
Dwight D. Eisenhower Army Medical Center
 Institutional Review Board

CONTINUING REVIEW APPLICATION

This application provides the IRB current study information necessary to consider whether the rights and welfare of human participants continue to be protected and to determine if the approval period will be extended.  The IRB of Record performing an initial protocol review is responsible for continuing review of the approved protocol.  However, regardless of the IRB of Record, investigators at all research sites covered by the DDEAMC Assurance, and determined to be engaged in the research, must submit this application through the DDEAMC Human Research Protections Office (HRPO).  To guard against lapse in IRB approval, this continuing review application for renewal of IRB approval must be submitted through the DDEAMC HRPO for IRB review at least six weeks prior to the expiration date for protocols undergoing expedited review and six weeks prior to the IRB meeting date for protocols requiring convened board review.

A NOTE REGARDING “EXPIRED RESEARCH”:  It is the responsibility of the Principal Investigator (PI) to ensure that the research protocol receives continuing review and re-approval (either with or without stipulations) by the expiration date established by the IRB.  If this form and supporting documentation for the research protocol are not submitted at least six weeks prior to allow the IRB to review and re-approve the protocol prior to the protocol expiration date, the protocol is considered to have lapsed and all study activity, including subject enrollment, data collection and/or data analysis must cease.  Any research conducted under an expired protocol is in violation of the Department of Defense (DoD) and other Federal regulations.  Neither the Federal nor the DoD regulations allow a “window” for approvals after the expiration date.  It is important that the protocol be re-approved on time.  If the approval expires and you wish to continue the research, the protocol must undergo continuing review and be approved for continuation before research activities may be resumed.
 
DIRECTIONS FOR FORM COMPLETION:

1. Use this form for all continuation reports.  Tab through the form, entering the information in the spaces provided.  Per Federal and DoD regulations, “continuing review of research must be substantive and meaningful.”  Therefore, be as complete and thorough as possible.  Insufficient information may result in a delay in approving the continuation of the project.  Finally, the PI must sign and date the report. DO NOT REMOVE ANY OF THE TEMPLATED LANGUAGE OR MODIFY FORM.

2. Submit this completed form, along with all required supporting documents, including the current version of the protocol and consent/HIPAA form(s).
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Section A:  General Project Information

1.  Basic Study Information
	Date of Current Approval Expiration
	Enter Date
	Project Title
	     

	Project  Number
	[bookmark: _GoBack]     

	Award / Grant Number, if applicable
	     

	FDA (IND/IDE) Number, if applicable
	     



2.  Documentation for Continuing Review
	The following documents (as required) are to be submitted as part of the continuing review package.  Check the box beside each document included with this continuing review submission.  Required documents must be included for acceptance of the package for review.

	|_|  Current Protocol (Required for All Submissions; copies of supporting documents such as fliers and data collection forms need only be included if they have been modified from those previously approved by the IRB)
|_|  Modified Protocol (Required if requesting minor changes at this time.)
|_|  Site Specific Protocol Addendum (For non-lead sites, if applicable.)
|_|  Modified Site Specific Protocol Addendum (Required for non-lead sites requesting minor changes at this time.)
|_|  Informed Consent Document(s) (Required for Projects Open to Enrollment with Previously Approved Document(s).)
Submit the following documents if not previously submitted or document has expired, been updated or changed and not received a review prior to this application for renewal.
|_|  HIPAA Authorization(s)
|_|  Literature Search
|_|  Investigator’s Brochure/Package Insert (Required for all FDA-regulated drug protocols.)
|_|  Data Safety and Monitoring Board Report (Required for all approved protocols for which a DSMB was approved.)
|_|  Adverse Event Tracking Log  (Required if any AEs for protocols.)
|_|  Protocol Deviation Reporting Form  (Required if any protocol deviations.)
|_|  Curriculum Vitae(s)/Résumé (Required for all research personnel.)
|_|  CITI Training Certificate(s) (Required for All Study Personnel.)
|_|  Conflict of Interest or Commitment Statements (Required for any new conflicts and for new research personnel.)
|_|  Other:      



3.  Amendments to Approved Research
	The DDEAMC IRB permits minor changes to a protocol as part of the continuing review approval process.  These changes are limited to a change in research personnel and a change in the estimated sample size.  Other changes may be requested through the routine amendment process.  Check all boxes below that apply.

	|_|  There are NO CHANGES requested at the time of continuing review.
|_|  The following MINOR CHANGES to the approved research are requested:
|_|  Personnel Changes other than PI (such as Associate Investigators, Research Assistants, Coordinators, Technical Staff, Research Monitor, or Ombudsman – Add names to Personnel List in Section A4 or 5.) [Provide a revised protocol along with a tracked changes copy, Research Team Affirmation, CV/ Résumé, & CITI Training, as appropriate to role.] 
|_| Adjustment in Sample Size (Provide a revised protocol along with a tracked changes copy.)
|_| Change in estimated completion date (Provide a revised protocol along with a tracked changes copy.)
             New Completion Date:      	
All other changes must be submitted as a separate amendment package (such as PI Changes, modifications to the inclusion/exclusion criteria.)




