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BRI IRB Full Review IRB Application

	FULLREVIEW IRB APPLICATION


Return submissions to the IRB Office (Mailstop: IN-RC).  Note:  a) each question must be answered or marked “N/A”.(See the Clinical_Research_Glossary for definitions.)  Password to unlock form is “benaroya”.Contact the IRB with questions:  IRB@benaroyaresearch.org  [IRB Staff]
	IRB Number:     
	VM/BRI funding #(s):      
	Date:     

	TITLE OF RESEARCH PROPOSAL (PROTOCOL TITLE):
     

	Who created the protocol?  VM/BRI investigator FORMCHECKBOX 
  Federal Agency (e.g. NIH):  FORMCHECKBOX 
   Industry Sponsor  FORMCHECKBOX 
  Other:  FORMCHECKBOX 
explain:     

	Principal Investigator (PI):     
	Study Coordinator:      

	Dept & Mailstop:      
	Dept & Mailstop:      

	Phone:      
	Phone:      

	Email:      
	E-mail:      


	Address (if not VM/BRI):     
	Address (if not VM/BRI):     

	GCP ( / Ethics ( / FDS ((IRB use only)
	GCP ( / Ethics ( / FDS ((IRB use only)


	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):     


I. BASIC INFORMATION:
A. List all VM/BRI “Key Personnel” for this study (excluding PI & study coordinator).  Key_Personnel_defined
Note: Documentation of GCP & Ethics Training is required for all “Key Personnel” prior to granting final IRB approval.  Training link is located at CITI Ethics/GCP Training. 
	Name
	GCP/Ethics/FDS(IRB use)
	Title (e.g. Sub-I, coordinator)
	Dept.
	Institution Affiliation

	     
	( / ( / (
	     
	     
	     

	     
	( / ( / (
	     
	     
	     

	     
	( / ( / (
	     
	     
	     

	     
	( / ( / (
	     
	     
	     

	     
	( / ( / (
	     
	     
	     

	     
	( / ( / (
	     
	     
	     


B. Are any “Key Personnel” non-VM/BRI employees?  FORMCHECKBOX 
Yes
 FORMCHECKBOX 
 No   If yes, define the role each individual in the study below:
	Name
	GCP/Ethics/FDS(IRB use)
	Roles in study (e.g. pulling files, consenting, etc.)
	Institution Affiliation

	     
	( / ( / (
	     
	     

	     
	( / ( / (
	     
	     


II. SUMMARY OF ACTIVITY:
	A. In less than 100 words, provide in “lay terms” a summary of the Purpose & Objectives, which may include major Inclusion & Exclusion Criteria of this study:(Please do not cut and paste from the protocol)     

	B. In 150 words or less, provide in “lay terms” a description of Research Study Procedures:(Please do not cut and paste from the protocol)     

	C. Will any research specific screening procedures be performed solely for determining eligibility for this research project (i.e. not required for subjects’ standard medical care)?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If yes, outline the screening procedures below, where they will be carried out, and describe how subjects will be informed of the purpose of these procedures:       

	D. Will institutions (or collaborators)other than VM/BRI “engaged” in this research?      FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No   (If YES, answer question #1 below.  If no, skip to “E”.)
Refer to the following website for clarification & examples:  OHRP_Guidance_for_”Engagement”_in_Research
1.
Check the appropriate box (if you checked “yes” above): 
(a)  FORMCHECKBOX 
VM/BRI is one of several investigative sites but is not the coordinating center.                     
(b)  FORMCHECKBOX 
  This is multi-site collaborative research for which VM/BRI is the coordinating center.                                   
(c)  FORMCHECKBOX 
  Neither (a) nor (b), but at least one other institution or collaborator will be “engaged” in this research(e.g. CCOP studies at VM)*If you checked (b) or(c), above, answer question #2 below. If you checked (a), skip to question #3:
2.
(a) List all institutions and collaborators “engaged” in this research:  FORMCHECKBOX 
Pacific Medical Center  FORMCHECKBOX 
Fairbanks Memorial    

 FORMCHECKBOX 
Peace Health    FORMCHECKBOX 
Cascade Cancer Center/Evergreen Hospital  FORMCHECKBOX 
Other(s):      

(b) Specify the types of IRB_authorization_agreements/contracts/assurances used with each institution/collaborator: 
 FORMCHECKBOX 
VM/BRI has an IRB authorization agreement to be the IRB of record for all CCOP affiliate sites listed (a) and all Federalwide Assurances(FWAs) are current (search_here).
 FORMCHECKBOX 
Other:      
3. 
Will study procedures be conducted outside of VM/BRI campus?   FORMCHECKBOX 
Yes    FORMCHECKBOX 
 No
If yes, list procedures and locations.     

