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(ALL study personnel must have all human subject education and conflict of interest training complete and SFI disclosures submitted prior to submission to the IRB or your submission will be rejected; For questions, please contact irb@llu.edu)
I.  INVESTIGATOR INFORMATION

	A. Principal Investigator (name, degrees)
	Dept./Section
	Ext.
	E-Mail

	Faculty Appt.



	     
	     
	     
	     
	Full Time Faculty

	B. All other persons viewing identifiable data  (names, degrees)
	
	
	
	Role on study

	     
	     
	     
	     
	 FORMDROPDOWN 


	     
	     
	     
	     
	 FORMDROPDOWN 


	     
	     
	     
	     
	 FORMDROPDOWN 


	     
	     
	     
	     
	 FORMDROPDOWN 


	     
	     
	     
	     
	 FORMDROPDOWN 


	C. Preferred study contact, if additional to PI
     
	Ext.
     
	E-Mail
     
	FAX
     
	Building - Room #
     


II.  STUDY INFORMATION

A. TITLE OF PROTOCOL:      
B.  PROJECT START DATE:      
C. FUNDING SOURCE(S) (response required)

1.  If intramural, what department or fund?      
2.  If extramural, what is the name of the sponsor?      
III.   DESCRIPTION OF DATA TO BE COLLECTED FOR RESEARCH PURPOSES 

A.  DATA TYPE Check all that best describe the data:
        FORMCHECKBOX 
 Data bank (existing data, not prospective) Date range: From        to      
 FORMCHECKBOX 
 Medical records from LLEAP (existing data, not prospective) Date range: From        to      
 FORMCHECKBOX 
 Other archived data – describe:      
B.  SUBJECT TYPE 


	Type of Subject(s)
	Number of records needed to conduct the study (not number of records that need to be reviewed)

	 FORMCHECKBOX 
 Employees
	     ​​

	 FORMCHECKBOX 
 Healthy subjects
	     ​​

	 FORMCHECKBOX 
 Students
	     ​​

	 FORMCHECKBOX 
 Patients
	     ​​

	 FORMCHECKBOX 
 Prisoners
	     ​​

	 FORMCHECKBOX 
 Other- specify: ​​​​     ​​          
	     ​​


2.  Criteria for inclusion of subject data: 
     
3.  Criteria for exclusion of subject data (other than those opposite the inclusion criteria): 
     
C.  SOURCE OF DATA



  FORMCHECKBOX 
 LLUH entity– data to be obtained from investigators’ patients, students, employees

  FORMCHECKBOX 
 LLUH department (for any department not represented by an investigator listed in section I above.) 

Department name:        


 
  FORMCHECKBOX 
 Non-LLUH entity - specify:      
Letter of agreement must be attached.  If entity is releasing information from medical records, letter should include an attestation that HIPAA rules have been addressed.
 FORMCHECKBOX 
 Other - specify:      
IV.  BENEFITS

A.  State the expected benefits to the subjects.  For pre-existing data, individuals are not likely to benefit.  It is okay to say “none.”       
B.  State the expected benefits to society (e.g. your profession, your field of study, future patients or populations.)       
V.   RISKS (The following summarizes your plan for minimizing potential breach of confidentiality.)

A. Access to Identifiers

1. Will the investigator(s) be able to (a) identify the subjects by appearance, name, or other identifiable information, (b) view or access any of the 18 HIPAA identifiers , or (c) access a code/key that links the data to identifiers?

 FORMCHECKBOX 
  No.  Investigators will NOT receive nor view subject identifiers nor will the study require use of a code/key link to identifiers.  


 FORMCHECKBOX 
  Yes.  Investigators will be able to view/access identifiers and/or the linking code/key.  (Continue completing form.)
B.  Recording of Identifiers (The following items document your plan for collecting/deleting/destroying identifiers.)
1. Will subject-related identifiers be recorded?
 FORMCHECKBOX 
  No, subject-related identifiers will not be recorded.  


