Baystate Medical Center Institutional Review Board (IRB)

Continuing Review Report

Continuing Review:  IRBs are required to conduct substantive and meaningful continuing review of research at intervals appropriate to the degree of risk, but not less than once per year. Continuing reviews will be conducted by the convened IRB unless the research falls into one or more of the categories appropriate for expedited review.

The information requested in this report is designed to provide the IRB with the necessary information such that it can make the Federally required determinations codified at 21 CFR Parts 50, 54, & 56, and 45 CFR Part 46.

PLEASE NOTE:  ALL MODIFICATIONS AND/OR CHANGES THAT HAVE NOT BEEN REVIEWED AND APPROVED BY THE IRB MUST BE SUBMITTED USING THE “REQUEST FOR MODIFICATION” FORM.

Incomplete answers may result in delays in approval.  The ability of the IRB to reach the required determinations is dependent on the provision of complete and accurate information.

Section 1 – Current Status of Research

1. Estimated study completion date:       
Current Status of Research (if all research related activities at Baystate are completed, or the study has been terminated, or the study never was conducted and there is no intention to start the study, use the “Study Closure Form”):

 FORMCHECKBOX 
 Study is open to enrollment and no subjects have been enrolled to date.

 FORMCHECKBOX 
 Study is open to enrollment and subjects have been enrolled to date.

 FORMCHECKBOX 
 Closed to enrollment but subjects are still “active” on the protocol regimen.

 FORMCHECKBOX 
 Closed to enrollment but follow-up of subjects continues.

 FORMCHECKBOX 
 Closed to enrollment but analysis of identifiable/coded data continues.

Section 2 – Update on Research Design and Procedures

1. Please summarize your findings to date; including preliminary results and interim findings where available (State if there are no findings to date):

     
2. Since the last IRB review, have there been any publications in the literature relevant to this research?

 FORMCHECKBOX 
 No


 FORMCHECKBOX 
 Yes (Summarize the literature below and provide a reference list. Attach the 5 most relevant English language publications to this submission.) 

     
3. Since the last IRB review, have there been any problems with or changes in the research, including the following:  subject recruiting; advertising; subject compensation; inclusion or exclusion criteria; costs to subjects; investigator inducements; informed consent; documentation of informed consent; privacy or confidentiality protections; safety monitoring; vulnerable subject protections:

 FORMCHECKBOX 
 No


 FORMCHECKBOX 
 Yes* (provide a summary of problems or changes):

     
*If yes, were all the problems or changes prospectively reviewed and approved by the IRB prior to implementation?

 FORMCHECKBOX 
 Yes


 FORMCHECKBOX 
 No (please explain): 

     
Section 3 – Update on Subject Selection, Recruitment, and Vulnerable Populations

If this is a multi-center study, this section applies to subjects enrolled locally.  If the BMC IRB is serving as the IRB of record for another site, this section must include information on that site as well.

1. List the total number of subjects (or charts/record reviewed) approved for enrollment by the BMC IRB.  (Please note:  You must modify your research plan and receive prospective IRB approval prior to enrolling more subjects than are approved for this study.  If you have more than one cohort [patients, family members, treating physicians, etc.] provide answers for each cohort):  

     
2. List the total number of subjects enrolled (or charts/records reviewed) since the start of the research study.  (For the purposes of the IRB, subjects are considered enrolled once they have consented.  If you have more than one cohort (patients, family members, treating physicians, etc.) provide answers for each cohort): 

     
3. List the total number of subjects enrolled (or charts/records to be reviewed) since the last continuing review.  (If this is the first continuing review, list the number of subjects enrolled since study approval.  If you have more than one cohort [patients, family members, treating physicians, etc.] provide answers for each cohort):

     
4. Does your study require screening procedures to determine study eligibility?

 FORMCHECKBOX 
 No


 FORMCHECKBOX 
 Yes*

*If yes, how many subjects were consented and failed screening procedures?  (If you have more than one cohort [patients, family members, treating physicians, etc.] provide answers for each cohort).

     
5. Provide the cumulative accrual by race/ethnic group and gender for this study:

	
	African American
	American Indian
	Asian
	Caucasian
	Hispanic - White
	Hispanic - Black
	Others
	Totals

	Men
	     
	     
	     
	     
	     
	     
	     
	     

	Women
	     
	     
	     
	     
	     
	     
	     
	     

	Totals
	     
	     
	     
	     
	     
	     
	     
	     


6.     FORMCHECKBOX 
  Gender and minority status not collected for this study. (reason:      )

7.  Has the IRB approved the enrollment of vulnerable populations for this study?

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes*


*If yes, provide a cumulative accrual by vulnerable population:

	Category
	Total Enrolled

	Clients of the Department of Mental Health (adults or minors)
	     

	Clients of the Department of Mental Retardation (adults or minors)
	     

	Employees/Students/Residents/Fellows
	     

	Minors (Children)
	     

	Minors in the care of the DCFS and/or DYS
	     

	Persons with Impaired Decision-Making Capacity
	     

	Pregnant Women, Fetuses, Neonates
	     

	Prisoners
	     

	Other (describe):      
	     


8. Number of subjects still active in the study (includes follow-up procedures) at the time of this review.  (If you have more than one cohort [patients, family members, treating physicians, etc.] provide answers for each cohort).  (Enter “NA” if this is a chart/record review):


     
9. Number of subjects that have completed the study.  (If you have more than one cohort [patients, family members, treating physicians, etc.], provide answers for each cohort): 

     
10. Number of additional subjects to be enrolled (or charts/records to be reviewed).  (If you have more than one cohort [patients, family members, treating physicians, etc.] provide answers for each cohort):
     
Note:  The total enrollment number cannot be changed from that originally approved without the submission and approval of a modification request (amendment).
11. Have any subjects been withdrawn from this study to date?  

