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   FORMCHECKBOX 
Yes     FORMCHECKBOX 
No   Meets Expedited Review Category #5 and presents no more than minimal risk to human subjects – 



Research involving materials (data, documents, or records) that have been collected, or will be 
collected solely for non-research purposes, i.e., medical treatment or diagnosis.  If no, complete the non-interventional study documents or contact the IRB staff for guidance.
PROTOCOL TITLE: 

     
Person completing this application:   FORMCHECKBOX 
 PI      FORMCHECKBOX 
 Study Coordinator    FORMCHECKBOX 
 Other:                                                                                                           
             Printed Name      Phone#


	Principal Investigator (PI) must be VM employee:
     
Dept:                    Mailstop:      


Phone:      
Address:      

    Internal Use Only
PI e-mail address:

Email:                                                             GCP  FORMCHECKBOX 
/ Ethics  FORMCHECKBOX 

Mandatory completion prior to IRB Approval
	Study Coordinator: 
Dept & Mailstop:      


Phone:      
Address:      
                                                   Internal Use Only


E-mail:                                                              GCP  FORMCHECKBOX 
/ Ethics  FORMCHECKBOX 
                                                      


	IRB Regulatory Contact (optional)
(if designating someone other than the study coordinator) 
	GCP/Ethics/FDS (IRB use)
	Phone: 
	Email:

	     
	( / ( / (
	     
	     

	Dept. & Mailstop:      
	Address (if not VM/BRI):      


Note: Documentation of completed GCP & Ethics Training courses is required for all “Key Personnel” (Ethics & GCP Instruction ) before final study approval.  If new to research, PI must complete and submit BRI / Investigator Compact to Cheryl Weaver, IN-RC.  Contact the IRB with questions:  IRB@benaroyaresearch.org  [IRB Staff]
Other VMMC/BRI Key Personnel [defined in Clinical_Research_Glossary]:

	Name
	Title
	Dept.
	Institution Affiliation
	GCP/Ethics
Internal Use Only

	     
	     
	     
	 FORMCHECKBOX 
 VMMC  FORMCHECKBOX 
 BRI
	     FORMCHECKBOX 
 /  FORMCHECKBOX 


	     
	     
	     
	 FORMCHECKBOX 
 VMMC  FORMCHECKBOX 
 BRI
	     FORMCHECKBOX 
 /  FORMCHECKBOX 


	     
	     
	     
	 FORMCHECKBOX 
 VMMC  FORMCHECKBOX 
 BRI
	     FORMCHECKBOX 
 /  FORMCHECKBOX 



Are any key personnel non-VM/BRI employees?   FORMCHECKBOX 
Yes
 FORMCHECKBOX 
 No  If yes, define role each individual will have in the study:  

	Name
	Roles in study (e.g. pulling files, consenting subjects, etc.)
	GCP/Ethics
Internal Use Only

	     
	     
	     FORMCHECKBOX 
 /  FORMCHECKBOX 


	     
	     
	     FORMCHECKBOX 
 /  FORMCHECKBOX 



Outside Access Checklist
SECTION I – Describe the Protocol
A. Primary Objectives (The primary objective should always address a specific hypothesis.  State the hypothesis in quantifiable terms.)
B. Secondary Objectives (Secondary objectives may or may not be hypothesis-driven, may include secondary outcomes, and general non-experimental objectives (e.g. to develop a registry, to collect natural history data).
BACKGROUND

C. Rationale (Describe the patient population to be studied and justify any restrictions on the population.  Explain the relevance and priority for the study.)
D. Supporting Data (Provide the scientific and medical data that justifies the study.)
E. STUDY DESIGN (Briefly describe the study design and indicate, in general terms, how the design will fulfill the intent of the study.)  

