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Information for studies initially approved on or after 21 Jan 2019 or if you were notified your study was transitioned to the revised Common Rule:

Continuing review is not required for any study that was approved by expedited review or limited IRB review unless you have been specifically notified it’s required and provided with a justification.
If your study was initially approved by a full board, continuing review is not required if the study has progressed to the point that it involves only one or both of the following, which are part of the IRB-approved study: 
a) Data analysis, including analysis of identifiable private information or identifiable biospecimens, or 
b) Accessing follow-up clinical data from procedures that subjects would undergo as part of clinical care. 

If your study now meets these criteria, please notify the IRB Office.  Please note:  The IRB may determine they need to conduct continuing review for a study that otherwise would not require continuing review under 46.109(f)(1).  If this is the case, rationale for this review will be provided. 
For the purposes of this application, NCH indicates Northwest Community Healthcare.  
I. Research Title: 
II. Personnel
A. Principal Investigator (PI)

	Name (Last, First)

	Degree(s)


	Department

	Student/Fellow/Resident

 Physician Staff

 Nursing Staff 

	Mailing Address (if other than 800 W. Central Road)


	Phone Number

	E-mail Address



B. Faculty Sponsor – Complete only when PI is a student, fellow or resident

	Name (Last, First)

	Degree(s)


	Department


	Mailing Address (if other than 800 W. Central Road)



	Phone Number

	E-mail Address



C. Primary Contact– Complete only if the contact person is different than the PI

	Name (Last, First)


	Phone Number

	E-mail Address



D. Co-Investigators and Other Study Staff

Complete Appendix A if there have been changes to Co-Investigators or other study staff and submit this with this application packet. 

III. Performance Sites

Definition of a Research Site:  A performance site is a location at which the research is conducted, data is gathered from subjects and/or records, and/or subjects are consented into the research.  Sites are research sites whether the research activities there are funded or not funded.

A. Non-NCH Performance Sites:
Does this study include sites outside of Northwest Community Healthcare? 
 No – Skip to Section IV.  
 Yes  
IV. Conflict of Interest (COI) 

All investigators must disclose all real, apparent, or potential Significant Financial Interest to the IRB. 
A. Disclosure 

1. At present or in the past renewal period did or does any investigator or investigator’s family members have a significant financial interest with the research sponsor or any subcontract recipient; or have a relationship that is reasonably related to a product (e.g., drug, device, method, treatment, etc.) that is the subject of the research; or have any other relationships (e.g. fiduciary, even if uncompensated) that may present a potential conflict of interest with this research?
 No  

 Yes – See Section B below. 

2. Are you aware of an institutional conflict of interest with this study?   

 No 

 Yes – See Section B below. 
B. Disclosure Management 

If YES is checked, you must complete the following:

Appendix B A new conflict of interest has been identified.  A COI management plan () is needed and a disclosure statement must be present in the consent form.   Final IRB approval of the research cannot be provided until a management plan is in place and is approved by the IRB.
 An existing conflict exists and was previously disclosed.  There have been no changes in the past year.

Appendix B An existing conflict exists and there have been changes to it.  A COI management plan () is needed and the disclosure statement in the consent form must be updated, if applicable.   Final IRB approval of the research cannot be provided until a management plan is in place and is approved by the IRB.
V. Human Subjects Protection/GCP training
A. Have any study staff renewed training in the past year?  

 No 

 Yes – Submit updated training certificates. 
VI. Protocol Components

A. Please provide a narrative summary of the study progress to date. If your study is closed to enrollment and subjects are in follow-up, please describe any problems you are having in follow up. If study is closed to enrollment and all subjects have completed, please describe the anticipated timeline for terminating the study. 
B. Since last continuing review (or initial approval if first continuing review), have any preliminary results or publications come available?
 No 

 Yes – Submit with application
VII. Current Study Status (check one):

Open to enrollment (most recent version of the informed consent must be submitted)
Temporarily closed to enrollment

Closed to enrollment, no subjects enrolled (pending close-out visit)

Closed to enrollment, subjects are still receiving intervention per protocol and/or undergoing study-specific procedures

Closed to enrollment, follow-up only (no study-specific tests/procedures)

Closed to enrollment, all subjects have completed study, but data cleaning/analysis is ongoing

VIII.  Study Accrual 
A. Total number of subjects who signed a consent (includes screen failures) or number of cases evaluated (if consent not required): 
B. How many of these subjects were enrolled in the past renewal period?  
C. Number of patients who withdrew or were withdrawn (not including screen failures): 
D. Number of patients who were screen failures: 
E. Number of patients who have completed the study: 
F. If the study is open to enrollment and no subjects were enrolled since the last renewal, please provide an explanation: 
IX. Change in Scope
A. Has there been or do you anticipate a change in the size, scope or scale of the research in the coming year which will require additional resources? 
 No 

 Yes, explain: 
B. Has there been a change to the selection of subjects since the last continuing review?

