	CONTINUING REVIEW REPORT / RENEWAL REQUEST
	NJH IRB


IRB IDENTIFIER (CPA) #: 
	HS#:      
	DATE:      

	PROTOCOL TITLE:      

	PRINCIPAL INVESTIGATOR:      
	PHONE/(DIRECT) EXTENSION:      

	IRB CONTACT:      
	PHONE/EXTENSION:      

	STUDY COORDINATOR:      
	PHONE/EXTENSION:      



 FORMCHECKBOX 

Expedited Review

 FORMCHECKBOX 
 
Full Committee Review

Continuing Review Submission

 FORMCHECKBOX 

Completed Continuing Review Report

 FORMCHECKBOX 

Current approved protocol or protocol synopsis

 FORMCHECKBOX 

Last stamped, approved informed consent form(s)
 FORMCHECKBOX 

N/A

 FORMCHECKBOX 

Redacted copy(ies) of the last signed informed consent form(s)
 FORMCHECKBOX 

N/A

 FORMCHECKBOX 

Redacted copy(ies) of the last, signed HIPAA Authorization(s) (HIP-004)
 FORMCHECKBOX 

N/A

 FORMCHECKBOX 

Redacted copy of the last, signed Recruitment Authorization (HIP-001)
 FORMCHECKBOX 

N/A

 FORMCHECKBOX 

Clean version(s) informed consent form(s)
 FORMCHECKBOX 

N/A

 FORMCHECKBOX 

Clean version Recruitment Authorization (HIP-001)
 FORMCHECKBOX 

N/A

 FORMCHECKBOX 

Clean version(s) HIPAA Authorization(s) (HIP-004)
 FORMCHECKBOX 

N/A

 FORMCHECKBOX 

Data Safety Monitoring Reports
 FORMCHECKBOX 

N/A

 FORMCHECKBOX 

Study Change/Modification Table
 FORMCHECKBOX 

N/A

 FORMCHECKBOX 

Literature Review (search criteria at minimum)
 FORMCHECKBOX 

N/A

 FORMCHECKBOX 

Publications
 FORMCHECKBOX 

N/A

Other Study Modifications Submitted at CR (check all that apply)
 FORMCHECKBOX 

None
 FORMCHECKBOX 

Changes to Protocol

 FORMCHECKBOX 

Change to Informed Consent Form(s)

 FORMCHECKBOX 

Personnel Change(s)

 FORMCHECKBOX 

Investigator CV(s)

 FORMCHECKBOX 

Investigator COI/Responsibility Form(s)

 FORMCHECKBOX 

Revised Recruitment Authorization (HIP-001)

 FORMCHECKBOX 

Revised HIPAA Authorization (HIP-004)

 FORMCHECKBOX 

Other:      
For IRB Office Use Only

 FORMCHECKBOX 

CPA entered in ProIRB; number recorded on original and reviewer copy of the report:  

 FORMCHECKBOX 

Printed CR notice included with the reviewer copy of the CR submission

 FORMCHECKBOX 

Study History printed and attached to the Reviewer Copy of the CR packet

 FORMCHECKBOX 

Human Subjects Protection and HIPAA training verified

 FORMCHECKBOX 

Investigator CVs verified 

 FORMCHECKBOX 

Correct number of copies submitted

 FORMCHECKBOX 

Meeting copies stored

 FORMCHECKBOX 

Report logged in as “received” on Primary Reviewer Tracking Board

 FORMCHECKBOX 

Study file pulled for audit

 FORMCHECKBOX 

Report screened (completed screening form attached)

	CONTINUING REVIEW REPORT / RENEWAL REQUEST
	NJH IRB


IRB IDENTIFIER (CPA) #: 
	HS#:      
	DATE:      

	PROTOCOL TITLE:      

	PRINCIPAL INVESTIGATOR:      
	PHONE/(DIRECT) EXTENSION:      

	IRB CONTACT:      
	PHONE/EXTENSION:      

	STUDY COORDINATOR:      
	PHONE/EXTENSION:      



	1.
Current IRB approval expiration date:      


STUDY SPONSORSHIP AND FUNDING INFORMATION

	2.
Study sponsor information (check applicable box):


 FORMCHECKBOX 
 Industry Sponsored
 FORMCHECKBOX 
 Federally-funded
 FORMCHECKBOX 
 Investigator Initiated


 FORMCHECKBOX 
 Other:      

	3.
Current study sponsor:      

Has the study been issued a fee waiver?  FORMDROPDOWN 
(   If NO, complete the billing information below.
Sponsor Billing information
Company:
     
Contact Person:
     
Street Address:
     
     
City, State, Zip:
     
Telephone:
     , ext.      
Email:
     

(If any portion of this billing information is new, check here:  FORMCHECKBOX 
)
Comments:       