	E. Is this a placebo-controlled study in which an effective treatment exists?  FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No If no, skip to question “F”
If yes, 
1.  Provide rationale for placebo use and why a placebo will be used if there is a standard of care treatment:      
2.  Outline “rescue medication” procedures (if any) to be followed (any standard medical therapy allowed by the
study protocol to treat symptoms not otherwise controlled by the study drug/placebo):       

	F. Do you anticipate enrolling any of the following subjects into your study?  (NOTE: If you include some groups [Prisoners, Pregnant women, or Children] of vulnerable subjects, federal regulations may require additional levels of IRB oversight for your study.)

	Potentially Vulnerable Subject Population(s)OHRP_guidance_video
	Targeted
	Possible Inclusion
	Excluded
	N/A

	Prisoners: 45CFR46_Subpart_CFAQIftargeted or possibly included, give rationale and specific steps to protect this population?       
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Pregnant women:45CFR46_Subpart_BIftargeted or possibly included, give rationale and specific steps to protect this population?       
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Females of childbearing potential: If excluded, explain:      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Children (under 18):45CFR46_Subpart_DguidanceIftargeted or possibly included, give rationale and specific steps to protect this population?       
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	People not competent to provided informed consent: If targeted or possibly included, give rationale and specific steps to protect this population?       
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Non-English speaking: FDANIH VM_Interpreter_Services,  from_BRI Give rationale & steps to protect population if targeted/possibly included (See “Consent Forms” section VII for details).If excluded, also provide rationale:     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	G. Are any other potentially vulnerable subjects (e.g. sight impaired, illiterate) outside of the above listed targeted or possibly included in this study?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No If yes, explain and provide steps to protect this population:      


III. FDA INFORMATION:  
	A. Does study involve an investigational drug or device?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No If yes, complete table below:

	Name of Investigational Drug(s)  / Device(s)
	IND# (drugs) or IDE# (devices) assigned by FDA
	Holder of IND or IDE
	Phase_of_Study (e.g. II, III) or Device_Risk_Determination  (Significant or Non-Significant)

	     
	     
	     
	     

	     
	     
	     
	     


IV. SUBJECTS / RECORDS / SPECIMENS:
	A. Complete the projected subject enrollment information below:(clarify as needed)

	Subject Group
(DEFINE: cases/controls/records/specimens etc.)
	Age Range
	Expected Number at End of Study(locally)
	Expected Number at End of Study(Total if multi-site)
	Expected Enrollment next 12 mos.

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	B. What is your source of subjects / records / specimens?  FORMCHECKBOX 
VMMC/BRI   Section(s):     
 FORMCHECKBOX 
Outside institution(s) (provide IRB approval letter if no cooperative or affiliate agreement is in place.)      

	C. Describe how people are identified as potential subjects:  FORMCHECKBOX 
 Specific registries (specify IRB#):      
 FORMCHECKBOX 
 Physician referral   FORMCHECKBOX 
 Advertising    FORMCHECKBOX 
 Records   FORMCHECKBOX 
 Other (specify):      

	D. To provide support for your projected enrollment goals, how many patients at VMMC do you anticipate would have met your eligibility criteria over the last 1-5 years?       If N/A or no numbers are available, explain why and provide rationale to support your projections:     

	E. How long do you estimate it will take to complete accrual for this study?       

	F. 1.   Who will approach or collect data/specimens from subjects? FORMCHECKBOX 
 VMMC/BRI staff   FORMCHECKBOX 
Cooperative/Affiliate site staff  
 FORMCHECKBOX 
 Outside recruiters (for non-VM/BRI personnel wishing to approach/recruit VM patients, please refer to
patient_approachment_procedures and Unaffiliated_Investigator_Agreement) 
2.   If direct interaction will occur with subjects, describe your plan to approach:       

	G. Will the subjects have as much time as they want between the explanation of the study and signing the consent form?

 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No 
If no, provide explanation:     

	H. Will subjects be compensated in any manner for participation?    FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No   If no, skip to “I”.
If yes:
1. What will be the total amount of compensation to each subject at the end of the study?  $     
2. Will subjects be paid in multiple payments?  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
No   
If yes, answer questions “a.” and “b.” below:
a. How much per visit? $     
b. Will any one payment be more than 40% of the total compensation?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
No If yes, explain:     
If no, explain payment schedule and rationale:      
3.
Will other compensation (e.g., parking vouchers, gifts, transportation, and lodging) be provided?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
No
If yes, list all in detail:      