 No 

 Yes, explain: 
X. Unanticipated Problems
A. Since the initial (if this is the first continuing review) or last Continuing Review (renewal) have there been any events requiring prompt reporting to the IRB such as a study-related adverse event of any severity, injury, or a protocol deviation/violation that was both unanticipated and placed subjects or others at a greater risk of harm (including physical, psychological, economic, or social harm) that was not previously reported to the IRB? 

 Yes (complete Unanticipated Event form)

 No
B. Has the occurrence of any adverse event(s) changed the current risk-benefit assessment (increased potential for risk or decreased potential for benefit to study participants)?

 Yes, explain: 
 No 
 N/A - there have been no adverse events since the last continuing review

C.  Have there been any complaints from participants about the research, have any subjects sought compensation for injury or have there been any other problems since initial IRB review or the last continuing review that have not been previously reported to the IRB?

 Yes, explain: 
 No
XI. New Findings
A. Explain new, significant findings which may relate to the subjects willingness to continue participation and how this was or will be communicated to the patient (any information provided to patient requires IRB approval):  N/A
B. Since initial IRB review or last continuing review (renewal), have there been any significant changes to what is generally accepted as standard clinical care for the patient population involved in this study?
 Yes, explain the changes to standard clinical care and their impact on this study: 
 No

C. Have any changes taken place to the research plan that affects monitoring the data to ensure the safety of subjects; 


 Yes, describe changes, 
 No
D. Have any changes taken place to the provisions to protect the privacy of subjects and to maintain the confidentiality of data; 
 Yes, describe changes, 
 No
E. Have any changes taken place to the provisions to protect vulnerable subjects; and 
 Yes, describe changes, 
 No
F. Where the study involves children, have any changes taken place to the provisions to the research protecting children?  

 Yes, describe changes, 
 No
 N/A

XII. For studies initially approved Prior to 1/21/2019:

A. Research Categories Eligible for Expedited Review
In accordance with 45 CFR 46.110 and 21 CFR 56.110, an IRB may use the expedited review procedure to review certain kinds of research involving no more than minimal risk to human subjects and one or more procedures listed in categories 1-3 below, and for minor changes to previously approved research. Under an expedited review procedure, the review may be carried out by the IRB chairperson or by one or more experienced reviewers designated by the chairperson from among members of the IRB. In reviewing the research, the reviewers may exercise all of the authorities of the IRB except that the reviewers may not disapprove the research. A research activity may be disapproved only after review by a convened IRB in accordance with the non-expedited procedure set forth in 45 CFR 46.108(b) and 21 CFR 56.108(c).

A. Category 1 - Continuing review of research previously reviewed and approved by the convened IRB as follows (must meet one of the first 3 criteria to undergo expedited review):

 The research at this site is permanently closed to the enrollment of new subjects; and all subjects at this site have completed all research-related interventions; and the research at this site remains active only for long-term follow-up of subjects; or

 No subjects have been enrolled at this site and no additional risks have been identified anywhere; or

 The remaining research activities at this site are limited to data cleaning/data analysis

 N/A - Category 1 does not apply to this project

B. Category 2 - Continuing review of research previously reviewed and approved by the IRB as follows (must meet all of the first 3 criteria to qualify):

 The research is not conducted under an investigational new drug application (IND) or investigational device exemption (IDE) and

 The IRB has determined and documented at a convened meeting that the research involves no greater than minimal risk; and

 No additional risks have been identified since IRB review at a convened meeting

 N/A - Category 2 does not apply to this project
C. Category 3 – Expedited Initial Review

 The initial IRB review was completed by expedited review and no substantial changes took place that changed its eligibility for expedited review.


 N/A - Category 3 does not apply to this project
XIII. Required elements of Consent and HIPAA Authorization [45CFR46.116(d); 21CFR50.25; 45CFR164.5Precautions

A. One of the following statements regarding Consent and HIPAA Authorization must be correct: 

  The research requires that written consent be obtained from all participants. The consent form for the study includes all the basic elements of informed consent +/- HIPAA Authorization. This study is actively recruiting and a renewal of the consent is being requested (submit most recently approved version of the consent form).

  As previously approved by the board, the research activity alters or does not include all of the required elements of consent +/- HIPAA authorization. 
B. If applicable, have you had any difficulties or protocol deviations in relation to informed consent that have not been previously reported to the IRB?

 Yes, explain: 
 No
 N/A - this project does not require informed consent
XIV. Other Study Information

A. Has the FDA, or any other entity, audited the study since the last approval? 

 Yes, findings have not been previously reported to the IRB.  Provide a copy of the audit findings and any corrective actions that have been planned and/or implemented as a result. 
 Yes and findings have been previously reported to the IRB but there are updates that need to be reported. Submit an update to the IRB.
 Yes and findings have been previously reported to the IRB and there are no updates to report.
 No 
B. Has a Data and Safety Monitoring Board/ Committee (DSMB/DSMC) reviewed this protocol and issued a report in the past renewal period?
 Yes, submit report to the IRB.
 No 
XV. Principal Investigator

I certify that the information that was provided in this application is correct and complete. I also pledge that I will not change any of the procedures, forms, or protocols used in this study without first seeking review and approval from the Institutional Review Board.