 

 FORMCHECKBOX 
  Yes, subject-related identifiers will be recorded.  (Continue completing form.)
2.  Identifiers will be destroyed at the earliest opportunity consistent with the conduct of the research (choose one): 

 FORMCHECKBOX 
  After completion of data analysis

OR

 FORMCHECKBOX 
  Identifiers will be retained indefinitely because:      
OR

 FORMCHECKBOX 
  Other - specify:      
3.  Complete Request for Waiver of Informed Consent for Research 

	Request for Waiver/Alteration of Informed Consent for Research

	 Describe how your research meets the following four criteria (Do NOT say just “yes” or “no”):

	a.  The research risks are minimal (that is, the probability and magnitude of harm is not greater than those ordinarily encountered in daily).  Explain:      

	b.  The waiver or alteration will not adversely affect the rights and welfare of the subjects.  Explain:     

	c.  The research cannot be practicably carried out without the waiver of alteration.  Explain:     

	d.  If the research involves using identifiable private information or identifiable biospecimens, the research could not practicably be carried out without using such information or biospecimens in an identifiable format. Explain:      

	e.  Whenever appropriate, subjects or legally authorized representatives will be provided with additional pertinent information after participation.  Explain:     


C. Data Use: Non-Patient Subjects (If patient data ONLY is collected, go to Section D.) 
1. List all identifiers that will be recorded.       
2. Confirm that identifiers will be separated from the research data set. 

 FORMCHECKBOX 
  If Yes, you certify that the code/key will be retained separately from research data and be maintained in a secure fashion.  

a. Which general method for creating a code/key will be used:

 FORMCHECKBOX 
Random.  The code/key is not derived from any identifiers.

 FORMCHECKBOX 
Linking.  The code/key is derived from one or more identifiers. 
b.  Explain how the code is derived from identifiers and justify why a linking code is necessary:      
 FORMCHECKBOX 
  If No, explain need for recording identifiers in the research data set:        

3.   FORMCHECKBOX 
 Check this box to certify your understanding that research study data are considered confidential and proprietary and must be safeguarded against unauthorized access, use, or disclosure.  Examples of such safeguards are provided in Section VI.  
D. Data Use: Patient Subjects (If NO patient data are involved, skip section D and proceed to section VII.)
1. What identifiers will be recorded?

a.  FORMCHECKBOX 
None  

b.  FORMCHECKBOX 
Limited Data Set.  (i.e., Research data that include personal identifiers limited to one or more of the following: Zip codes, Geocodes, Dates of birth, and Other date info. No patient names or other identifiers are included.)  
c.  FORMCHECKBOX 
 More than a Limited Data Set:  Specifically, primary identifiers to include the following (check all that apply):
	 FORMCHECKBOX 
  Names
	 FORMCHECKBOX 
  Social security number
	 FORMCHECKBOX 
  E-mail addresses

	 FORMCHECKBOX 
  Date of birth
	 FORMCHECKBOX 
  Medical record number
	 FORMCHECKBOX 
  Web Universal Resource Locators

	 FORMCHECKBOX 
  Ages over 89
	 FORMCHECKBOX 
  Health plan beneficiary number
	 FORMCHECKBOX 
  Internet Protocol address numbers

	 FORMCHECKBOX 
  Date of service
	 FORMCHECKBOX 
  Account numbers
	 FORMCHECKBOX 
  Device identifiers and serial numbers

	 FORMCHECKBOX 
  Other dates
	 FORMCHECKBOX 
  Certificate/License numbers
	 FORMCHECKBOX 
  Biometric identifiers (e.g., finger and voice prints)

	 FORMCHECKBOX 
  Telephone/fax numbers
	 FORMCHECKBOX 
  Vehicle identifiers & Serial/License plate numbers
	 FORMCHECKBOX 
  Full face photographs & comparable images

	 FORMCHECKBOX 
  Postal addresses  (including town, city, and zip codes)


2. Will patient identifiers be protected by use of a code/key for re-identification purposes?

 FORMCHECKBOX 
  Yes, a code/key will be created/used for re-identification purposes.  By checking this box, you certify that the code/key will be retained separately from research data and be maintained in a secure fashion.  The code/key will be:

 FORMCHECKBOX 
  Random.  The code/key is not derived from any of the above identifiers.

 FORMCHECKBOX 
  Linking.  The code/key is derived from one or more of the above identifiers.   Justify why a linking code is necessary:      
 FORMCHECKBOX 
  No, a code/key will NOT be used.  Explain:       

3.  Complete Request for Waiver of HIPAA Authorization 
	Request for Waiver of HIPAA Authorization

	a.  The research cannot practicably be conducted without access to the PHI because:

 FORMCHECKBOX 
  PHI is needed to identify subject eligibility. Explain:
     
 FORMCHECKBOX 
  PHI is needed to answer the research question. Explain:
     
 FORMCHECKBOX 
  Other. Explain:
     

	b.  Will patient identifiers be shared outside LLUH? Before answering, please review the 18 identifiers in D 1-c above.  

 FORMCHECKBOX 
 No, identifiers will not be shared with individuals or entities outside LLUH.  Only de-identified or coded data will be shared with outside individuals or entities. Go to part c below.