	I. Will all key personnel(including non-VM researchers) be involved in the consent process with subjects?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
No

If no, explain in detail who will be involved in consenting:      


V. RISK VS BENEFITS ANALYSIS:

	A. Check all potential risks/side effects to subjects.  Check only added potential risks/side effects that may occur to subjects from the research and not those that would occur if subject were to receive standard treatment/procedures only.[Note: Virtually all research studies involve “breach of confidentiality” and “invasion of privacy” as potential risks since several entities may have access to research records (e.g., FDA, NIH, IRB, etc.)Risks must be consistent with the consent form and protocol.]

	Physical Harms
	Psychological
	Social Economic

	 FORMCHECKBOX 
Minor pain
	 FORMCHECKBOX 
 Depression

	 FORMCHECKBOX 
 Breach of Confidentiality, resulting in:

	 FORMCHECKBOX 
Discomfort
	 FORMCHECKBOX 
 Confusion
	 FORMCHECKBOX 
 Invasion of privacy

	 FORMCHECKBOX 
Serious injury
	 FORMCHECKBOX 
 Hallucination
	 FORMCHECKBOX 
Potential loss of employment or
insurability

	 FORMCHECKBOX 
Death
	 FORMCHECKBOX 
 Stress
	 FORMCHECKBOX 
 Potential criminal prosecution

	 FORMCHECKBOX 
Injury from invasive medical procedure
	 FORMCHECKBOX 
 Guilt   
	 FORMCHECKBOX 
Other (specify):     

	 FORMCHECKBOX 
Harm from possible side effects from drugs
	 FORMCHECKBOX 
 Loss of self-esteem
	 FORMCHECKBOX 
None (only applicable if all data is stripped of all identifiers and not coded)

	 FORMCHECKBOX 
Other (specify):     
	 FORMCHECKBOX 
 Embarrassment
	

	 FORMCHECKBOX 
None
	 FORMCHECKBOX 
 Other (specify):     
	

	
	 FORMCHECKBOX 
None
	

	B. What are the anticipated benefits of this study?  (check all that apply)
 FORMCHECKBOX 
Benefit to subject/participant (specify):      
 FORMCHECKBOX 
Benefit to society (specify):     
 FORMCHECKBOX 
 Potential benefit unknown


VI. DATA SAFETY OVERSIGHT/MONITORING:(e.g. DSMB)
	A. Will safety data from this study be regularly monitored?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
No If no, explain below, and then skip to section VII: 


     
If yes, answer the following question:
1. Who will regularly monitor data throughout the course of the study to ensure the safety of subjects?



 FORMCHECKBOX 
 The Principal Investigator (If yes, describe your monitoring plan for reviewing interim results and/or safety 
concerns during the study):     


 FORMCHECKBOX 
 A group representing the study sponsor (state the name of group):     


If yes, describe the monitoring plan for reviewing interim results and/or safety concerns during the study:     
 FORMCHECKBOX 
 A Data Safety Monitoring Board (state the name of the DSMB, if known):     
If yes, describe the procedures for submitting summary reports from the DSMB to the IRB:     
i. If multi-site trial, are DSMB report(s)available for research already conducted? FORMCHECKBOX 
 Yes   FORMCHECKBOX 
No  FORMCHECKBOX 
N/A
If yes, please attach.
(See Clinical_Research_Glossary for “DSMB” clarification.  If you think your study warrants DSMB oversight and you do not know of one to utilize, please contact the IRB Office.)
2. What are the stopping rules for this study?  (“Stopping rules” are guidelines established for the specific purpose of stopping or forcing a revision to the protocol based on review of events [e.g. safety or efficacy concerns] that occur during the conduct of the study.  These may apply to an individual subject or to the entire study population):     
3. What are the endpoints of this study?  (See Clinical_Research_Glossary for “endpoint” clarification):     


VII. CONFIDENTIALITY AND ANONYMITY:
	A. How will research data be recorded?

 FORMCHECKBOX 
Case report forms
 FORMCHECKBOX 
Remote data entry (e.g. central database off site)
 FORMCHECKBOX 
Local database (e.g. Excel spreadsheet)
 FORMCHECKBOX 
Other (specify):      FORMCHECKBOX 
N/A

