Principal Investigator:  

Title: 

Expiration date:   
Principal Investigator:  

Study Title

HINES VAH / NC VAMC INSTITUTIONAL REVIEW BOARD (IRB)
REVIEW AND DETERMINATION of CONTINUING APPROVAL or CLOSURE


The Continuing Review submission packet has been updated to incorporate requirements of VHA Research Handbook version 1200.5 and AAHRPP Accreditation Standards (Element 11.2.D) 

The IRB 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, the IRB must conduct a purposeful continuing review of the research at intervals appropriate to the degree of risk, but not less than once per year (365 days).  The IRB will determine that the frequency and extent of continuing review for each study is adequate to ensure the continued protection of research subjects. The factors considered in setting the frequency of review may include: the nature of the study; the degree of risk involved; and the vulnerability of the study subject population. Continuing review is as important as the initial review, due to changes in the research, adverse events or unanticipated problems, the study and risks will be re-evaluated and the risk/benefit ratio reassessed.  The purpose of continuing review is to review the progress of the entire study, not just changes in it.  Investigator and research team compliance will also be reviewed.
The Investigator is ultimately responsible for the conduct of the study. It is the Investigator’s responsibility to complete and return the continuation request, along with the required documentation prior to the expiration of approval.  

Please review the consent form, recruitment materials and request any necessary changes.  
Please note a final report is required upon completion, termination or cancellation of any study.

Return the completed submission packet to the IRB Office by the deadline stated on the Continuing Review Notice. 
Please note that the following areas have been identified as frequently having insufficient information:

Adverse events

Unanticipated Problems involving Risks to participants and others

Participant Benefits

Any interim findings

A current risk-benefit ratio assessment based on study results

An assurance that all serious or unexpected adverse events had been reported as required

Failure to return the completed forms within the specified time may result in lapse of approval. 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 IRB Chair immediately.  Approval to continue may be granted only after consultation with the IRB Chair and the Chief of Staff.

Incomplete continuing review forms annual review forms will be returned for the additional information.  This may cause a lapse in approval that will result in the cessation of all study procedures. 
I.  Request for a continuing review: (check one)

	
	Project is approved but not yet active.

	
	Project is active and human participants are being recruited or medical

	
	records are being analyzed.

	
	Project is closed to accrual of new participants, but participants are 

	
	being treated and observed.

	
	All interventions and tests have ended but participants continue to be

	
	observed for long term status.

	
	Project remains active only for data analysis and manuscript preparation. 


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

	
	This study and it’s analysis has been completed.  Identifiable data will 

	
	no longer be used.

	
	Project  has never begun and will not be activated. (State reason or provide notification from sponsor)


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 the study.
 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  NO (if no, provide explanation)

 FORMCHECKBOX 
  N/A (i.e. database study or record review)

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 are enrolled nationally (Not all studies have national component). _________
By signing below, I attest that I am aware that all research projects using human subjects must receive prior approval by the IRB, that any changes to the approved protocol requires prior approval, that a signed consent form and HIPAA authorization must be obtained from each participant before any research procedures are performed, and that continued review and approval is required at least annually, depending on the level of risk.  I agree to abide by the regulations governing human subject research and to abide by the determinations of the IRB.  I understand that a copy of all consent forms, correspondence, and forms must be retained for at least five (5) years after 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:

HINES VAH / NC VAMC HUMAN STUDIES SUBCOMMITTEE
CONTINUING REVIEW PROGRESS REPORT FOR APPROVED STUDIES OR CLOSURES
IV.
Required Attachments:  Please attach the following in paper form:

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

	Full Protocol or Protocol Summary or proposal  (OHRP, 1200.5 7.g (1)(e)  II.2.D
	
	

	Copy of all approved amendments 1200.5 7.g (1)(e
	
	

	Current Informed Consent(s)
	
	

	Information Letters
	
	

	Telephone Scripts
	
	

	Recruitment Materials
	
	

	HIPAA Authorization
	
	

	Abstract & Progress Report of Research Findings to Date
	
	

	Copies of all monitoring reports
	
	

	Plan for Alternate PI if necessary
	
	


· Please provide clean (unstamped) copies of the consent, information letter, recruitment materials
· Please be sure forms are updated with current contact numbers & incorporates the most recent required language.  Please refer to the latest consent template on the website: http://www.hines.va.gov/research/

The following are also required to be included: (complete and/ or refer to below sections)
· A list of all staff involved in the study and the date educational requirements were met. 
 (Complete Section VII)

· A Summary of the any relevant literature since last review  (Mandatory Section VI)
· Any relevant multi-center trial reports
· A summary of participant benefits.
· A current risk/Benefit assessment taking into consideration study results and any new information since the last IRB review  (Mandatory Section VI)
· A list of names and last 4 of social security numbers of all patients enrolled in this research study since the last review.  (Mandatory: Complete Section VIII)  This is for audit purposes.
·  Completed Study Assessment (Mandatory Complete Sections V-VII)
·  Summary Results/Progress Report (Mandatory Complete Section VI)
·  Annual Disclosure of Conflict of Interest