4.  Personnel Changes
	Enter the appropriate role for each new person added to the research protocol (ex. AI, Coordinator, Research Monitor), a brief statement of their research responsibilities (ex., recruitment, data management, etc.), and the applicable DOD or Non-DOD institution, email and phone number. Select “Remove” under “Role” to indicate the listed individual is no longer participating.

	NOTE:  Include in the “Comments” below the expected date of departure and describe the plan for replacement of any research team members known to be departing the research site within the next year.

	Role
	Responsibilities
	Name
	DOD Institution
	Email and phone number

	Choose an item.	
[bookmark: Text245]     
	     
	     	
	Choose an item.
[bookmark: Text242]     
	     
[bookmark: Text231]     

	Choose an item.	
[bookmark: Text246]     
	     
	     	
	Choose an item.
     
	     
     

	     
	     
	     
	     
	     



	Role
	Responsibilities
	Name
	Non-DOD Institution
	Email and phone number

	Choose an item.	
[bookmark: Text244]     
	     
	     
	Choose an item.
[bookmark: Text243]     
	     
[bookmark: Text234]     

	Choose an item.	
     
	     
	     	
	Choose an item.
     
	     
     

	[bookmark: Text247]     
	[bookmark: Text248]     
	[bookmark: Text249]     
	     
	     


For additional Personnel changes use the last row in the appropriate table above and the “enter”/return key after any entry in the last row to add additional lines of information.
[bookmark: Text230]Comments:      

5.  Conflict of Interest 
	Review the submission of the conflict of interest statements at the time of last IRB review for each person engaged in the research.  Check the box below that best applies:

	|_|  There are NO NEW CONFLICTS for any personnel. (Conflict of Interest (COI) form not required.)
|_|  There are NEW CONFLICTS for at least one person:  (Describe Nature of Conflicts - Submit COI form.)           




Section B:  Update of Research Activity to Date

1.  Concise Overview of Protocol Aims/Objectives
	     


2.  Results/Progress Since the Last Review/Approval
In this section, provide a meaningful summary. Include, for example, what analyses have occurred over the last year or which hypothesis is currently under study.  Describe any challenges faced in meeting the original timeline for protocol completion and plans you have to address them.  Describe any new requested amendments included with this continuing review to include names of changing personnel.
	     








3.  Post-Approval Compliance Monitoring or Audits  
	Check the box below that best applies:

	|_|  There have been no external audits (eg: Sponsor, FDA, USAMMDA, Oncology Group) since the last review.
|_|  There have been external audits (eg: Sponsor, FDA, USAMMDA, Oncology Group) since the last review. Indicate the Auditing Body & Date (Attach a copy of any reports received; if none, indicate so below.)
            



4.  Other Relevant Information 
	        



5.  Current Status  
	Check all boxes below that apply (NOTE:  If protocol is being closed prior to the continuing review cycle, complete the Closure Report):

	|_|  Research is active (check appropriate box below):
|_| Research is open to enrollment but no subjects have been enrolled or no data has been collected.  Reason:       
|_| Research is still open to subject enrollment or specimen/case collection with at least one subject enrolled or data collection has begun. (NOTE:  Current Informed Consent Document must be included for   review unless a waiver of the documentation of the informed consent process was granted.)
|_| Research is permanently closed to subject enrollment, but study remains active for subjects receiving interventions, treatment or data collection is ongoing.
|_| Research has completed all subject enrollment and interventions, but remains active for long-term follow-up only.
|_| Research has completed all interventions and follow-up, but remains active for identifiable data analysis only.
|_| Research is closed to case/specimen collection and is open for identifiable data analysis only.
[bookmark: Check11]	
|_| Previously Active Research is Inactive.   Reason:       





6.  Type of Research Being Conducted
	|_|  Research involves (or involved) accrual of human subjects (This implies that there is some type of direct research intervention/interaction, i.e., human subjects are recruited, screened, enrolled.)
GO TO SECTION C

	|_|  Research ONLY involves (or involved) biological specimens and/or data (This implies that there is no direct intervention/interaction with human subjects, i.e., human specimens, substances and/or data are obtained /studied.)
GO TO SECTION E




Section C:  Research Subjects

1.  Subject Enrollment List the breakdown for each site in the tables below. (Note, “AUTHORIZED” refers to the number of subjects approved for each site. If more space is needed, add rows in the table as needed by using the return key in the last row of each column.
	Sites
	Consented to Date
	Screen Failures
	Enrolled* to Date
	Authorized

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	TOTALS:
	     
	     
	     
	     


NOTE:  Only list sites under DDEAMC IRB purview. Other external sites should be listed if DDEAMC is serving as the coordinating center for the overall study.