F. Inclusion Criteria (List the disease or disorder under study, how will it be documented, diagnostic methods, criteria for classification, demographic characteristics, etc.
G. Exclusion Criteria (List specific clinical contraindications, specify any specific grades of signs/symptoms.)
H. DATA COLLECTED (Describe the type of data fields to be collected, i.e., lab tests, procedure outcome, length of stay, etc.  Attach a sample of the Data Collection Form including page numbers and a place for the person collecting the information to sign and date on all Forms or describe collection process if data mining from multiple locations.  ;
I. STATISTICAL AND DATA ANALYSIS CONSIDERATIONS (List the statistical methods to be used to analyze the primary and secondary outcomes.  Specify any confounding variables for which it is anticipated adjustment will be made. Explain how missing data, outliers, noncompliance and losses to follow-up will be handled in the analyses.) 
J. PUBLICATION OF RESEARCH FINDINGS

 FORMCHECKBOX 
   Publication of the results of this trial will be governed by the policies and procedures developed by VMHS.  Any presentation, abstract, or manuscript will be made available to the Sponsor, if applicable, and the Benaroya Research Institute IRB, prior to submission.

1. Describe the reasonable safeguards to protect against identification, directly or indirectly, of any patient in any report/publication for this project:      
K. REFERENCES (List below):
SECTION II – Human Subjects Protection
RISK VS. BENEFITS ANALYSIS:
A.  Indicate any potential risks that are specific to this research?  (Please note virtually all chart review studies have a potential 
breach of confidentiality resulting in invasion of privacy.)
 FORMCHECKBOX 
 Breach of Confidentiality resulting in invasion of privacy (All breaches must be reported to the IRB.)
      If “no”, please explain):      
 FORMCHECKBOX 
 Other (specify):      
B.  Indicate any anticipated benefits that are specific to this research 

 FORMCHECKBOX 
 Benefit to subject/participant (please specify):      

 FORMCHECKBOX 
 Benefit to society (please specify):      

 FORMCHECKBOX 
 Potential benefit unknown

 FORMCHECKBOX 
 Subjects will be provided with additional pertinent information 
 FORMCHECKBOX 
 Other (specify):      
SUBJECTS (RECORDS/DATA) 
A.  What is the approximate number of records and age range to be used?

	
	NUMBER of RECORDS
	AGE RANGE

	
	     

	     


B. Where is your data or records located?  

 
 FORMCHECKBOX 
 VMMC/BRI
Section:             



 FORMCHECKBOX 
 Outside
Institution:              (Please provide permission letter and/or IRB approval if from outside institution) 
CONFIDENTIALITY AND ANONYMITY (check all that apply for this project):
 FORMCHECKBOX 
  I understand that patient names, clinic number and date of birth, etc., will be maintained for data integrity purposes, or that a pre-existing database will be used to pull data without PHI identifiers 

A. How will research data be recorded?

 FORMCHECKBOX 
  Data Collection Form(s)
 FORMCHECKBOX 
  Computer Database
 FORMCHECKBOX 
  Other (specify):      
B. How will research records and data be stored?

 FORMCHECKBOX 
 Computer    FORMCHECKBOX 
 Locked File Cabinet    FORMCHECKBOX 
 Locked Office   FORMCHECKBOX 
  Other (specify):      
C. How will you protect patient confidentiality or Protected Health Information (PHI) from unauthorized use or re-disclosure?

 FORMCHECKBOX 
  Coding System    FORMCHECKBOX 
  Limiting Access    FORMCHECKBOX 
  Password Protected Computer Files / Firewall

 FORMCHECKBOX 
  Automatic Shutdown of Unused Screen   FORMCHECKBOX 
 Staff Training in Privacy Protection

 FORMCHECKBOX 
  Destroy data immediately if the individual does not qualify for research project

 FORMCHECKBOX 
  All study records, including recruitment records, will be destroyed at least 2 years following last publication, 

presentation or report

 FORMCHECKBOX 
  All data will be coded after collection with the key accessible only to study personnel on a password secured computer

 FORMCHECKBOX 
  Other (specify): 