 FORMCHECKBOX 
 Yes, identifiers will be shared with individuals or entities outside LLUH, but identifiers are limited to data within a Limited Data Set and a Data Use Agreement  will be completed.  Go to part c below.
 FORMCHECKBOX 
 Yes, identifiers will be shared with individuals or entities outside LLUH, to include (check all that apply):

 FORMCHECKBOX 
 Non-LLU Statistician
 FORMCHECKBOX 
 Consultant(s) or Contractor(s)*

 FORMCHECKBOX 
 Other Research Laboratory(ies)
 FORMCHECKBOX 
 Data, Tissue, Specimen Registry(s) 

 FORMCHECKBOX 
 Publication(s)
 FORMCHECKBOX 
 Coordinating Center

 FORMCHECKBOX 
 Data Monitoring Committee(s)
 FORMCHECKBOX 
 Subjects

 FORMCHECKBOX 
 Sponsor(s)



 FORMCHECKBOX 
 Other 
Waiver of HIPAA Authorization is not usually granted in this scenario.  Contact IRB for assistance/guidance. 

	c.  There is minimal risk to the privacy of the subject because the following safeguards will be in place to protect identifiers from improper use or disclosure (mark all that apply below):  

 FORMCHECKBOX 
  The information will not be disclosed unless it is stripped of all identifiers
 FORMCHECKBOX 
  Data will be coded prior to any disclosure. 


VI.   SAFEGUARDS FOR DATA STORAGE, TRANSMITTAL, AND TRANSPORT

A. Code/Key Security

 If a code linking to subject identifiers is used, IRB requires that the linking code be stored in a different location than the research data.

 FORMCHECKBOX 
 Describe where the code with identifiers will be stored securely:      
 FORMCHECKBOX 
 To request IRB approval of an exception to the above security plan, provide justification and describe how other security measures will be implemented:      
B. Storage of Research Data

How will you store the research data?

 FORMCHECKBOX 
  In hard copy format.  Check all security measures that will be taken and describe the details in your IRB protocol:

 FORMCHECKBOX 
 Locked suite
 FORMCHECKBOX 
 Locked office
 FORMCHECKBOX 
 Locked file cabinet

 FORMCHECKBOX 
 Other - specify:      
 FORMCHECKBOX 
  Electronically.  Confirm each by reading and checking all of the items below:

 FORMCHECKBOX 
  Password protection.

 FORMCHECKBOX 
  Data saved only to a secure storage location i.e., a LLU/LLUMC secured server or network.   Note: Saving to the c: or local drive is not secure
 FORMCHECKBOX 
  If a portable device is used (e.g., laptop) data will be saved only if (1) the device is encrypted, (2) the storage is temporary, and (3) the portable device is in a physically secure location
 FORMCHECKBOX 
  Once portable device is no longer needed to collect/capture, or store PHI, it should be taken to IS for disposal of PHI.

C. Transmittal & Transport of Research Data

How will you transmit or transport research data?

 FORMCHECKBOX 
  In hard copy format.  Hard copy research data will be transmitted and/or transported. Check proposed method and describe in your IRB protocol.

 FORMCHECKBOX 
 Fax.  Cover sheet with confidentiality statement
 FORMCHECKBOX 
 Courier.  Data in sealed envelope marked confidential

 FORMCHECKBOX 
 Hand-delivery. Data in sealed envelope marked confidential
 FORMCHECKBOX 
 U.S. Mail or Express Mail service (e.g., FedEx).

 FORMCHECKBOX 
 Vehicle.  Data must not be left in vehicle unattended

 FORMCHECKBOX 
 Hardcopy data no longer needed will be shredded.
 FORMCHECKBOX 
 Other - specify:       
  FORMCHECKBOX 
  Electronically.  Check proposed method and add the corresponding security measure to your IRB protocol:

 FORMCHECKBOX 
 Email.  LLU/LLUMC email system will be used only (for on/off site use).** 

 FORMCHECKBOX 
 Web interface.  Only as required/provided by the research sponsor or a contracted entity, and the research sponsor or contracted entity assumes full responsibility for the security of the data collected and maintained in its systems.  Note: A secure web page will have https in the address line.

 FORMCHECKBOX 
 Fax (through system application).  The system application must be an IS approved application.

 FORMCHECKBOX 
 Portable device and/or removable media e.g., laptop, disk, CD, back up device.  Data must be encrypted using IS approved methodology.  Device or medium must not be unattended during transport and must be maintained in a physically secure area (e.g., locked file, cabinet.)