 FORMCHECKBOX 
 Not applicable (chart/record review)

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes (If yes, provide a summary of all withdrawals and the reasons for the withdrawal).

     
12. Have any subjects been excluded on the basis of race, ethnic group, understanding of English, socioeconomic status, education, gender, or pregnancy? 

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes (please explain):

     
Section 4 – Update on Research Risks/Benefits

1. Since the last IRB review, has there been any other relevant information regarding this research, especially information about risks associated with the research?

 FORMCHECKBOX 
 No


 FORMCHECKBOX 
 Yes* (provide a description of this information): 

     
*If yes, was this information reviewed by the IRB?

 FORMCHECKBOX 
 Yes


 FORMCHECKBOX 
 No (please explain):      
2. Since the last IRB review, have there been any study-wide or multi-center trial reports?

 FORMCHECKBOX 
 No


 FORMCHECKBOX 
 Yes* 

*If yes, were these reports reviewed by the IRB?

 FORMCHECKBOX 
 Yes


 FORMCHECKBOX 
 No (please explain and include the un-submitted reports with this submission):      
3. Since the last IRB review, have there been any data and safety monitoring board reports?

 FORMCHECKBOX 
 No


 FORMCHECKBOX 
 Yes* 

*If yes, were these reports reviewed by the IRB?

 FORMCHECKBOX 
 Yes


 FORMCHECKBOX 
 No (please explain and include the un-submitted reports with this submission):      
4. Since the last IRB review, have this study been audited or inspected by an external party (sponsor, FDA, OHRP, NIH, cooperative group, etc. (exclude routine monitoring visits))?

 FORMCHECKBOX 
 No


 FORMCHECKBOX 
 Yes* 

*If yes, were these reports reviewed by the IRB?

 FORMCHECKBOX 
 Yes


 FORMCHECKBOX 
 No (please explain and include the un-submitted reports with this submission):      
5. Since the last IRB review, has the profile of adverse events (in terms of frequency, severity, or specificity) changed?

 FORMCHECKBOX 
 No


 FORMCHECKBOX 
 Yes* (provide a summary of the changes):       
6. Since the last IRB review, have there been any unanticipated problems involving risks to subjects or others?

 FORMCHECKBOX 
 No


 FORMCHECKBOX 
 Yes* (provide a summary of the problems):       
*If yes, were these problems reviewed by the IRB?

 FORMCHECKBOX 
 Yes


 FORMCHECKBOX 
 No (please explain and include the un-submitted reports with this submission):      
7. Since the last IRB review, have any subjects or others complained about the research?

 FORMCHECKBOX 
 No


 FORMCHECKBOX 
 Yes* (provide a summary describing the number and nature of the complaints):  

     
*If yes, were these complaints reported to the IRB?

 FORMCHECKBOX 
 Yes


 FORMCHECKBOX 
 No (please explain and include the un-submitted reports with this submission):      
8. Since the last IRB review, have subjects experienced any additional benefits from the research?

 FORMCHECKBOX 
 No


 FORMCHECKBOX 
 Yes* (provide a summary of subject benefits):       
*If yes, were these benefits reviewed by the IRB?

 FORMCHECKBOX 
 Yes


 FORMCHECKBOX 
 No (please explain):      
9. In the opinion of the principal investigator, have the risks or potential benefits of this research changed?

 FORMCHECKBOX 
 No


 FORMCHECKBOX 
 Yes (provide a description of the changes):       
10. Please give your opinion as to the overall risk classification for the research:

 FORMCHECKBOX 
 Minimal Risk*

 FORMCHECKBOX 
 Greater than Minimal Risk

*Minimal risk means that the risks of harm anticipated are not greater than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.
Section 5 – Additional Information
Type of consent approved by the IRB (check all that apply): 

 FORMCHECKBOX 

Written Consent Document(s)  

Number of consent forms attached:      
 FORMCHECKBOX 

Oral Script(s)/Letter(s)/Information Sheet(s) or Waiver of Documentation of Informed Consent granted


Number of oral script(s)/letter(s)/information sheets(s) attached:       

 FORMCHECKBOX 

Waiver of Informed Consent granted 

Section 6 – Other Information

Describe any other information specific to this study not covered by the above sections that may be of relevance to this continuing review: 

     
Section 7 – Attachments

Please include the following items with your submission as applicable and check:

 FORMCHECKBOX 
  Continuing Review Report

 FORMCHECKBOX 
  Publication(s) related to the research

 FORMCHECKBOX 
  Publication(s)/Presentations resulting from this research

 FORMCHECKBOX 
  Any un-submitted reports identified while completing this continuing review report. 

 FORMCHECKBOX 
  Conflict of Interest and Commitment Questionnaire for each member of the research team

 FORMCHECKBOX 
  CITI Certificates for each member of the research team

 FORMCHECKBOX 
  Other (describe):       
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