Form #7

                                                          Office of Research Administration
Regulatory Services for Human Subjects Research

The University of Texas at Arlington

Continuing Review or Study Closure Application

Please complete ALL sections of this form.
1. STUDY INFORMATION

IRB # :
       


Protocol Title: 
     
2. CONTACT INFORMATION

Principal Investigator Information:

	Last Name:

     
	First Name:

     
	UTA Department

     
	UTA Box Number

     

	Off-Campus Address (if applicable)

     
      
	Phone
     
	Cell Phone/Pager
     
	Fax
     

	Email Address: 


3. CURRENT RESEARCH STUDY STATUS
Please check the one choice that best describes the current state of this research study: 

 FORMCHECKBOX 


No participants have been enrolled to date.
 FORMCHECKBOX 

Recruitment and/or enrollment of new participants or review of records, data or specimens continue.  





[Continuing / No Changes]
 FORMCHECKBOX 


Recruitment and/or enrollment of new participants or review of records, data or specimens 

continue.  A request for modification approval is also submitted at this time.








[Continuing / Revised]
 FORMCHECKBOX 

Study is no longer enrolling, but participants are still engaged in the research and/or are receiving research-related activities (e.g., services, counseling, equipment or devices, treatment, blood draws, etc.) or study is active only for long-term follow-up or observation







 [Continuing / Closed to Accrual]
 FORMCHECKBOX 

Study enrollment is permanently closed.  All research related interventions or interactions with human subjects are completed and all data collection and analysis of identifiable private information described in the IRB approved research plan are finished. (A protocol may be closed when data is compiled into a format that no longer is identifiable to the individual participants)







[Protocol Closed / Study Complete]
 FORMCHECKBOX 


Never Initiated 





[Protocol Closed]
4. STUDY PROGRESS SUMMARY 
A.       
Total number of participants studied at local site to date (including any withdrawals by 


participants, PI or sponsor OR consented screen failures)
B.       
Since the study started, how many participants have withdrawn?

C.  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
No
Is this a multi-center/site study?  
Note:  The Office of Human Research Protection (OHRP) recognizes that investigators participating in multi-center clinical trials may have difficulty in preparing a meaningful summary of adverse events.  In such circumstances, when the clinical trial is subject to oversight by a monitoring entity (e.g., the research sponsor, a coordinating or statistical center, or a (DSMB/DMC), OHRP recommends that the investigator submit a current report from the monitoring entity.  OHRP further recommends that such reports include a statement indicating what information (e.g., study wide adverse events, interim findings, and any recent literature relevant to the research) was reviewed by the monitoring entity; the date of the review; and the monitoring entity assessment of the information reviewed.
5.  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
No
Since the previous IRB continuing review approval, have there been any 

unanticipated problems/adverse events?

Provide a summary of any unanticipated problems and available information regarding adverse events (in many cases, such a summary could be a brief statement that there have been no unanticipated problems and that adverse events have occurred at the expected frequency and level of severity as documented in the research protocol, the informed consent document and any investigator brochure).
6.   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
No
Since the most recent IRB continuing review approval have there been any 

participant complaints regarding the research?  If “Yes,” provide a brief description 

summarizing the complaints 

7.
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
Since the most recent IRB continuing review approval has any new information emerged, either
from the research itself or from other sources, that could alter the IRB’s previous determinations, particularly with respect to risk to the subjects?  If yes, provide a summary of any recent literature that may be relevant to the research or modifications to the research since the last IRB review
8 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 
Has the study been funded since original approval?  
If, “Yes”, please complete the following:

Provide source of funding     
Provide OGCS proposal number, if applicable     
PRINCIPAL INVESTIGATOR STATEMENT OF ASSURANCE

In addition to the above response, the PI confirms that a current IRB-approved consent/assent form has been signed, dated, and is retained in the PI’s files for every volunteer participant enrolled in this study and a copy was provided to the person who signed the form (if use of a consent/assent form was required).  The PI also confirms that no changes to the approved study procedures or to the consent/assent form(s) were initiated without prior written IRB approval.  The PI certifies that the information provided herein is complete and accurate to the best of his/her knowledge and that the approved protocol and method of obtaining informed consent/assent has been followed.

____________________________________________________
______________________


Principal Investigator Signature





Date
Failure to submit information requested by or before the established deadline provided for the continuation of your protocol will result in suspension and/or termination of IRB approval.
RETURN TO: Office of Research Administration - Regulatory Services, Human Research Protection Program, UTA, Box 19188
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