Main Line Hospitals Institutional Review Board

Request for CONTINUING REVIEW and FINAL REPORTS 


Answer all questions.  Do not leave blanks.  Indicate N/A where applicable. All forms must be typed.  Handwritten forms will not be accepted. 
DATE:      
 FORMCHECKBOX 
 Continuing Review
              FORMCHECKBOX 
 Final Report 
PI NAME:           

DEPARTMENT/GROUP:
     

PHONE:
      

EMAIL:      
CONTACT PERSON:       


PHONE:
      

EMAIL:      
MLH FILE #:       
STUDY SPONSOR:      
 

STUDY SPONSOR ID#:      
TITLE OF STUDY:       
IND/IDE #:      
CLINICAL STUDY PHASE (“N/A” if retrospective):      






DATE OF INITIAL IRB REVIEW:      
DATE OF LAST IRB APPROVAL:       

EXPIRATION DATE OF IRB APPROVAL*:         
DURATION OF STUDY INTERVENTION (“N/A” if retrospective):      



*If IRB approval has expired or will expire before the IRB has issued a re-approval, all research activities must stop unless the IRB determines that it is in the best interests of individual subjects to continue participating in the research interventions or interactions. Enrollment may not occur after the expiration of IRB approval.

1. CURRENT STUDY STATUS:


 FORMCHECKBOX 
 
Study is active and patient recruitment is ongoing.  

 FORMCHECKBOX 
 
Enrollment is closed to accrual AND subjects are receiving study treatment (intervention). Provide closure date:      .  

 FORMCHECKBOX 
 
Enrollment is closed to accrual AND subjects are not receiving study treatment (intervention) AND research remains active 


for long term follow-up.  Provide closure date:      .  

 FORMCHECKBOX 

Ongoing research activities are limited to data-analysis  

 FORMCHECKBOX 

All study related activities are complete. This is the final report.  NOTE:  Final reports must include a summary of the progress of the research activities. Refer to item 17 for additional information. 

 FORMCHECKBOX 

This is a retrospective chart review or database research project.  


 FORMCHECKBOX 

Other, please explain.        

2a. SUBJECT INFORMATION: If this is a medical records retrospective chart review or database research project skip items 2a and 2b. 
	
	
	
	Classification of Subjects Enrolled Locally 
 *Numbers should add up to the total # of enrolled subjects. 

	Total number of subjects approved for study locally

Number of subjects enrolled locally

Number of subjects receiving treatment
	     
     *
     
	
	Gender

	
	
	
	Male
	     
	Female
	     

	Number of subjects in non-treatment follow-up
	     
	
	Ethnicity/Race

	Number of subjects who have completed the study
	     
	
	White
	     
	Black or African American
	     

	Number of subjects withdrawn from study 
	     **
	
	Asian
	     
	Amer. Indian or Alaska Native
	     

	Other, please explain:       

	     
	
	Hispanic or Latino
	     
	Native Hawaiin or Other Pacific Islander
	     

	Number of subjects accrued study wide, if available (“N/A” if single site or if not available)
	     
	
	Other
	     
	Unknown
	     

	Number of subjects enrolled considered to be vulnerable. Vulnerable populations: defined by FDA and OHRP as children, prisoners, pregnant women and neonates; also other subjects who may be vulnerable to coercion or undue influence such as mentally disabled persons, economically or educationally disadvantaged persons.
	     
	
	
	
	
	


2b. **If withdrawn:  Indicate number next to each item below. (DO NOT INCLUDE NAME OR IDENTIFIERS.) 
	Subject Decision
	     
	Principal Investigator/Primary Care Physician Decision
	     

	Adverse Events    
	     
	Lost to Follow-up 
	     

	Death (provide brief explanation):      
	     
	Other (please explain):      
	     


	3. Has the original objective of this protocol changed?

	 FORMCHECKBOX 
 Yes 

	 FORMCHECKBOX 
 No

	4. Have there been any revisions/changes to the approved protocol or consent form since last IRB approval? (i.e. since initial approval or last continuing review).  If YES, please attach a copy of approval letters for all submissions since last IRB review.  A summary of changes will be accepted as an alternative to a copy of each approval letter.

	 FORMCHECKBOX 
 Yes 

	 FORMCHECKBOX 
 No

	5. Has there been a change in sponsor or funding source since the last IRB review?  If YES, please explain here:       

	 FORMCHECKBOX 
 Yes 

	 FORMCHECKBOX 
 No 
 FORMCHECKBOX 
N/A

	6. Have there been any revisions to the human subjects sections of a currently funded grant since the last IRB review? If YES, please attach a description of the changes and the grant or funding application.  

	 FORMCHECKBOX 
 Yes 

	 FORMCHECKBOX 
 No
 FORMCHECKBOX 
N/A

	7. Have there been any changes/revisions to the study that have NOT been reported to the IRB since the last IRB approval?  If YES, attach a description to this form.

	 FORMCHECKBOX 
 Yes 

	 FORMCHECKBOX 
 No



	8. Since the last IRB review, have there been any unanticipated study-related events that have not been previously reported? If YES, attach a description to this form. Do not include events which were previously reported. 

	 FORMCHECKBOX 
 Yes 

	 FORMCHECKBOX 
 No

	9. Since the last IRB review, has the profile of adverse events (in terms of frequency, severity or specificity) changed from previous experience or as documented in the research protocol, informed consent document, or investigator’s brochure? If YES, attach a summary to this form. 