	4.
Has the funding source changed since the last review?  FORMDROPDOWN 
(   

If YES, provide any new information available:       


CURRENT STUDY STATUS

	5.  
Study Status (check all applicable boxes):

 FORMCHECKBOX 
 Not started yet
 FORMCHECKBOX 
 Recruiting/enrolling subjects
 FORMCHECKBOX 
 Active study visits occurring 
 FORMCHECKBOX 
 Last subject out, close-out visit pending
 FORMCHECKBOX 
 Other:      

	6.
Is there a secondary IRB for this study?  FORMDROPDOWN 
(. 

If YES, check applicable box(es):
 FORMCHECKBOX 
  COMIRB
 FORMCHECKBOX 
  Other:      
Provide the study number assigned by the secondary IRB, if available:      

	7.
Are research activities performed at non-NJH facilities?  FORMDROPDOWN 
(. 

If YES, explain:      

	8.
Provide a protocol summary: 

     

	9.
Provide a summary of the progress of the study since the last approval.  Include a summary of any results that are available including multi-center reports where applicable: 

     

	10.
Have there been any changes/ modifications to the study during the review period?  FORMDROPDOWN 
( 

If YES, attach a completed Study Changes/Modifications table.


SAFETY AND PROTOCOL ADHERENCE INFORMATION

	11. 
Are there any Unanticipated Problems that have not been previously reported to the NJH IRB (e.g., protocol or enrollment deviations, reportable adverse events – meeting all three criteria for UPIRTSO) during the review period? See NJH IRB SOP:  “Review of Research: Unanticipated Problems Involving Risks to Subjects or Others” for guidance.)   FORMDROPDOWN 
( 

If YES, include the signed original and one copy of a completed Unanticipated Problems report for any instance where a report has not been submitted.

	12.
Are there protocol/enrollment deviations (that do not meet all three criteria for UPIRTSO) that have not been previously reported to the NJH IRB?   FORMDROPDOWN 
( 

If YES, include the signed original and one copy of a completed Protocol Deviation Report for each unique deviation.

	13.
Are there any complaints or concerns related to the study that have not been previously reported to the NJH IRB? (See NJH IRB SOP: “Regulatory Compliance: Complaints and Concerns” for guidance.)   FORMDROPDOWN 
(  

If YES, explain:        

	14a.
Data and safety monitoring information: Is there a DSMB or monitoring committee for this study?   FORMDROPDOWN 
( 
If YES, include summary of any reports submitted during the review period. Submit copies of any reports not already submitted to the IRB. 

14b.
Has the Data Safety Monitoring Plan approved at initial submission been adhered to during the review period?  FORMDROPDOWN 
(  

If YES, provide a summary of safety monitoring activities for this period:      

	15.
Has an audit been conducted by an outside regulatory agency?  FORMDROPDOWN 
( 

If YES, explain findings and corrective action taken:       


ENROLLMENT INFORMATION

	16.
Number of subjects: 

16a.
Number of subjects approved for consenting: 
     
16b.
Number of subjects approved for enrollment: 
     

	17.
Number of subjects enrolled:

THIS REVIEW PERIOD

CURRENT TOTAL FOR THE STUDY

17a.

Number of Subjects Consented:

     
     
17b.

Screen Failures:

     
     
17c.

Randomization Pending:

     
     
17d.

Number of Subjects Enrolled:

     
     


	18a.
Did any subjects drop-out of the study during this review period?  FORMDROPDOWN 
(   

If YES, 

1)
How many?      .

2)
Provide a summary of the drop-outs:      
18b. 
Does the study protocol allow for the replacement of drop-outs?  FORMDROPDOWN 
(   

If YES, cite protocol section:       

	19a.
Were any subjects withdrawn from the study during this review period?  FORMDROPDOWN 
(  

If YES, 

1)
How many:      . 

2)
Provide a summary concerning the decision(s) to withdraw the subjects:      
19b.
Does the study protocol allow for the replacement of withdrawals?  FORMDROPDOWN 
(   

If YES, cite protocol section:       

	20.
Vulnerable populations: Federal regulation requires that when a study is approved to enroll vulnerable populations additional safeguards are included in the research design. These safeguards should protect the rights and welfare of those research participants who have limited autonomy and are at risk for coercion and undue influence. These safeguards must remain in place until the study is completed.  Indicate in the table whether any vulnerable populations have been added to the study population since the last study approval. If population(s) have been added, check the corresponding box(es) in the table below and describe the additional protections in place.  If there are no vulnerable populations included check “None”.

