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Stratton VA
IRB CONTINUING REVIEW/STUDY CLOSURE REQUEST 

Please complete all items and attach additional pages if required, to provide full information.

Principal Investigator:                                                            MIRB #      
Protocol Title:       
Sponsor of this Research Project:       
Who is the qualified clinician that will be responsible for all study-related health care decisions?  May be the principal investigator, investigator or other.  Note: This is not required for survey research, retrospective chart review, or other research in which the subject’s medical condition is not relevant to, or affected by, the study.  
Indicate Not Required based on above exceptions OR Provide Name and Qualifications of clinician (MD, RN, etc.):

	


1.   Project Status:

	--Active-- Continuing Review   
       FORMCHECKBOX 
 Human subjects are being enrolled 

       FORMCHECKBOX 
 Medical records are being reviewed  

            (including review for database  studies)

       FORMCHECKBOX 
 Project is closed to enrollment of new 

           subjects 

       FORMCHECKBOX 
 Follow-up only (data collection,  

           enrollment, interventions and treatment are 

           complete) 

       FORMCHECKBOX 
 Data analysis only (data collection,  

           enrollment,  interventions, treatment, and  

           follow-up are complete)

       FORMCHECKBOX 
 Project has not been initiated: provide 

            reason      

	              --Study Closure--
 FORMCHECKBOX 
 Project is complete; No enrollment, data 

      collection, treatment, intervention, follow-up, 

      or data analysis is occurring 

 FORMCHECKBOX 
 Project was not funded 

 FORMCHECKBOX 
 Project was not initiated 

 FORMCHECKBOX 
 Other (please specify):      


2.   Please describe the methods that will be employed to identify and recruit subjects.  THIS INCLUDES DATA BASE STUDIES.
_______________________________________________________________________________________________________________________________________________________________
Number of subjects proposed in the original application and approved by IRB:       
Age group of subjects in protocol approved by IRB:       
Yes
No

  (
 (
Does this protocol recruit in-patients?

  (
 (
Does this protocol recruit out-patients?

  (
 (
Is there a subject inducement/payment?  If yes, provide Total amount, Form of payment and Schedule of payments, including the Timing of payments: 
_____________________________________________________________________________________________________________________________________________________
  (
 (
Are any classes of persons being excluded as subjects for the study?  If yes: Please provide the scientific and ethical reasons for excluding the class or classes of persons: ______________________________________________________________________________________________________________________________________________________
3.   Total number of subjects enrolled at this site since the initiation of this project:      
NOTE: The total number of subjects enrolled includes ALL consented subjects.

4.   Total number of subjects enrolled at this site since the last report:      
5.   Did you collect demographic information during the conduct of this study?  Yes FORMCHECKBOX 
      No FORMCHECKBOX 
  If yes, please complete the table below.  The categories in the table below are based on DHHS Guidance, please visit www.fda.gov/cber/gdlns/racethclin.pdf. 
	 
	 
	White/ Non-Hispanic
	White/ Hispanic
	Black/African American Non-Hispanic
	Black/African American Hispanic
	Asian 
	Native Hawaiian or Other Pacific Islander
	American Indian or Alaskan Native
	Other or Unknown

	Male
	Since the initiation of this project
	 
	 
	 
	 
	 
	 
	 
	 

	Male
	Since the last report
	 
	 
	 
	 
	 
	 
	 
	 

	Female
	Since the initiation of this project
	 
	 
	 
	 
	 
	 
	 
	 

	Female
	Since the last report
	 
	 
	 
	 
	 
	 
	 
	 

	 
	Total
	 
	 
	 
	 
	 
	 
	 
	 


NOTE: The total number of subjects enrolled includes ALL consented subjects.
6.   Number and categories of subjects enrolled who are members of vulnerable populations (children, prisoners, pregnant women, mentally disabled persons, economically disadvantaged, educationally disadvantage):         or    FORMCHECKBOX 
 Not applicable (not applicable if members of vulnerable populations are not the focus of this project)

Please Note: Questions 6, 7 and 8 apply to Retrospective Medical Record and Data Base Studies Only

7.   Total number of medical records reviewed since the initiation of this project:      
8.   Total number of medical records reviewed since the last report:      
9.   Number of medical records proposed for review in the original application and approved by IRB:           

10.  Did any of the recruited research subjects withdraw from the study?  

 FORMCHECKBOX 
Not applicable 

 FORMCHECKBOX 
No

 FORMCHECKBOX 
Yes (Indicate number and reasons for withdrawal)

11.  Did any of the subjects at this site complain about any aspect of the study or have there been any other complaints about the research?