	B. How will research records and data be stored locally?

 FORMCHECKBOX 
Investigator’s Computer
 FORMCHECKBOX 
Locked file cabinet
 FORMCHECKBOX 
Locked office  FORMCHECKBOX 
Other (specify):      FORMCHECKBOX 
N/A

	C. How will specimens be stored?

 FORMCHECKBOX 
Limited access refrigerator/freezer
 FORMCHECKBOX 
Locked cabinet/office
 FORMCHECKBOX 
Other (specify):      FORMCHECKBOX 
N/A

	D. How will you protect patient confidentiality?  (check all that apply)

 FORMCHECKBOX 
Coding system
 FORMCHECKBOX 
Limiting access to data/specimens
 FORMCHECKBOX 
Password protected computer files/firewall
 FORMCHECKBOX 
Other (specify):     
1) Describe your protection methods in two or three sentences.  Include safeguards to protect against direct or indirect identification of subjects in any research reports:     
2) Is this an NIH sponsored study (If yes, answer the question below)? FORMCHECKBOX 
Yes    FORMCHECKBOX 
No
a) Will a Certificate of Confidentiality (click on link for additional info)be sought for this study?  FORMCHECKBOX 
Yes   FORMCHECKBOX 
No
If no, explain why not:     


	E. After completion of this study, will you keep any data and/or specimens for future research purposes? If no or N/A, skip to question “F”:

If yes:

1. Describe why the information and/or specimens will be retained (i.e., possible use for another research project[s], etc.). Note:  a separate IRB application must be submitted for any additional use of the retained data and/or specimens):     
2. Describe in two or three sentences how the confidentiality of the retained information and/or specimens (whether directly identifiable or coded) will be maintained:       
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No  FORMCHECKBOX 
N/A

	F. Indicate the length of time research records and/or specimens will be kept before EITHER all identifiers/codes are removed OR the records and/or specimens are destroyed AND describe the procedures you will use:      

	G. Other than study staff and BRI Regulatory & Compliance, what entities will have access to research records and/or data that identify subjects (including coded data)?
 FORMCHECKBOX 
 NIH    FORMCHECKBOX 
 FDA FORMCHECKBOX 
 Study Sponsor   FORMCHECKBOX 
Contracted monitor  FORMCHECKBOX 
None  

 FORMCHECKBOX 
Other (specify):       


VIII. CONSENT FORM(S)
	 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No
	CONSENT FORM(BRI_Model_Consent_and_HIPAA_template&Consent_Instructions_&_Checklist  
[NOTE: If not posted on SharePoint, send electronic WORD document to irb@benaroyaresearch.org for pre and post review screening.]

	 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No FORMCHECKBOX 
 N/A
	ASSENT FORM(required for subjects under 12 years olds--see 45_CFR_46.408 )

	 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No FORMCHECKBOX 
 N/A
	TRANSLATED CONSENT or “SHORT FORM” CONSENT(Used for Non-English-speaking subjects)Submit the following documents only if you will have non-English-speaking subjects of a particular language.  Otherwise, submit these to the IRB Office as such subjects present during the course of the study:

	 FORMCHECKBOX 


	Written statement that the elements of informed consent required by 45_CFR_46.116have been presented orally to the participant or legally authorized representative.[Note: Contact the IRB Stafffor guidance.]
AND
Written summary of what is to be said to the subject (to be signed by the witness and the person obtaining consent).  The IRB-approved English language consent document(s) may serve as this written summary.
AND
A completed BRI_Translation_Certificate.

	 FORMCHECKBOX 


	

	 FORMCHECKBOX 

	


IX. SUBMISSION CHECKLIST (ORDER OF ATTACHMENTS):Check each item.  See IRB_Forms for reference.
	 FORMCHECKBOX 
 Yes
	1. Full Review IRB Application(this form and all attachments)

	 FORMCHECKBOX 
Yes
	2. Protocol
	Version #:     
	Dated:     

	 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No
 FORMCHECKBOX 

 FORMCHECKBOX 

	3. BRI/VM Consent Document(s) including VM “Bill_of_Rights” List all forms below.  (e.g. assents, short forms)  If no, box (a) or (b)below must be checked.
(a) Waiver of Consent Requested (45 CFR 46.116(d))Explain:     
(b) Other (state reason):      

	 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 N/A 
	4. Sponsor’s Model/Sample Consent Form(s)

	Title of Consent Form(s):
	Version #:
	Date of current version:

	     
	     
	     

	     
	     
	     

	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	5. HIPAA Authorization Form(If separate from consent form):  If no, at least one box below must apply.
(a) HIPAA language incorporated in main consent form.  (see consent template & instructions in IRB_Forms) 
(b) HIPAA_Waiver_Requested or previously approved.
(c) Other (state reason):      

