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Continuing Review - Application To 


Involve Human Subjects In Research








Federal policy requires that all research involving human subjects be reviewed by the Institutional Review Board (IRB) at least once a year.  Continuing review must be substantive and meaningful to ensure adequate protection of the rights and welfare of research subjects.





The IRB must review ongoing research with respect to potential benefits, risks, adequacy of consent forms and other criteria for safeguarding human subjects.  Comprehensive review is mandatory at the time of continuing review as well as the initial application.  New subjects may not be enrolled and research activities may be suspended if a continuing review approval is not issued before the expiration date of the most current approval. 





-------------------------------------------------------------------------------














Checklist








 Required Documentation for Continuing Review Application





		____	Continuing Review Application (HS-3, signed by PI)





		____	Current Statement of Work - Include any information that you feel may help the IRB conduct their review.





		____	Progress report





		____	This list indicating materials submitted.





	If Applicable:





		____	Current Informed Consent Form (HS-2 signed/dated by PI)





		____	Current advertisement, flyers, solicitation for volunteers





		____	Current questionnaires/surveys.
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Pacific Northwest National Laboratory Institutional Review Board





CONTINUING REVIEW - APPLICATION TO


INVOLVE HUMAN SUBJECTS IN RESEARCH








Date of Notice:   							PNNL IRB No. 





Expiration Date of Current IRB Approval:





Please Note:  	No new subjects may be enrolled and research activities may be suspended if your project is not renewed by the expiration date.





Project Title:							





		Principal Investigator					   	Alternate Contact


Name: 									Name:  	


Phone: 								Phone:  	


Fax:	 								Fax:	   	


Address:								Address: 	


Division:								Division: 	





Investigator=s Assurance





I certify that the information provided in this application is complete and correct.  I understand that as Principal Investigator, I am responsible for the conduct and ethical performance of this project, the protection of the rights and welfare of human subjects, and strict adherence to any stipulations imposed by the PNNL Institutional Review Board.





I agree to comply with all PNNL policies and procedures, as stated in the PNNL PI Guide for Human Subjects Research, as well as applicable federal, state, and local laws regarding the protection of human subjects in research, including, but not limited to the following:





C	performing the project by qualified personnel according to the approved protocol





C	implementing no changes in the approved protocol, consent form or other supporting documents without prior IRB approval (except in an emergency, if necessary to safeguard the well being of human subjects)





C	obtaining a legally effective Informed Consent form from human subjects or their legally responsible representative, and using only the currently approved, stamped, consent form





C	promptly reporting significant or untoward adverse effects to the IRB in writing within 5 working days of the occurrence.





________________________________    	________________________________          _________________


Principal Investigator=s Signature                   Organization (Division)			    Date	


�






Type of IRB Review:	





Last Date Informed Consent Approved:





Date Submitted for Continuing Review:_____________							





Project Start Date:_______    End Date:_________ 	





1997 - Estimated Funding for Human Subjects Involvement: $___________


1998 - Estimated Funding for Human Subjects Involvement: $___________			





A.	Research Project Current Status:





	1.	What is the present status of your research project?





	____	Project completed?  Go no further - Submit Final Report (HS-5).  


		Your study will be closed in the IRB files.


	


	____ 	Awaiting funding.  Anticipated start date:______________.


	____	Anticipate enrolling new subjects and/or approaching prospective 


		subjects during this approval period.  


	____	No human subject involvement expected during this approval period.


	____	Human subject contact will begin during the next approval period.


	____	Follow up on previously enrolled subjects. 


	____	Follow up on previously enrolled subjects and no new subjects will be involved.


	____	Analyzing data only - no further human subjects involvement.


	____ 	Other:





	2.  	Are you requesting, or planning, any modifications to the last approved protocol, 	Informed Consent form, or other supporting documents?   Yes_____    No _____





		If no, submit the current forms, signed and dated.


		If yes, address the following points and submit new signed/dated forms, as required.





		a. 	Modifications requested and reasons (provide updated protocol and forms).


		b.	Effects of the requested modifications on risks, benefits, and consent procedures.


							


	3.	If the research project has been initiated, please submit a Progress Report and reply to the following questions:





		a.	No. of human research subjects involved in 1996  _______   


			No. of human research subjects involved in 1997  _______  


			No. of human research subjects involved in 1998  _______ (planned)


			














		b.	Has there been any difficulty obtaining/retaining subjects or obtaining informed consent during the previous approval period?  Yes__   No __  If yes, please describe.





			____  	Approximately how many potential subjects have refused participation?


			____	How many subjects have withdrawn participation at their own request?


			____	How many subjects have withdrawn participation at the PI=s request?





		c.	Were there any adverse effects, unanticipated risks, or complaints related to the involvement of research subjects?  If yes, was an Adverse Event Report filed? Describe the circumstances and corrective actions taken.





	4.	Has any new information come to light that might affect the risk/benefit ratio for new subjects or subjects already participating in the research, or their willingness to participate in the research (e.g., information or adverse effects resulting from other research)?	Yes ____     No ____    If yes, please describe.





	5.  	Have there been any significant new findings (either good or bad) that should be disclosed to subjects who have participated in the study?  


		Yes ____   No ____  If yes, please describe.








B.	Informed Consent





	Please review your last-approved informed consent.  In the light of your experience in the conduct of this study, are the actual risks and benefits still adequately addressed in the informed consent?  Attach a signed and dated copy of the informed consent you intend to use during this review period.  Consent forms must be resubmitted for approval by the IRB at least once a year and must accurately reflect the current research and involvement of the human subjects.  Please review the new informed consent used by PNNL IRB (HS-3) to ensure that the consent you are using complies with current federal requirements and adapt it, as appropriate, to your project. 





C.	Future Activities





	Describe briefly the scope of activities planned for the next review period that involve human subjects.
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