Vulnerable populations?(check all applicable to this study):

 FORMCHECKBOX 
 None
 FORMCHECKBOX 

Children 

 FORMCHECKBOX 

Prisoners 

 FORMCHECKBOX 

Subjects unable to provide informed consent 

 FORMCHECKBOX 

Mentally/emotionally/developmentally disabled persons

 FORMCHECKBOX 

Subjects unable to read or speak English

 FORMCHECKBOX 

Economically disadvantaged

 FORMCHECKBOX 

Pregnant women

 FORMCHECKBOX 

Students at National Jewish Health

 FORMCHECKBOX 

Fetuses/ fetal material 

 FORMCHECKBOX 

Staff of National Jewish Health

 FORMCHECKBOX 

Workers off-site:      
 FORMCHECKBOX 

Other:      
Describe all additional protections implemented for the indicated vulnerable populations: 

     



	21.
Subject Demographic Tables (if this study is Industry sponsored skip to Section 22):


(Note:  the tables below do NOT auto-calculate):
21.1.
Ethnic Categories

Hispanic or Latino

(Mexican, Mexican American, Chicano, Puerto Rican, Cuban, Other Hispanic, Latino, or Spanish Origin)

Not Hispanic or Latino

Unknown or unreported

TOTALS

FEMALE

     
     
     
     
MALE

     
     
     
     
TOTAL

     
     
     
     

21.2.
Racial Categories (Hispanic or Latino are NOT considered racial categories – information should be included in Section 21.1)

American

Indian or Alaskan Native (maintaining a tribal affiliation)
Asian

(Asian Indian, Chinese, Filipino, Japanese)

Black

(African American or Negro)

Native Hawaiian or other Pacific Islander

White 

More than one race

(as reported by the subject)

Unknown or unreported

(by the subject)

TOTALS

FEMALE

     
     
     
     
     
     
     
     
MALE

     
     
     
     
     
     
     
     
TOTAL

     
     
     
     
     
     
     
     



INFORMED CONSENT, ASSENT AND PRIVACY REPORTING

	22.
Are informed consent and/or assent documents still needed for this study?   FORMDROPDOWN 
( 

If YES, 

1)
Have clean copies been submitted for renewal approval with this report?   FORMDROPDOWN 
(  

2)
Have clean copies of HIP-004 and HIP-001 been submitted with this report, when applicable? 
 FORMDROPDOWN 
(  

	23.
Were subjects consented (or re-consented) during the review period?  FORMDROPDOWN 
(   

If YES,
1) 
Has a redacted copy of the last signed consent/assent form signed during this review period been included with this report?  FORMDROPDOWN 
(
2) 
Have redacted copies of the last signed HIP-004 and/or HIP-001 been submitted with this report, when applicable?  FORMDROPDOWN 
(  


STUDY STAFF

	24.
List, by name, all investigators (including sub-investigators) approved to participate in this study during the review period: 

     

	25.
List, by name, all non-investigator research staff approved to participate in this study during the review period: 

     

	26.
List, by name, all current Informed Consent Administrators: 

     

	27.
Do any study personnel have a Conflict of Interest in this study?  FORMDROPDOWN 
( 

If YES, explain. (See NJH Institutional Policy: “Conflict of Interest – Research” for guidance.)
       


RISK, NEW FINDINGS, LITERATURE REVIEW AND PUBLICATIONS

	28.
Risk Level ADULT:  FORMDROPDOWN 
(
Child Research Assessment Category:  FORMDROPDOWN 
(

	29.
Has the Risk/Benefit Ratio changed since the last approval?  FORMDROPDOWN 
( 

If YES, explain how it has changed and how that affects the study: 

     

	30.
Are there any significant new findings available that affect the research study?  FORMDROPDOWN 
( 

If YES, explain the findings and how they affect the study: 

     

	31.
Literature Review:  A review of the literature for all federally-funded and/or investigator-initiated research is required by regulations and NJH IRB policy.  Provide a copy of the search criteria used with this submission.  If there are findings in the literature that affect subject risk and/or safety, also provide a copy of the abstract for each relevant citation.  

If this is an industry-sponsored or federally funded consortium study, skip this item.

	32.
Have publications resulted from this study?  FORMDROPDOWN 
( 

If YES, provide a copy of each publication.


	33.
Additional Comments: 

     



INVESTIGATOR’S CONTINUING RESPONSIBILITY TO THE IRB:  It is the PI’s responsibility to report changes in research activity and obtain IRB approval for amendments and consent form changes prior to the initiation of these changes.  The PI must report all unanticipated problems occurring at National Jewish Health and other sites in accordance with NJH IRB Standard Operating Procedures, Institutional policies and federal regulations.  All open studies must have continuing review conducted at least annually.  The review period is assigned by the NJH IRB.  Failure to comply with these federally mandated responsibilities may result in study suspension or termination.

By signing this form the Investigator certifies that the approved protocol was followed, all subjects signed the appropriate IRB-approved Informed Consent and/or Assent documents (unless the requirement was waived), and all study related documents are on file.


Investigator’s Signature






Date 

National Jewish Health IRB
Revised: 08/08/2011
Continuing Review Report Form
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