[bookmark: Text263]Comments:      

	Sites
	Consented Since Last Review by the IRB
	Screen Failures Since Last Review by the IRB
	Enrolled* Since Last Review by the IRB

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	TOTALS:
	     
	     
	     



*Enrollment:  The process of registering, entering, randomizing, or otherwise formally initiating a subject’s participation.  Informed consent precedes enrollment.  The number of subjects consented may differ from the number of subjects enrolled in a study (e.g., a subject may give consent to participate in a study but may be determined to be ineligible upon screening, commonly called a “screen failure”).  NOTE: this definition may differ from that of a research sponsor.

2.  Demographics of Currently Enrolled Subjects 
	Provide the gender breakdown (a) – required for NIH funded studies and provide for all others if available, ethnic breakdown (b) and racial breakdown (c) for those subjects enrolled in the protocol.  Note that this requirement is based upon recent federal guidelines governing equitable distribution of research risks and benefits in populations and may form the basis for future reporting.

	a. Gender
	Numbers
	c. Race
	Numbers

	Male
	     
	White
	     

	Female
	     
	Black or African American
	     

	Unknown or Not Reporting
	     
	Asian
	     

	b. Ethnicity
	Numbers
	American Indian/Alaska Native
	     

	Hispanic or Latino
	     
	Native Hawaiian/Pacific Islander
	     

	Not Hispanic or Latino
	     
	More Than One Race
	     

	Unknown or Not Reporting
	     
	Unknown or Not Reporting
	     


Race - A local geographic or global human population distinguished as a more or less distinct group by genetically transmitted physical characteristics.  Ethnicity - pertaining to or characteristic of a people, especially a group (ethnic group) sharing a common and distinctive culture, religion, language, or the like.																	

3.  Change in Vulnerability Status of Enrolled Subjects
	Check the box below that best applies:

	Have any enrolled subjects become vulnerable (e.g., become prisoners) since last IRB review?
|_|  No
|_|  Yes.  If yes, describe change in status. 
           
Have any of those enrolled ceased to be vulnerable (e.g., children who have become adults)?
|_|  No
|_|  Yes. If yes, describe measures taken to re-consent them. 
           




Section D:  Subject Withdrawals and Complaints

1.  Withdrawals
	Has any subject withdrawn, or been withdrawn by the research team or sponsor for any reason after signing a consent form?  

		|_|  No
	|_|  Yes. Indicate the total number of subjects withdrawn for each category below.

	Number Withdrawn
	Reason

	Total for this Review Period
	Total for Entire Protocol
	

	     
	     
	Screen Failure

	     
	     
	Subject’s Request to Withdraw

	     
	     
	Subject’s Medical Status

	     
	     
	Treatment Toxicity

	     
	     
	Subject Non-Compliance

	     
	     
	Investigator Discretion

	     
	     
	Disease Progression

	     
	     
	Lost to Follow-Up

	     
	     
	Death 

	     
	     
	Other:       

	     
	     
	Total Withdrawals




2.  Complaints  
Did any subjects complain about any aspect of the research during the interval period covered by this report?
[bookmark: Check34]	|_|  No
[bookmark: Text44]	|_|  Yes. If yes, provide the number of complaint(s) and briefly describe.      











Section E:  Research Utilizing Only Existing Biological Specimens or Data 

1.  Description of Specimens / Data 
	Specify type of biological specimens and/or data used in the study and provide details regarding source (eg: obtained from AHLTA, CHCS, PASBA, Tissue Repository, Serum Bank, etc.):

	Specimen or Data Obtained	
	Describe Source of Data

	|_|  Cases/Medical Chart Review 
|_|  Blood Specimens
|_|  Tissue Samples
|_|  Other:      
	     
     
     
     



2.  Enrollment Numbers (specimens/data)
	[bookmark: OLE_LINK1][bookmark: OLE_LINK2]Provide information in the table below regarding the human data or biological specimens used in the study for each site where data is obtained. Add rows in the table as needed by using the return key in the last row of each column. Only list sites under DDEAMC IRB purview.  Other external sites should be listed if DDEAMC is serving as the coordinating center for the overall study.

