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CITY OF HOPE NATIONAL MEDICAL CENTER

           BECKMAN RESEARCH INSTITUTE

                Institutional Review Board (IRB)
IRB APPLICATION FOR USE OF THE DATA REPOSITORY UMBRELLA PROTOCOL

IRB #
     
   Principal Investigator:
     

Protocol Title:
     

I.
Study Protocol (Indicate:)


A.
 Purpose of the Study



     


B.
Study Objectives (Specific Aims)



     


C.
Background, Study Rationale and Hypothesis



     


D.
Study Methods

· Indicate study methods




     



· Indicate number of records to be reviewed and the time period (e.g., 75 records for the period 1985- 2000 will be reviewed): 
     


E.
Study Results (indicate what will be done with the results of the study)



     


F.
Attach a copy of all data capture forms. 


NOTE:
Information entered/recorded in the subject’s medical record after initial IRB approval of a study is considered prospective in nature and requires submission of the Non-Therapeutic IRB Application Form, the protocol and the study specific informed consent form.

II.
Are you receiving/will you receive funding from any source outside the City of Hope/Beckman Research Institute to perform this research?   FORMCHECKBOX 
  Yes 
 FORMCHECKBOX 
  No

If yes, who is/will be providing the funds?       
If federally funded, provide two copies of the entire grant application.

III.
Subject Identity and Confidentiality


A.
Recording Identifying Information



 FORMCHECKBOX 




Identifying information will not be recorded—completely anonymous, i.e., no means whatsoever to determine the identities of individuals whose medical record will be utilized for this study.  If so, provide details on how complete anonymity will be accomplished. 

     



 FORMCHECKBOX 

Identifying information will be recorded.  If identifying information must be recorded for purposes of this study, the IRB requires that a separate master list be kept with code numbers assigned to each subject, which would permit the investigator to ascertain the identity of the individual, i.e., in order that medical records may be re-reviewed for additional information necessary to accomplish the objectives of the study.  [Provide a (blank) copy of the Master List that will be used for this study.]


B.
If a master list will be maintained with codes from which identities can be ascertained, indicate how confidentiality of subjects’ identity will be maintained. 


     
How will the separate master list be maintained? 


     
Indicate who will be the keeper of this master list and indicate the names and/or roles of the individuals who will have access to this coded list. 


     


C.
Under no circumstances should subjects be contacted without explicit prior approval by the IRB (make a definitive statement to this effect). 


     


D.
Will PHI regarding the COH subjects be disclosed to organizations/investigators external to COH?  FORMCHECKBOX 
  Yes 
 FORMCHECKBOX 
  No

If yes, provide the name of the organization(s).       
If yes, provide the comprehensive list of PHI that will be disclosed.  This can be in the form of

an attached list of items to be sent.      


IV.
INFORMED CONSENT (check one box only)


 FORMCHECKBOX 

This study involves use of completely anonymous data collection from medical records.  This means that the data will be recorded in such a way that there will be no means to identify the source of the data.  (If you checked this box continue on to Section VI.) 


 FORMCHECKBOX 

For this study, a waiver of informed consent is requested.  (If you checked this box, complete Section V.)

V.
Request for Waiver Of Informed Consent (and Waiver of HIPAA Authorization) For Research Involving Retrospective Medical Records Review.
Protected health information (PHI) associated with medical records review for research purposes is subject to the requirements of the Health Insurance Portability and Accountability Act (HIPAA).  Informed consent and HIPAA authorization are required unless the IRB approves a waiver of informed consent and waiver of HIPAA authorization.  Please complete the following section if you are requesting a waiver of informed consent.  (Please note that answering the following questions does not automatically guarantee IRB approval for waiver of informed consent and waiver of HIPAA authorization for your project).

FOR THIS SECTION, CHECK ALL THAT APPLY AND PROVIDE EXPLANATIONS AND ATTACHMENTS AS INDICATED.


A.
The research involves no more than minimal risk to the subjects because:




 FORMCHECKBOX 

Review of the subjects records are for limited information (attach a copy of the data collection form to be used for this research).





 FORMCHECKBOX 

The information sought is not sensitive in nature.



 FORMCHECKBOX 

The data are derived from clinically indicated procedures.



