	Institutional Review Board (IRB)

Application for Continuation Review



	Title of Research Proposal/Project:



	Official Use Only:   Date Received ____________               Protocol Number:  ___________

                                 Outside Investigator?  _____  Yes    _____ No




[image: image1.wmf] 


	Name of Investigator(s)
	Institution
	Department
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Mailing address and telephone number of Principal Investigator:

List the external funding agency (if applicable)_______________________________________________

Period of funding for this project (if any) ____________ - _____________

What type of review did this project receive the last time it was reviewed?  (Contact IRB Administrator if more information is needed)

 ( Full review 

 ( Expedited review  

Please indicate the purpose of this review:

(  Continuing Review (additional subjects will be enrolled OR subjects are still being followed)

(  Continuing Review for Data Analysis/report writing only (NO additional subject contact or data collection)

(  Final Report (project is being terminated)

(  Other (Explain ______________________________________________)

Please answer all of the following questions.  Write ‘N/A’ if the question does not apply to your project.  Use additional pages if necessary.

	1.) Have any subjects been enrolled in this project since it was originally approved by the IRB?

Date first subject was enrolled ____________________


	( Yes
	( No (go to 3)

	       2)           a.  How many subjects have been enrolled since the last IRB review? 

                          Number _______   Age range ________   Type (Describe) _________________

               b. How many subjects have been enrolled since the project started?

                   Number ________  Age range _________  Type (Describe) ________________

               c. Did all subjects sign an IRB approved consent form?   (  Yes   (   No   ( N/A (chart review only)

                    If no, explain why:

               d. Did all subjects receive a copy of their signed consent form?   (  Yes   (   No  ( N/A

                    If no, explain why: 

               e. Have any subjects withdrawn from the project since it started?  (  Yes   (  No

                    If yes, how many subjects withdrew?  ______

                    List number and reasons why subject(s) withdrew:

                    _____  Subject’s decision (non medical)

                    _____  Adverse event related to study

                    _____  Medical reason not related to study

                    _____  Other (explain ____________________________________)  

                       

	3) Will any additional subjects be enrolled in this project? 


	( Yes
	( No (go to 5)

	4) How many additional subjects will be enrolled? 

                        Number _______   Age range ______   Type (Describe) ___________



	5)  Are any previously enrolled subjects still being followed (either will be re-contacted or data still being collected on them)?


	( Yes
	( No (go to  7)

	6) How many subjects are still being followed? 

                    Number _______   Age range ______   Type (Describe) ______________



	7) Are you requesting approval at this time for any minor changes to the protocol or informed consent form, such as changes to who will be obtaining informed consent or in the forms used to obtain informed consent?  (NOTE: significant changes to the protocol or informed consent should be requested using a Protocol Change Request Form separately from the continuing review.  Please see IRB Policies and Procedures available at Abramson Cernter/PRI web-site or the IRB Administrator or IRB Chair for clarification if needed)
	( Yes
	( No (go to 12)

	8)  Describe proposed changes to the consent form, if any. 



	9)    List any new individuals authorized to obtain informed consent and describe human subjects training. 


	10)    Describe proposed minor changes to the research protocol.



	11)    Discuss any risks or benefits from the proposed change.  Significant changes to the protocol should be requested using the Protocol Change Request Form (see IRB Administrator or IRB Chair for clarification if needed).



	12)     Are you changing or adding any key personnel?   


	( Yes
	( No

	13)    Has there been any evidence of adverse effects or negative responses of subjects since the last IRB Review? 

If yes:

    a)  Were all adverse effects reported to the IRB?         

    b) Describe any adverse effects and what was done to reduce their impact.


	( Yes

(  Yes
	( No

(  No

	14)    a. Have any additional risks to human subjects been identified since the last                                                 IRB review?  If yes, explain:

  b. Was the IRB notified?

  c. Were subjects notified of the new risk?


	( Yes

( Yes

(  Yes
	( No

( No

( No

	15)    Did any other human-subject issues arise?  If yes, describe:


	( Yes
	( No

	16)    Have you or anyone in your immediate family or key personnel had a change in a financial interest that may constitute a conflict of interest with this project?If yes, explain:


	( Yes
	( No

	17)    HIPAA compliance:  Are data collection forms and data files containing

      subjects’ PHI kept in a secure location available only to key project personnel? 

 
	( Yes
	( No

	18) Are you proposing a change in your currently approved Data Protection Plan?


	( Yes
	( No

	19) If yes, please describe the changes and include a copy of the proposed revised Data Protection Plan?


	
	

	This form will be reviewed by the IRB Administrator and/or IRB Chair to determine if it is eligible for expedited review.  

__________________________________             _________________

Signature of Principal Investigator                              Date

     


For all Applications please attach the following:

    1.
A copy of currently approved Consent documents

 2.
If non-English versions of the consent will be used these must be submitted in the translated language.

 3.
A summary of any relevant recent literature, interim findings, and amendments or modifications to the research since the last review.

 4.
Current surveys, questionnaires, or other such research tools.

 5.
A copy of the grant continuation application or interim report.

 6.  
Updated conflict of interest forms for all co-investigators.

 7.
For outside investigators, letter of continuation approval from investigator’s IRB, external IRB, or proof of waiver from external IRB review.

8.
Current Data Protection Plan.

Please attach any of the following items if applicable:

1.
A copy of any proposed Consent Documents, with changes highlighted and a clean copy to stamp.

2.
Any relevant multi-center trial reports.

3.
Proposed surveys, questionnaires, or other such research tools.

4.
Any other relevant information, especially information about risks associated with the research.

5.
Certificate of human subjects training for all new co-investigators and new individuals authorized to obtain informed consent who are not staff members of Polisher Research Institute.

6.
 A CV or NIH Biosketch form for any new key personnel and new personnel involved in data collection provide a brief description of the relevant qualifications and training of those individuals

7.
If this is the final year of this project include an updated Data Protection Plan which includes a plan to destroy data identifiers.

Submit this form to:
Susanne Morganstein


IRB Administrator


Polisher Research Institute


1425 Horsham Road


North Wales, PA 19454

Address administrative questions to:  smorganstein@abramsoncenter.org or 215-371-1861


Address other questions to:              Scott Crespy, Ph.D.







                    Madlyn and Leonard Abramson Center for Jewish Life
                                                                 screspy@abramsoncenter.org or 215-371-1810
For Office Use Only:

___________________________________________          __________________________

                 Reviewed by                                                                      Date

Type of Review Recommended:

(  Full Review

(  Expedited

Comments:

© 2008 Polisher Research Institute
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