 FORMCHECKBOX 
Not applicable 

 FORMCHECKBOX 
No

 FORMCHECKBOX 
Yes (Please detail)

12.  A signed consent form is in my files for each subject entered into this study and is also in the medical record of each VA subject entered into this study.   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   FORMCHECKBOX 
 NA

13.  Please summarize the relevant recent literature concerning this project. 

14.  Has there been anything learned from this project to date?   List abstracts or publications resulting from the study, not previously reported (provide one copy of each).

  FORMCHECKBOX 
Not applicable

  FORMCHECKBOX 
No

  FORMCHECKBOX 
Yes (Please detail)

15.  Has there been new information learned since the study began that might affect subjects’ participation?

  FORMCHECKBOX 
Not applicable

  FORMCHECKBOX 
No

  FORMCHECKBOX 
Yes (Please give details and explain how subjects were informed of this):

16.  Have any benefits, for the subjects or for medical science, been produced by this project?

  FORMCHECKBOX 
No

  FORMCHECKBOX 
Yes (Please detail)

17.  Were there any amendments to this protocol over the past year (including revised or updated investigator’s brochure)?  

 FORMCHECKBOX 
No

 FORMCHECKBOX 
Yes (Answer a. and b.)

a. Please summarize each amendment and give dates of IRB submission.

b. Did any amendment require a change in the informed consent document?

18.  Have there been any relevant multi-center trial reports since the last continuing review (or initial review if this is the first continuing review)?  
 FORMCHECKBOX 
No

 FORMCHECKBOX 
Yes (please submit them with this request)

19.  Does the enrolled subject population conform (with respect to age, gender, ethnic/socioeconomic background) to the population as described in the original proposal?

  FORMCHECKBOX 
Not applicable 

  FORMCHECKBOX 
Yes

  FORMCHECKBOX 
No (Please explain)

20.  Has any person(s) joined or left the group of investigators since the last report?

  FORMCHECKBOX 
No 

  FORMCHECKBOX 
Yes (Please explain)

21.  Please provide the number of individuals, since the last report, for whom surrogate consent was deemed necessary because of impaired decision making capacity (IDMC):       
22.  If you desire to continue enrollment of subjects with IDMC you must have IRB approval.   

       Please provide responses addressing the three criteria below for inclusion of subjects with IDMC .

        FORMCHECKBOX 
Not applicable

  FORMCHECKBOX 
No persons with IDMC will be enrolled

  FORMCHECKBOX 
The 3 criteria for inclusion of subjects with IDMC were previously addressed and approved 

      by the IRB on         (provide the date)

  FORMCHECKBOX 
Enrollment of persons with IDMC is planned and the criteria are addressed below 

(See SOP on Impaired Decision Making Capacity for a description of individuals who can serve as a legally authorized representative and provide surrogate consent.)
Criteria (1) Only incompetent persons or persons with impaired decision making capacity are suitable as research subjects.  Competent persons are not suitable for the proposed research.  The investigator must demonstrate to the IRB that there is a compelling reason to include incompetent individuals or persons with impaired decision-making capacity as subjects. 

Incompetent persons or persons with impaired decision-making capacity must not 

be subjects in research simply because they are readily available.  For research that plans to include or continue to include participants with and without decision impairment, the investigator must attest to the fact that  incompetent persons  or persons who have IDMC are needed in order to have a representative sample of subjects with the condition/characteristic being studied.
     
Criteria (2) The proposed research entails no significant risks, tangible or intangible, or if the research presents some probability of harm, there must be at least a greater probability of direct benefit to the participant.  Incompetent people or persons with impaired decision-making capacity are not to be subjects of research that imposes a risk of injury, unless that research is intended to benefit that subject and the probability of benefit is greater than the probability of harm. 


     
Criteria (3)  Describe procedures to be followed to inform surrogates of their roles and obligations to protect subjects who are legally incompetent or who have impaired decision making capacity (IDMC):
     
23.  One or more subjects have claimed injury from participating in this study.

        FORMCHECKBOX 
 Yes 

        FORMCHECKBOX 
 No 

        FORMCHECKBOX 
 NA

24.  Unexpected adverse events have occurred      FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
  No

25.  Serious, but expected, adverse events have occurred    FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
  No

26.  If items 22, 23, or 24 were Yes, was an adverse event report filed with this IRB and an agency such as the NIH or FDA?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   FORMCHECKBOX 

27.  Please provide a summary of adverse events (serious and non-serious, on-site and off-site) since the last continuing review report.  For off-site adverse events a current statement from the DSMB/DMC or sponsor can be submitted indicating their review of study-wide adverse events.  Do Not provide copies of adverse event reports previously provided to the IRB.  An example of a summary (hypothetically) could be: (“There were 115 AE’s for this study during the previous 12 months.  None of these were classified as directly related to the study.  Four of these were classified as possibly related, involving hypotension…”  Then provide further discussion to explain.)  
28.  Please provide a summary of safety monitoring reports received since the last IRB review.  Do Not provide copies of all the safety monitoring reports that were provided to the IRB since the last IRB review.  