V.  Study Assessment for the last review period.  
Note:  Complete all fields.    

      a.  How many local participants were approached and screened? _________________

Of those:
    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? _______________
3.  How many are considered members of a specific vulnerable population?  __________
b. How many participants that were enrolled withdrew from the study?  _______________I

Identify the reason(s)

	Subject Initials or study #
	Reason for Withdrawal

	
	

	
	

	
	


c. How many participants that were enrolled 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 or continue participation?    FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  N/A
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.  (Use additional page if necessary)
f.
Have all changes to the research had IRB approval prior to implementation (except in cases to reduce hazard to the subjects)?   FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  N/A


Attach copies of all amendments/requested changes since the last review period, e.g., protocol amendments, change in study personnel, recruitment changes, etc. (1200.5, II.2.D).
g.
List Investigator Brochures (IB) submitted/approved  over the last review period.

	IB #
	IB Date
	Comments/description

	
	
	

	
	
	

	
	
	


h. Summarize any adverse events occurring during this last review period (local or at other sites if a multi-site study).
i. Have all serious or unanticipated adverse events (local and non-local, serious and non-serious) been reported to the IRB? 

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
(if no, provide explanation) 

 FORMCHECKBOX 
  No serious or unanticipated AEs have occurred.
j.
Summarize any unanticipated risks and steps taken to decrease risks to participant.  
 FORMCHECKBOX 
  No unanticipated risks occurred.
k.
Summarize  any unanticipated problems involving risks to participants to participants or others since the last IRB review, and steps taken to resolve and decrease potential risk to participant.  (i.e. lost or stolen data, equipment failures, randomization errors)


 FORMCHECKBOX 
  No unanticipated problems occurred.
l.

Describe early indications that one of the interventions under investigation may be significantly better or worse than the others:











 FORMCHECKBOX 
  N/A

m.

Summarize (or attach copies) results of DSMB (Data Safety Monitoring Board) meetings that changed the risk/benefit ration and/or required changes to the protocol or informed consent document.  (Note: Forward ALL copies of DSMB reports)





         FORMCHECKBOX 
  There is no DSMB for this study.
n. Have all serious protocol deviations been reported to the IRB?  
 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No
(provide explanation) 
 FORMCHECKBOX 
  No protocol serious deviations have occurred.

o.
Describe any events of non-compliance with applicable regulations identified in an audit (i.e. sponsor monitoring visit, CSP audit reports, FDA, ORO audits) and actions taken to improve.

 FORMCHECKBOX 
  None
p.
Have any other IRBs reviewed and approved this research?   FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No

If yes,  provide number  f sites and/or provide list of sites.
q.     Certify:  For VA patients, a Research Alert (flag) and Progress Notes (initial, withdrawal,
         termination) have been entered into the participant’s computerized medical record as
          applicable.    FORMCHECKBOX 
  Yes         FORMCHECKBOX 
  No  (provide explanation)      FORMCHECKBOX 
  N/A
r.
If there has been no accrual into the study since last review, or the study has been in data analysis for 3 or more years, provide justification why the study should remain active.
VI:

MANDATORY:  Summary Results/Progress Report:  Attach documents or additional pages as necessary
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 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.  (1200.5) (II.2.D)
	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 the 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 of Study Personnel
	Phone / Page
	Mail

code
	E Mail
	Credentials

Check Completed

Y or N
	“Overview of Good Clinical Practice and Human Subjects Protection” or CITI 
[Date completed]

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


	Identify 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.
ANNUAL DISCLOSURE OF CONFLICT OF INTEREST 

Note – this applies to EACH STUDY TEAM MEMBER (use separate pages as necessary)
It is recognized that a conflict of interest exists when an individual’s personal or financial interests might lead an independent observer to reasonably question whether or not actions or decisions were made for personal or financial benefit.  Personal interests may include a paid or unpaid relationship to the study sponsor.

Please respond to the following:

1.   Do you or your immediate family or any personnel in study team or their immediate family, have any of the following? (Circle all that apply)
*   “Immediate Family” means spouse and dependent children.

    a.  Ownership interest, stock options, or other financial interest related to the research unless it meets four tests: (Financial Interest Related to the Research means financial interest in the sponsor, product or service being tested, or competitor of the sponsor.)
· Less than $10,000 when aggregated for you and your immediate family.

· Publicly traded on a stock exchange.

· Value will not be affected by the outcome of the research.

· Less than 5% interest in any one single entity.

b.  Compensation related to the research unless it meets two tests:

· Less than $10,000 in the past year when aggregated for you and your immediate family.