	
	Version #:     
	Dated:     

	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 N/A 
(N/A only if no drugs are used)
	6. Investigator’s Brochure(required if existing.  If not, other drug safety information; e.g. package insert.)
	Version #:     
	Dated:     

	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 N/A
	7. Questionnaires / Surveys / Study Diaries / Phone Scripts(any study specific items seen or heard by subjects must be reviewed by IRB prior to use)

	Title of  Questionnaires / Surveys / Study Diaries / Phone Scripts:
	Version #:
	Date of current version:

	     
	     
	     

	     
	     
	     

	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
N/A
	8. Advertising / Recruiting materials (print ads, radio scripts, brochures, etc.) FDA_guidance

	Title(s) of Recruitment/Advertising material(s):
	Version #:
	Date of current version:

	     
	     
	     

	     
	     
	     

	 FORMCHECKBOX 
 Yes* FORMCHECKBOX 
 N/A
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	9. Financial Disclosure Statement (click_here) Required of all Investigators, clinical research coordinators and other research personnel (All “Key Personnel” listed in this application , more_info)
*If YES, name or sponsor(s):     
If N/A, at least one exception below must apply.

(a) Solely internally funded through restricted or unrestricted BRI funds, OR
(b) Solely funded by federal or not-for profit foundation monies; no underlying drug/device sponsor; OR
(c) Funded by a combination of (a) and (b) above OR
(d) No budget required.  Absolutely no internal or external funds, services, skills, or products, e.g., statistical services, database warehousing, free test article, are provided by a non-VMMC/BRI entity.

	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
	10. Additional attachments submitted?  (e.g. any relevant multi-center trial reports, etc.)

	Title(s) of Additional Attachments (data collection forms, etc):
	Version #:
	Date of current version:

	     
	     
	     

	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 N/A
	11. Unaffiliated Investigator Agreement (if ANY investigator(s) is a NON-VM/BRI employee and NOT affiliated with an institution with which BRI/VMMC has a Cooperative Agreement (e.g., FHCRC, UW, Swedish, GH).  If previously submitted, contact the IRB Staff for guidance.  See Unaffiliated_Investigator_Agreement.)


X. IRB Submission Requirements:

	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
	Do you want to confirmation of receipt email for this application sent to PI and study coordinator?

	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 N/A
	2 copies of all documents typed/word-processed. (unless submitted through SharePoint)

	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 N/A
	Documents single-sided, binder or paper clipped(no staples)(unless submitted through SharePoint)

	 FORMCHECKBOX 
 Yes 
	The Principal Investigator has signed the application.

	Person completing this application:  
	 FORMCHECKBOX 
 PI FORMCHECKBOX 
 Study Coordinator   FORMCHECKBOX 
IRB Regulatory Contact FORMCHECKBOX 
 Other: Cite below.

	Printed Name:     
	Role in Study:     
	Phone#:     


Investigator’s Statement and Assurance of Confidentiality
As principal investigator of this project, I promise to ensure the names of any human subjects or any identifiable data from human subjects shall be treated as confidential information.  This information will not be disclosed to anyone other than those directly connected with the research project unless the patient has given prior approval in writing.  I will promptly report to the Institutional Review Board any changes in research activity or unanticipated problems or adverse events encountered during the project.  I further agree any failure to perform the undertaking specified above shall be good cause for termination of the research project.  If this is a funded project, I certify that the funding source document is entirely consistent with the corresponding study protocol.  I certify I have not been barred from doing research by any regulatory agency or entity.  If I am a physician [or other licensed health care professional], I certify that my medical [or other] license is current.

____________________________________

_______________

Principal Investigator Signature


Date





	NOTE:  WHEN THIS PROJECT IS FINISHED, YOU MUST COMPLETE AND SUBMIT THE BRI IRB “FULL CLOSURE REPORT”, INDICATING THE NUMBER OF SUBJECTS SPECIMENS/RECORDS USED AND A SUMMARY OF YOUR RESEARCH FINDINGS.



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:____________
AGENDA DATE:______________




VALID ONLY AS LONG AS APPROVED PROCEDURES ARE FOLLOWED
FWA00001994 (VMMC) / FWA00001995 (BRI) / IRB00000057
Benaroya Research Institute at Virginia Mason Institutional Review Board (BRI IRB)
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1201 Ninth Ave., Mail stop IN-RC, Seattle, WA 98101     
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