    FORMCHECKBOX 
 N/A

	
	     

	
	
	
	

	
	o.
	Have any other IRBs/HSS’s reviewed and approved this research?
	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 
 No

	
	
	If yes, please indicate the name of the institution and the date of the original and most recent approval.
	

	
	
	
	

	
	Institution
	Original Approval Date
	Recent Approval

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	
	
	

	
	p.
	If there has been no protocol accrual since the project was approved or since the last review, please indicate why and why you feel the project should remain active.

	
	     

	
	
	
	

	
	q.
	For VA patients, a Research Alert and Progress Notes (initial, withdrawal, termination) are entered into the patients’ computerized medical record, as applicable.
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	
	
	

	VI. Summary Results/Progress Report   MANDATORY

	
	a.
	Summarize any new scientific findings in the literature or other information that might affect the risk-benefit analysis or the alternatives available to subjects. Attach summary as applicable or indicate here that no new findings are available.

	
	
	     

	
	
	

	
	b.
	Identify any planned changes in the conduct of the study.

	
	
	     

	
	
	
	

	
	c.
	Describe any implications for the VA, new or revised.
	

	
	
	     

	
	
	

	
	d.
	Attach an updated abstract and a “Progress Report of Research Findings to Date”.

	
	
	

	
	e.
	Identify the number of participants enrolled according to the following categories since last review.

	
	
	
	

	
	
	Required Category*
	Total Enrolled

	
	
	Number of Subjects Enrolled
	     

	
	
	Males
	     

	
	
	Females
	     

	
	
	Total of Minority Status
	     

	
	
	Children
	     

	
	
	Prisoners
	     

	
	
	Pregnant women
	     

	
	
	Economically disadvantaged
	     

	
	
	Decisionally impaired
	     

	
	
	Homeless
	     

	
	
	
	

	
	
	*If your study is a database or record review, estimate the above categories if possible. The number of males and females most likely can be provided, but the other information may not be available.

	
	
	

	VII. Education

	
	List all personnel on your project working with human subjects. Indicate whether study personnel have completed the VA mandated training and education verification/credentialing requirements. (Attach additional sheet if necessary.)

	
	
	
	
	
	

	Name
	Phone/Page
	Mail
	E Mail
	Credentials Check Completed
(Y or N)
	Date Completed Training:

	
	
	
	
	
	Human Subjects Protection
	Good Clinical Practice

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     


Below please list any personnel that are no longer working on your project and indicate their current employment status. This will assist us in tracking mandatory education requirements.
	Name
	Still working at Hines [X]
	Left Hines [X]
	Unknown [X]

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


	VIII. List the subjects enrolled since last review.

	
	(C=Consent Submitted, H=HIPAA, PN=Progress Note, F=Flagged) 
Use additional page as necessary.

	Name (last, first)
	SS No. (last 4)
	Veteran
	Non-Veteran
	(Office Use Only)
AUDIT DATE:

	
	
	
	
	Consent
	HIPAA
	PN
	Flag*

	     
	     
	     
	     
	
	
	
	

	     
	     
	     
	     
	
	
	
	

	     
	     
	     
	     
	
	
	
	

	     
	     
	     
	     
	
	
	
	

	     
	     
	     
	     
	
	
	
	

	     
	     
	     
	     
	
	
	
	

	     
	     
	     
	     
	
	
	
	

	     
	     
	     
	     
	
	
	
	

	     
	     
	     
	     
	
	
	
	

	     
	     
	     
	     
	
	
	
	

	     
	     
	     
	     
	
	
	
	

	     
	     
	     
	     
	
	
	
	

	     
	     
	     
	     
	
	
	
	

	     
	     
	     
	     
	
	
	
	

	     
	     
	     
	     
	
	
	
	

	     
	     
	     
	     
	
	
	
	

	     
	     
	     
	     
	
	
	
	

	     
	     
	     
	     
	
	
	
	

	     
	     
	     
	     
	
	
	
	

	     
	     
	     
	     
	
	
	
	

	*Flag applies to studies where subject has more than one visit.
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