POTENTIAL FUTURE RESEARCH  
Yes   FORMCHECKBOX 
        No  FORMCHECKBOX 
    After completion of this research project, the data will be maintained for potential future research.  If 
no, skip to next question (Consent /HIPAA Waiver Request). Note: a future IRB application must be submitted for any additional use of the retained data.
A. Indicate the estimated length of time data will be kept before EITHER all identifiers / codes are removed OR the data are destroyed:       
B. Other than the study staff, what entities will have access to research records and data that identify participants (including coded data)?   FORMCHECKBOX 
Sponsor     FORMCHECKBOX 
BRI Regulatory Compliance   FORMCHECKBOX 
Other (specify):      
CONSENT AND HIPAA WAIVER REQUEST
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 
Are you requesting a complete waiver of Consent and HIPAA authorization?  If yes, complete the 
following questions.  If no, skip to Section III.
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 
The project will not adversely affect the rights and welfare of subjects.  If no, please explain:      
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
 Is it reasonable to conduct the research without the waiver or access to and use of PHI?  If no, please explain:      
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
Identifiable information will not be reused/disclosed to any other person or entity, unless such use is required by 
law, for oversight of the research study, or for other research permitted by law.  If no, please explain:      
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
Is the PHI the minimum necessary for the purposes of this research project?  If no, please explain:      
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 
Is this research of sufficient importance to outweigh the privacy intrusion?  If no, please explain:      
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 
Please confirm that there is a health, research or regulation justifying retention of certain PHI.  If no, please 
explain:      
A. Explain how this research outweighs the intrusion into the privacy of subjects:      
B. Indicate below all PHI categories that will be reviewed, accessed, obtained, used, created, or disclosed during the course of this project: (check all that apply)
	 FORMCHECKBOX 
 Name
	 FORMCHECKBOX 
 Dates of medical treatment, except year

	 FORMCHECKBOX 
 Address
	 FORMCHECKBOX 
 Medical Records number

	 FORMCHECKBOX 
 Telephone or fax numbers
	 FORMCHECKBOX 
 Health plan beneficiary numbers  

	 FORMCHECKBOX 
 Email address
	 FORMCHECKBOX 
 Biometric identifiers (finger and voice prints)

	 FORMCHECKBOX 
 Social Security number
	 FORMCHECKBOX 
 Full face photographic images

	 FORMCHECKBOX 
 Date of birth
	 FORMCHECKBOX 
 X-ray, ultrasound, MRI, photographs or other diagnostic images

	 FORMCHECKBOX 
 Date of death
	 FORMCHECKBOX 
 Diagnostic test results

	 FORMCHECKBOX 
 Diagnosis
	 FORMCHECKBOX 
 Additional health information relating to the inclusion/exclusion criteria of the protocol (specify):     

	 FORMCHECKBOX 
 Medical history  
	 FORMCHECKBOX 
 Other dates directly related to subject (specify):     

	 FORMCHECKBOX 
 Medication use
	


SECTION III - APPLICATION CHECKLIST (Retrospective Review Instructions and Documents)  

 FORMCHECKBOX 
 Yes (required, if existing)  FORMCHECKBOX 
 N/A

Data Collection Form(s) 







 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 N/A 




Financial Disclosure Statement click_here (Required if there are 







any external funds or services provided for this project)
Attach the following if ANY Investigators are NON-VM Employees:

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 N/A                                                          Are any Investigators NON-VM Employees.  If yes, attach the
Unaffiliated_Investigator_Agreement.  For more information see 

Unaffiliated_Investigator_Agreement criteria.
Investigator’s Statement and Assurance of Confidentiality

As principal investigator of this project, I ensure that research will be conducted as described in this application and that the Key Personnel have not been debarred or disqualified from conducting research by any regulatory agency or entity.  
____________________________________
   _______________

Principal Investigator Signature
Date



FINAL IRB APPROVAL (IRB use only)
(Including all study documents listed above. e.g. protocol, consent form[s], ads, etc.) 

( Approved as Submitted          ( Approved per IRB-stipulated revisions of ________________ (date of IRB letter)








  




  



Name and Title




  
Signature



  
Date of Signature



Dates of approval: __________________ to ___________________               REVIEW DATE: ____________
        MINUTES DATE:______________




VALID ONLY AS LONG AS APPROVED PROCEDURES ARE FOLLOWED
FWA00001994 (VMMC) / FWA00001995 (BRI) / IRB00000057
RETROSPECTIVE (CHART) REVIEW APPLICATION
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