 FORMCHECKBOX 
 Other - specify:      
** Transmittal of unencrypted patient data via email sent outside of LLU/LLUMC’s Outlook System is prohibited.  
VII.   OTHER REQUIRED INFORMATION

1.  Is the study being submitted to Public Health Service for sponsorship?

 FORMCHECKBOX 
 No     FORMCHECKBOX 
 Yes: PHS policy requires assurance that the composition of the proposed study population benefits all persons at risk of the condition under study.  The gender and racial/ethnic composition, together with a rationale for inclusion/exclusion, should be described in the funding proposal and in Section V-B.
2.  Is this a student project?  The term "student" includes fellows, residents, interns, as well as graduate and undergraduate students, from any department of the University or Medical Center or from another institution.
 FORMCHECKBOX 
 No  FORMCHECKBOX 
 Yes

VIII.   SUPPORTING SIGNATURES

A.  DECLARATION BY PRINCIPAL INVESTIGATOR:

I understand that as Principal Investigator, I have ultimate responsibility for the conduct of the study in accord with the Ethical Principles & Guidelines for Research Involving Human Subjects (the "Belmont Report") including the following:

· The ethical performance of the project. 

· The protection of the rights and welfare of human subjects.

· Strict adherence to any stipulations imposed by the IRB.

I agree to comply with all Loma Linda University Health policies and procedures, as well as with all applicable Federal, State, and local laws regarding the protection of human subjects in research, including, but not limited to, the following:

A.  Performing the project according to the IRB-approved protocol.

B.  Assuring that all personnel working on the project are qualified personnel who have received training in human subject protections. 

C.  Obtaining legally effective informed consent from human subjects (or their legally responsible representative, if IRB approved), and using only the current IRB-approved, stamped consent form (unless the IRB has specifically waived this requirement).

D.  Implementing no changes in the approved human subject study without prior IRB review and approval (except where necessary to eliminate apparent immediate hazards to the subjects).

E.  Reporting progress of approved research to the IRB, as often as and in the manner prescribed by the IRB on the basis of risks to subjects, but no less than once per year.

F. Complying with the Privacy Rule (Health Insurance Portability and Accountability Act) as it applies to the privacy of health information in research.

G. Verifying that a) my research team will collect only information essential to the study and in accordance with the Minimum Necessary Rule, b)  to the greatest extent possible, access to the information will be limited within the research team, and c) I will not re-use or disclose protected health information to any other person or entity, except as required by law, research oversight, or those uses outlined in institutional guidance. 

If I am the faculty sponsor of a student, I further certify that: 

A.  The student is knowledgeable about the regulations and policies governing research with human subjects and has sufficient training and experience to conduct this particular study in accord with the approved protocol.

B.  This project has been reviewed and approved by the thesis/dissertation committee.

C.  I agree to meet with the student on a regular basis to monitor study progress.  Should problems arise during the course of the study, I agree to be available, personally, to supervise the student in solving them.

D.  If I will be unavailable, as when on sabbatical leave or vacation, I will arrange for an alternate faculty sponsor to assume responsibility during my absence, and I will advise the IRB of such arrangements.
I certify that the information provided in this application is complete and accurate.

Signed: ______________________________________________      ______________________



Principal Investigator




Date

B. DECLARATION BY STUDENT INVESTIGATOR(S):

I accept my responsibilities in complying with Loma Linda University Health policies and procedures for protection of human subjects in research and supporting the responsibility of my faculty sponsor, described above.

Signed: _______________________________________________________________________________________

C.  SIGNATURE OF DEPARTMENT REPRESENTATIVES:

This project has been reviewed for scientific merit and has the academic endorsement of the department.

Division Chief (optional, if applicable):  

Signed: ______________________________________________      ______________________










Date

Printed Name: ______________________________________________     

Department Chair
 or Designee (required):
Signed: ______________________________________________      ______________________










Date

Printed Name: ______________________________________________     

Institutional Review Board


Application Form – Archival or Retrospective Data


Human Research & Compliance


LOMA LINDA UNIVERSITY HEALTH | Office of the Vice President of Research Affairs


                                        11219 Anderson Street, Loma Linda, CA 92350


(909) 558-4531 








1.





If the ‘No’ box is checked, this is NOT human subjects research. Do not complete the rest of this form.  Submit the first two pages only to receive a Determination letter from the IRB confirming this finding. Examples of such safeguards are provided in Section VI.





If the box above is checked, study is likely to receive Exempt status, and Waiver of Informed Consent is NOT required.  


If this study uses patient records, complete the rest of this form, EXCEPT the Waiver of Informed Consent for Research (Section V B-3).


If this study does NOT use patient records, skip to Sections VII and VIII.
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