 FORMCHECKBOX 


There is an extremely low probability of harm to subjects’ status, employability, and insurability.


B.
The use or disclosure of PHI involves no more than minimal risk to the privacy rights of the subjects because:



 FORMCHECKBOX 

There is an adequate plan to protect subject identifiers from improper use and disclosure, e.g., security of data storage is appropriate, and the data is protected from unauthorized access.  Provide details on how this will be accomplished.

     




 FORMCHECKBOX 

There is a plan to destroy the identifiers at the earliest opportunity consistent with the conduct of the research, unless there is a health or research justification for retaining the identifiers or such retention is otherwise required by law.  Provide details of this plan.

     




 FORMCHECKBOX 


Retention of identifiers is based upon the scientific needs of the study or health-related justification or legal considerations.  Explain and provide justification regarding length of time necessary to retain identifiers.  

     


C.
The waiver will not adversely affect the rights or welfare of the subjects because:





 FORMCHECKBOX 

A reasonable person who is in the subject’s position would not consider the waiver as adversely affecting his/her rights.



 FORMCHECKBOX 

The information to be gathered already exists (in the medical record).



 FORMCHECKBOX 

None of the results of the research would affect clinical decisions about the individual because the results are analyzed after the fact.



 FORMCHECKBOX 

Subjects are not being deprived of clinical care, which they would normally receive or be entitled to receive.



 FORMCHECKBOX 

A reasonable person who is in the subject’s position would not consider the waiver as adversely affecting his/her welfare.


D.
The research could not be practicably carried out without the waiver because: 



 FORMCHECKBOX 

The number of subject records to be reviewed is very high/considered monumental (e.g., identifying and contacting hundreds of potential subjects, while not impossible, would not be feasible for a review of their medical records for information that would not change the care the subjects would have already received).



 FORMCHECKBOX 

The investigator does not have a reasonable opportunity to obtain consent (i.e., the investigator has no professional treatment relationship with the subject).  

Explain:       



 FORMCHECKBOX 

Although one or more of the co-investigators has a professional relationship with each of the subjects, it is unreasonable to expect that person to obtain informed consent because: Explain:      


E.
The research could not be practicably conducted without access to and use of the PHI 
because:



 
 FORMCHECKBOX 

The validity of the research requires use of PHI in order to answer the scientific question(s) and to complete the research adequately.



 FORMCHECKBOX 

Other

Explain:      


F.
Whenever appropriate, the subjects will be provided with additional pertinent information after participation.  It is the PI’s opinion that:  (check all that apply)



 FORMCHECKBOX 

It would not be appropriate to provide these subjects with additional pertinent information about the results of the research, as the results would have no effect on the subjects’ care.



 FORMCHECKBOX 

There is no anticipated benefit to subjects that would change what has already occurred.

VI.
CERTIFICATION OF PRINCIPAL INVESTIGATOR

Your signature below certifies that you and all co-investigators have reviewed the COH IRB website for guidelines, policies, procedures and regulations related to human subjects’ protection, and that the research will be conducted in full compliance with the HHS, FDA, and State of California regulations and COH policies governing human subjects research.  You and all co-investigators agree not to re-use or disclose protected health information (PHI) except as required by law or for authorized oversight of the research project.  It is understood that IRB approval is valid for a period of one year unless the IRB determines that the study requires more frequent reporting.  Continuing review is required in order to maintain the approval status, and any changes in the study protocol procedures must be approved by the IRB prior to implementation.

SIGNATURE OF PRINCIPAL INVESTIGATOR

DATE



SUBMISSION REQUIREMENTS

Submit the following paper copies:

1. Extramural/intramural Clearance Sheets (Blue Sheets) – 1 copy

2. CPRMC/PRMC approval/sign-off sheet – 1 copy

3. IRB Application for Use of the Data Repository Umbrella Protocol with any pertinent attachments – 1 original (must contain PI’s original, penned signature) and 1 copy

4. (if applicable) Complete Grant Application – 2 copies

Submit the following electronically to IRBeSubmit@COH.Org with “New Study Submission IRB #____” in the subject heading: 

· IRB Application for Retrospective Medical Records Review with any pertinent attachments.

· All Data Capture Forms
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