29.  Please describe any unanticipated problems involving risks to subjects over the last year.  

30.  Please describe any protocol violations since the last continuing review relating to: Inclusion or exclusion criteria, Dosing errors (amount and timing), Missed scheduled visits of subjects that involve safety tests, Loss of data protection, Violation of qualifications to continuing. 
If there were no protocol violations, check this box:  FORMCHECKBOX 
THERE WERE NO PROTOCOL VIOLATIONS SINCE THE LAST CONTINUING REVIEW
31.  Please provide any other relevant information, including information about risks associated with the research since the last continuing or initial review.  
32.  Please provide a current risk-benefit assessment based on study results.

33.  What procedure(s) are being utilized to prevent/minimize risks or discomfort?  Note:  Potential risks and discomforts must be minimized by using procedures which are consistent with sound research design and which do not unnecessarily expose subjects to risk.  Risks should be minimized, whenever appropriate, by using procedures already being performed on the subjects for diagnostic or treatment purposes.  This section should reflect that all appropriate steps to protect subjects from harm.  
34.  Part A. Confidentiality (Confidentiality pertains to the treatment of information that an individual has disclosed in a relationship of trust and with the expectation that it will not be divulged to others in ways that are inconsistent with the understanding of the original disclosure without permission.)
34.A.1.) Describe in adequate detail what measures are being taken to protect the confidentiality of the data to be obtained. e.g. destruction of key code, third party control of key code, physical security, deidentified data collection, etc.
34.A.2.) Describe Storage of data (electronic media, tissues, records, etc.).
34.A.3.) Describe plans for Return or Destruction of protected health information.
34.A.4.) If research data will be shared with individuals other than the study team at the VA NJ Health Care System, how will data be transferred or transmitted?

34.A.5.) Will identifiable protected health information be provided to anyone outside of the PI and study team members listed on this application?  If YES, describe to whom, what information will be provided and how the recipient will store and secure that information.

   Part B. Privacy (Privacy can be defined in terms of having control over the extent, timing, and circumstances of sharing oneself (physically, behaviorally, or intellectually) with others.
34. B. 1.) Describe provisions to protect privacy (may include curtains or private rooms for changing clothes, private areas for discussion, or other approaches to giving the subjects control over the sharing of themselves).
34. B. 2.) Describe the specific method to be used to obtain information (such as: laboratory results, questionnaires, specific assessments, specific databases, etc.) and the setting in which the information will be obtained.   
35.
Describe the data and safety monitoring plan.  A data and safety monitoring plan is required for all clinical trials.  The plan needs to include procedures for reporting adverse events. The plan may vary depending on the potential risks, complexity and nature of the study. The use of a data and safety monitoring board or data monitoring committee needs to be considered if there are multiple clinical sites, the study is blinded, interventions are particularly high-risk, or vulnerable populations are included. Note: When the investigator is the lead investigator of a multi-center study, or the organization is the lead site in a multi-center study, include information about the management of information obtained in multi-site research that might be relevant to the participant protections, such as: 

• Unanticipated problems involving risks to participants or others. 

• Interim results.


• Protocol modifications
36.
Informed Consent: Please provide a copy of the Informed Consent Form.
36.A. If this study involves a waiver of the requirement to obtain a signed consent form:
Please provide justification for its omission with specific citation to federal regulation(s) and 

Provide a written description of the information that will be provided to subjects. 

36.B. Describe the Consent Process that will be employed (examples: methods of communication, audio-visual aids, qualifications of person conducting the consent interview, location/setting, time frame, whether there will be a two part consent process, family member involvement, etc.)

36.C. Describe any waiting period between informing the prospective subjects and obtaining the consent:

36.D. Describe steps to be taken to minimize the possibility of coercion or undue influence:

36.E. What language (Other Than English) will be used by those obtaining consent? 

36.F. What language is understood by the prospective subjects or the legally authorized representatives?

37.
List individual(s) who are approved to obtain consent and their role(s) in protocol:


Name(s) of Persons Obtaining Consent

Title

Role(s) on the Project
38.  Please describe the plan for continuation of the research in the event of extended absence of the Principal Investigator in the next year.

_______________________________




_______________

Signature, Principal Investigator






Date
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