Signature of Principal Investigator



Date

Printed Name: 
Person completing form, if different than the Principal Investigator: 
Appendix A
Key Research Personnel

1. Change Type:   FORMCHECKBOX 
 New Personnel

 FORMCHECKBOX 
Remove Personnel

 FORMCHECKBOX 
 Other:  

Role: 
 FORMCHECKBOX 
 Co-Investigator  
 FORMCHECKBOX 
 Other Key Research Personnel (Describe)      
	Name (Last, First)
     
	Degree(s)
     
	Department
     

	Mailing Address Mailing Address (if other than 800 W. Central Road)

     
	Phone Number
     

	Fax Number
     
	NCH E-mail Address
     
	


 FORMCHECKBOX 
 This person has a conflict of interest.  Explain:      
Change Type:   FORMCHECKBOX 
 New Personnel

 FORMCHECKBOX 
Remove Personnel

 FORMCHECKBOX 
 Other:  

Role: 
 FORMCHECKBOX 
 Co-Investigator  
 FORMCHECKBOX 
 Other Key Research Personnel (Describe)      
	Name (Last, First)
     
	Degree(s)
     
	Department
     

	Mailing Address Mailing Address (if other than 800 W. Central Road)

     
	Phone Number

     

	Fax Number
     
	NCH E-mail Address
     
	


 FORMCHECKBOX 
 This person has a conflict of interest.  Explain:      
Change Type:   FORMCHECKBOX 
 New Personnel

 FORMCHECKBOX 
Remove Personnel

 FORMCHECKBOX 
 Other:  

Role: 
 FORMCHECKBOX 
 Co-Investigator  
 FORMCHECKBOX 
 Other Key Research Personnel (Describe)      
	Name (Last, First)
     
	Degree(s)
     
	Department
     

	Mailing Address Mailing Address (if other than 800 W. Central Road)

     
	Phone Number

     

	Fax Number
     
	NCH E-mail Address
     
	


 FORMCHECKBOX 
 This person has a conflict of interest.  Explain:      
Change Type:   FORMCHECKBOX 
 New Personnel

 FORMCHECKBOX 
Remove Personnel

 FORMCHECKBOX 
 Other:  

Role: 
 FORMCHECKBOX 
 Co-Investigator  
 FORMCHECKBOX 
 Other Key Research Personnel (Describe)      
	Name (Last, First)
     
	Degree(s)
     
	Department
     

	Mailing Address Mailing Address (if other than 800 W. Central Road)

     
	Phone Number

     

	Fax Number
     
	NCH E-mail Address
     
	


 FORMCHECKBOX 
 This person has a conflict of interest.  Explain:      
Appendix B
Conflict of Interest Management
If an actual or a potential Conflict of Interest (COI) has been identified it must be mitigated through a Conflict of Interest Management Plan.  This document sets forth the steps that will document that management of the conflict(s).  

A. Name of person(s) with conflict: 
B. Role on project:  
C. Name of sponsor/entity with whom conflict exists:  
D. NCH internal identifier (IRB#, Meditract #) and/or project title:
1. IRB#: 
2. Meditract #: 
3. Project Name: 
4. Other, if applicable: 
E. Principal Investigator:  
F. Description of Conflict: 
G. Nature of Conflict of Interest (check all that apply):

 FORMCHECKBOX 

Equity interest


 FORMCHECKBOX 

Relationship (e.g., colleague, family member, etc.)

 FORMCHECKBOX 

Consulting fee


 FORMCHECKBOX 

Other (please describe):

 FORMCHECKBOX 

Travel reimbursement

 FORMCHECKBOX 

Honorarium
H. Value of Financial Interest (check one):

 FORMCHECKBOX 

Not applicable to this project/disclosure.

 FORMCHECKBOX 

$0-$4,999



 FORMCHECKBOX 

$20,000-$100,000  

 FORMCHECKBOX 

$5,000-9,999



 FORMCHECKBOX 

Over $100,000 

 FORMCHECKBOX 

$10,000-$19,999


 FORMCHECKBOX 

The value of this financial interest cannot be 

readily determined through reasonable measures of fair market value.

I. Description of Conflict Management Plan:

 FORMCHECKBOX 
 Disclosed in Consent Form

 FORMCHECKBOX 
 Disclosed to Sponsor

 FORMCHECKBOX 
 Other: 
Submit the approved plan and a copy of the most recent Conflict of Interest Disclosure form to the IRB for review. 
__________________________________ 


________________
Signature of Person with Conflict




Date
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