	Site
	Targeted accrual goal 
	Number of biological specimens and/or data samples obtained to date
	Number of biological specimens and/or data obtained since last IRB review

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     




Section F:  Privacy/Confidentiality

Have there been any changes in the measures in place to ensure subject privacy and confidentiality of data (e.g., improvements, newly identified risks)? 
|_|  No
	|_|  Yes.  If yes, describe the changes.      


Section G:  Deviations

Were there any protocol deviations that occurred since the start of this study? 
	|_|  No
|_|  Yes.  If yes, complete Reportable Events Form if not previously reported. (Not required if submitted prior to March 2011.)
|_| Check here if any of the deviations occurred during this reporting period.










Section H: Unanticipated Problems and Adverse Events

1.  Categorization of Problems and/or Events
	For each category, indicate if any of the following have occurred since the start of the study.  If yes, include a copy of the Adverse Event (AE) Tracking Log (Not required if AE submitted prior to March 2011) and indicate whether any of these events are new during this reporting period:

	|_| No
|_| Yes
	Adverse Events (AEs)
 |_| New Events Occurred During This Reporting Period

	|_| No
|_| Yes
	Serious Adverse Events (SAEs) – including deaths
|_| New Events Occurred During This Reporting Period

	|_| No
|_| Yes
	Unanticipated Problems Involving Risks To Subjects Or Others (UPIRSOs) or Unanticipated Adverse Device Events
|_| New Events Occurred During This Reporting Period


   Note: See the “Glossary of HRPP Terms” in the DDEAMC HRPP for guidance on definitions.


Section I:  Review of Literature

	Literature Review Requirements:  Local research studies, which are not part of a multi-center protocol sponsored and managed by someone else (i.e. COGs and SWOGs), require a literature search, unless the study has completed all interventions and data collection and is open for data analysis only.  Annotate exception criteria below, if applicable.  Provide documentation of a current literature review, including databases searched, dates of searches, key words and subject areas searched. If the search reveals 100 results but only 13 are applicable to the study, indicate that the review had 100 results and provide the relevant 13 citations.  If no information is found, state such.  If the review provides new information that affects the risk/benefit assessment, explain this in Section J.  Include any measures to reduce or minimize any newly identified risks.  (Rationale: When conducting continuing review, the IRB needs to determine whether any new information has emerged either from the research itself or from other sources that could alter the IRB’s previous determinations, particularly with respect to the risk:benefit to subjects)

	[bookmark: Text261]     




Section J:  Current Risk/Benefit Assessment

Have you become aware of any relevant information or change in the risk/benefit assessment that would affect a subject’s willingness to continue participation in the study?
[bookmark: Check17][bookmark: Check18]	|_|  No
[bookmark: Text41]|_|  Yes.  If yes, explain:       








Section K: Modifications to the Protocol

1.  Amendments Since Last Review
Have there been any modifications/revisions/changes to the protocol that have been implemented since the study was last reviewed and approved?
	|_|  No
|_|  Yes.  If YES, complete the table below (if more space is needed, attach additional pages):

	Date of IRB Approval
	Concise Summary of the Approved Changes

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     




2.  Disclosure of New Information to Subjects since Last Review
Has any new information been disclosed to enrolled subjects (either from the sponsor or other sources) since the last IRB review? For example, re-consenting subjects with revised ICD with new risks identified or subject letter sent via mail informing them of new information. 
|_|  No
|_|  Yes.  If YES, complete the table below indicating method used to inform subjects.


	Source of Information
	Date of IRB Approval
	Concise Summary

	Subject Letter
	     
	     

	Revised ICD
	     
	     

	Addendum to ICD
	     
	     

	Verbal Communication
	     
	     

	Other:      
	[bookmark: Text262]     
	     



Section L: Presentations and Publications

1.  Presentations since Start of Research (Ensure PAO approval as applicable has been obtained.)
Have there been any presentations of methods or data derived from this study?	
	|_|  No
|_|  Yes.  If YES, complete the table below (if more space is needed attach additional pages):

	Date of Presentation
	Title of Presentation and Locations
	DCI/PAO Clearance (Y/N)

	     
	     
	     

	     
	     
	     

	     
	     
	     











2.  Publications since Start of Research

Have there been any publications of methods or data derived from this study?
	|_|  No
|_|  Yes.  If YES, complete the table below (if more space is needed, attach additional pages):

	Publication Title and Citation
	DCI/PAO Clearance (Y/N)

	     
	     

	     
	     





Section M: Other Comments  

	      




Section N: Signature of Principal Investigator

	


[bookmark: Text265] Type PI Name  

[bookmark: Text266]Date:       
image1.wmf


e-signature