	 FORMCHECKBOX 
 Yes 

	 FORMCHECKBOX 
 No

 FORMCHECKBOX 
N/A

	10. Have there been any significant preliminary observations/interim findings during the past approval period?  If YES, please describe in Item 15 below.

	 FORMCHECKBOX 
 Yes 

	 FORMCHECKBOX 
 No

	11. Does a data monitoring committee (DMC) or data and safety monitoring board (DSMB) exist? If YES, DMC/DSMB report(s) are:   FORMCHECKBOX 
 attached or  FORMCHECKBOX 
 pending  FORMCHECKBOX 
 previously reviewed by IRB.  Include a copy of the reports if they have not been reviewed by MLH IRB. Additional Information:      

	 FORMCHECKBOX 
 Yes 

	 FORMCHECKBOX 
 No

	12. Were there any subject or study sponsor grievances or complaints concerning this Research protocol? If YES, attach a description to this form. 

	 FORMCHECKBOX 
 Yes



 FORMCHECKBOX 
 Yes 

	 FORMCHECKBOX 
 No



	13. Is there any relevant information, including recent literature, or other findings that may affect the risks associated with this research? If YES, attach a description to this form.


	 FORMCHECKBOX 
 Yes



 FORMCHECKBOX 
 Yes 

	 FORMCHECKBOX 
 No

	14.  Has the short form consent process been used with any subjects in this study? If YES, please summarize in Item 15 below. 
	 FORMCHECKBOX 
 Yes



 FORMCHECKBOX 
 Yes 

	 FORMCHECKBOX 
 No


15. Provide a brief summary of the research since the last approval or attach a summary and include a discussion about any unanticipated problems which have occurred.  If a large number of locally enrolled subjects have withdrawn from study, provide comparative information from other sites. When no subjects have been enrolled or if enrollment goals have not been reached, please include a discussion in the summary. Include any additional information for IRB consideration.

     
16. If this is a multi-center trial, include (or attach) a summary of any relevant reports that have been received in the past year.  Also, provide aggregate information about relevant regulatory actions occurring since the last review that could affect the safety and risk assessment (e.g. withdraw or suspension from marketing, reports of recalls and device disposition, etc.) 
     

17.  List drugs, devices and biologics used in this study:       
18. FOR FINAL REPORTS ONLY 
Final reports must include a summary of the research results.  This can include abstracts, publications, or other reports, results or summaries.  For multi-center trials, this may also include site close-out reports and for investigator-initiated interventional trials (excluding Phase I) of drugs, biological products, and devices, this should include summary results as reported to www.clinicatrials.gov.
     
19. All individuals involved in clinical research at any of the Main Line Hospitals must complete the education/certification program before participating in any research activities involving human subjects. For additional information, refer to the Education and Certification Policy in the Main Line Hospitals Institutional Review Board Policies and Procedures Manual and the Office of Research Protections website at http://www.limr.org/ora/ or the MLH IRB training requirements webpage at: http://www.limr.org/html/MLHIRB%20Education.htm
List all individuals responsible for the design, conduct or reporting of this study in the table below.  This includes all investigators, sub-investigators, staff, coordinators, nurses, etc. involved in the conduct of this study.
Continue on a separate sheet if necessary. 
	Name 

	

Role in Research
	MLH/ 

MLH Affiliate

Employee
	Completed Required Training*
	Involved in the Consent Process?
	Conflict of Interest Form Attached**

	
For ORP use ONLY

	(Please print first and last names)
	(e.g. Coordinator, PI, Nurse)
	YES
	NO
	YES
	NO
	YES
	NO
	YES
	NO
	

	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


* Re-certification is required every three years. 

**A completed conflict of interest form is required annually for all individuals involved in the conduct of this study.
PI CERTIFICATION:  I certify that the information contained in this form is correct and that: 

1. Check one:
 FORMCHECKBOX 
  Under federal mandate, there is a signed consent form which reflects all modifications since the last IRB approval on file with the principal investigator for every research subject at each of the Main Line Hospitals and each subject has received a signed copy of the consent form; OR
 FORMCHECKBOX 
  The IRB approved the study with a waiver for obtaining informed consent; OR
 FORMCHECKBOX 
  No subjects have been enrolled in this study. 
2.
 FORMCHECKBOX 
 An IRB-approved (stamped) consent form will be used with subjects and subjects will receive a signed  copy of the consent form 
3.
 FORMCHECKBOX 
  All revisions/modifications are submitted to the IRB for review and approval prior to implementation. 
4.
 FORMCHECKBOX 
  No research activities will be conducted if IRB approval has expired.  This includes enrollment of new subjects and data analysis. 
5.
 FORMCHECKBOX 

I continue to be qualified to conduct the research, have adequate time to conduct and complete the research, have an adequate number of qualified staff, adequate facilities, have access to a population that will allow recruitment of the necessary number of subjects and availability of medical or psychosocial resources that subjects may need as a consequence of the research.  
For investigator-initiated clinical trials that prospectively assign subjects to one or more health-related interventions to evaluate the effects on health outcomes for new and ongoing trials as of January 25, 2008:

 FORMCHECKBOX 
 
As an investigator with primary responsibility for initiating and conducting these types of studies are the responsible party required to register studies and report results to www.clinicaltrials.gov  and update study information when changes are made and/or at a minimum of annually. FDA can impose penalties on PIs who fail to register applicable clinical trials of up to $10,000/day for non-compliance.

Investigator Comments:

     
___________________________________  

     

     


Principal Investigator Signature



Date

Telephone and/or Pager Number
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               Form MLHIRB/003 REVISED 11.01.17