· Amount will not be affected by the outcome of the research.

 c.  Any benefit of any kind from sponsor? (e.g. grants, compensation in the form of equipment, retainers

      for ongoing consultation, or honoraria).

 d.  Proprietary interest related to the research including, but not limited to, a patent, trademark, copyright or licensing 

      agreement.

e. A relationship (financial or non financial) with the sponsor?

If you circled any of the above, in a separate memo, describe the interest, benefit or relationship and any steps planned to prevent the interest from interfering with the design, conduct, or reporting of the research, including interfering with the protection of participants.   In addition, answer the questions below.

.

1.  Who designed the research?

2.  Who will analyze the safety and efficacy data?

3.  Is there a Data Safety Monitoring Board (DSMB)

4.  What are the specific arrangements for any payment?

5.  Where does the payment go?  To the Institution?  To the Investigator?

6.  Is there compensation for participants and if yes, what is the compensation?

· There are no conflicts of interest, either financial or non-financial

Initial and date:  ____________________________________________________

The information contained in this Continuing Review Packet and project file were reviewed by a qualified IRB member.  Review Comments and recommendations were brought forward and discussed by the IRB and the status determined as described below:
Approved on _________ for Period from _______  to ________   
Category of Review:   FORMCHECKBOX 
  Full Board 

 FORMCHECKBOX 
Expedited  (If Expedited: Review Category: _________) 
Reported as Closed or Terminated:  ___________            Disapproved on ____________                   
 (See letter for reasons)

	In Summary, the IRB had determined that the following have been met as required by the regulations and Research Handbook 1200.5:


(1)  Minimization of Risks.  Risks, both physical and non-physical, to human subjects are minimized by:  using procedures that are consistent with sound research design; that do not unnecessarily expose subjects to risk; and, whenever appropriate, using procedures already being performed on the subjects for diagnostic or treatment purposes.  


(2)  Reasonable Risk Benefit Ratio.  Risks, both physical and non-physical, to human subjects are reasonable in relation to any anticipated benefits (the risk benefit ratio) to subjects, and the importance of the knowledge that may reasonably be expected to result.  


(3)  Equitable Selection of Subjects.  The selection of is equitable, the IRB has  taken into account the purposes of the research and the research setting.  


(4)  Review and Approval of the Informed Consent Form (Approval of waiver/alteration or waiver of documentation, if applicable) 


(a)  IRB approval of the wording of the consent is be documented through the use of a stamp on each page of the VA Form 10-1086 that indicates the date of the most recent IRB approval of the document.  If the consent form is amended during the protocol approval period, the form will  bear the approval date of the amendment rather than the date of the approved protocol.   


(b)  The IRB has reviewed  the required language for a valid authorization to release health information 

(5)  Securing Informed Consent and Documentation of the Informed Consent Process.  Informed consent will be sought from each prospective subject or, if approved,  the subject's authorized representative.  A person knowledgeable about the consenting process and the research to be conducted will obtain the informed consent.

(6)  Monitoring Safety.  The research plan makes adequate provisions for monitoring the data collected to ensure the safety of subjects The plan includes appropriate procedures for reporting AEs.  


(7)  Privacy and Confidentiality.  Adequate provisions will be taken to protect the privacy of subjects and to maintain the confidentiality of individually-identifiable data.  Such provisions consider the requirements of Standards for Privacy of Individually-Identifiable Health Information (HIPAA Privacy Rule), 45 CFR Parts 160 and 164, and other laws regarding protection and use of veterans’ information, including Privacy Act of 1974, 5 U.S.C. 552a; VA Claims Confidentiality Statute, 38 U.S.C. 5701; Confidentiality of Drug Abuse, Alcoholism and Alcohol Abuse, Infection with Human Immunodeficiency Virus (HIV), and Sickle Cell Anemia Medical Records, 38 USC 7332; and Confidentiality of Healthcare Quality Assurance Review Records,  38 USC 5705.  

        (8)  Protection of Vulnerable Subjects.  Additional safeguards have been included in the study to protect the welfare of vulnerable subjects.  

        (9)  Conflict of Interest.  Adequate steps to manage, reduce or eliminate potential or real conflicts of interest (financial, role (investigator/patient relationships), and/or institutional) have been taken.  All VA investigators must be aware of and comply with VHA policies and procedures regarding conflict of interest.

       (10)  Investigator's Educational Requirements and Certification: The PI and all other investigators of this proposed research activity have met all current educational requirements for the protection of human research subjects as mandated by the facility’s Assurance, VA ORD, funding institutions, and applicable OHRP requirements.  The IRB has determined that the investigator is qualified through education, training, and experience to conduct the research.


_________________________________      
  ____________________

 Chair, IRB                         



  Date
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