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Certificate of Exemption from Human Subjects Regulations 

	IRB CERTIFICATE OF EXEMPTION

From Human Subjects Regulations 


Submit to the IRB Office (Mailstop: IN-RC).  NOTE:  Confirm study meets an Exempt Category #1-6 (Checklist below) prior to completing this form.  (Clinical_Research_Glossary for definitions)  Password to unlock form is “benaroya”.  Questions for IRB:  IRB@benaroyaresearch.org  [IRB Staff]
	IRB Number:      
	VM/BRI funding #(s):      
	Date:      

	TITLE OF RESEARCH PROPOSAL (PROTOCOL TITLE): 
      

	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 “Key Personnel” for this study (excluding PI & 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

	     
	( / ( / (
	     
	     
	     

	     
	( / ( / (
	     
	     
	     


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. Are institutions (or collaborators) outside VM/BRI “engaged” in this research?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No   (If no, skip to “Section III”.)  Refer to the following website for clarification & examples:  OHRP_Guidance_for_”Engagement”_in_Research
 If you checked “yes”, explain in detail and describe any agreement(s) in place:      


III. SUBJECTS / RECORDS / DATA:
	A. Complete the projected subject information below: (clarify as needed)

	SUBJECTS
	TOTAL ACCRUAL (VM/BRI)
	AGE RANGE

	Approximate Number of Subjects / Records / Cases / Samples
	     
	     

	Other: Explain:      
	     
	     

	B. What is your source(s) of subjects / records / samples (specify institution and department)? 


Is source:  
 FORMCHECKBOX 
  VMMC/BRI

Section(s):      

 FORMCHECKBOX 
  Outside
Institution(s):       [provide permission letter(s) and/or IRB approval(s) from outside institution(s)]

	C. Describe how subjects /data /samples are identified for this project:  FORMCHECKBOX 
 Records   FORMCHECKBOX 
 Specific registries/repositories (specify IRB# section IV)   FORMCHECKBOX 
 Other (specify):      

	D. Do you anticipate enrolling any potentially vulnerable subjects into your study?  (NOTE: If you include some groups [Prisoners, Pregnant women, or Children] of vulnerable subjects, additional levels of IRB oversight may be needed for your study.)   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No   If yes, explain:      


IV. CATEGORY #4 PROJECTS ONLY:

	A. Does this activity falls under Category #4 of the “Exempt Status Categories” (see section VII)?  If no, skip to section V.  
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	B. How are the samples/data/records rendered completely “de-identified”?

 FORMCHECKBOX 
 (1)  The key to decipher the Code was destroyed before the research will begin. 

 FORMCHECKBOX 
 (2)  The recipient investigator and the provider who is the holder of the key have entered into an agreement prohibiting

the release of the key to the recipient investigator under any circumstances (agreement is embedded in this form as V.)

 FORMCHECKBOX 
 (3)  There is a BRI-IRB-approved repository file which includes policies and operating procedures governing the

repository source that prohibit the release of the key and/or any identifiers under any circumstances.  (If not a BRI 

repository, please submit copy of its  policies and/or procedures with this application, and documentation that these 

have been approved by another IRB); 

 FORMCHECKBOX 
 (4)  The materials are publically or commercially available without a code or link to specific individuals.

                   FORMCHECKBOX 
 (5)  Other: (explain)       

	C. What is the source of the samples/data you want to use?
 FORMCHECKBOX 
 (1)  Originally obtained for another research study.  (See question “D” below)
 FORMCHECKBOX 
 (2)  Originally obtained from clinical practice (e.g., residual specimens or data).
                                If (1) or (2) above, what form of consent or notice was used to let patients know their samples/data may be                   

                                used for future research?  Describe and attach associated consent forms (if applicable):         
 FORMCHECKBOX 
 (3)  Obtained from a public or commercial source [name source]:      
 FORMCHECKBOX 
 (4)  Obtained using educational tests, survey or interview procedures or observation of public behavior.  
                                If (4) above, state whether the following may apply:
 FORMCHECKBOX 
  Information is recorded in a de-identified manner; or
 FORMCHECKBOX 
  Disclosure would not place subjects at risk of criminal or civil liability or be potentially damaging to 

       the subjects’ financial standing, employability, or reputation.

	D. Is the source(s) of the samples/data from another investigator’s research study/repository at BRI or VMMC or elsewhere?  If “yes”, the Principal Investigator of each study/repository must sign below.
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   FORMCHECKBOX 
 N/A

If “no” or N/A, skip to section V.

	I have provided permission to this investigator to obtain specimens and/or data from my study for the proposed research and agree the informed consent (if applicable) and purpose of the source study contemplate this proposed use.  (Attach informed consent or IRB waiver of consent to application for each source.)

By signing below you are confirming that you are prohibiting the recipient investigators from receiving identifiable subject information, or the key to decipher the code to such identifiers, under any circumstances.  

(1) 
_________________

_________________________
____________________
_____________
Repository/Specimen IRB#
Name of Principal Investigator        PI Signature

Date

(2)
____________________

_________________________
____________________   _____________
Repository/Specimen IRB#
Name of Principal Investigator
PI Signature

Date

(3)
____________________

_________________________
____________________   _____________
Repository/Specimen IRB#
Name of Principal Investigator
PI Signature

Date




V. SUBMISSION CHECKLIST (ORDER OF ATTACHMENTS): Check each item.  See IRB_Forms.
	 FORMCHECKBOX 
 Yes
	1. Protocol     
	Version #:      
	Dated:      

	 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No
	2. Did the Principal Investigator write the protocol?  If no, specify author:       

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 N/A 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

	3. 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]  NOTE: If federal grant or not-for-profit foundation funded, submit copy of grant for concordance review by IRB Chair.

   *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.  Absolutely no internal funds, external funds, or services are required for this project.  

	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	4. Additional attachments submitted?  (e.g. grant, agreements, etc.)

	Title(s) of Additional Attachments:
	Version #:
	Date of current version:

	     
	     
	     

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 N/A 


	5. 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).  Submit only if not previously submitted.  See criteria listed at (Unaffiliated_Investigator_Agreement.)


VI. IRB Submission Requirements:

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  
	Do you want to receive a Confirmation of Receipt email notification for this certificate?

	 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.  (scan in signature page if sending via email)

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

	  Printed Name:                                                                                             
	Role in Study:                                                                   
	Phone#:      


VII. EXEMPT STATUS CATEGORIES (45_CFR_46.101(b))
A. Check the “Exempt Status” category, under which this activity qualifies:
	 FORMCHECKBOX 
  (1)
	Research conducted in established or commonly accepted education settings, involving normal education  practices, such as i) research on regular and special education instructional strategies, or ii) research on the effectiveness of or the comparison among instructional techniques, curricula or classroom management methods.

	 FORMCHECKBOX 
  (2)
	Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior, unless: i) information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; and ii) any disclosure of the human subjects' responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability or reputation.

	 FORMCHECKBOX 
  (3)
	Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior that is not exempt under item 2 above, if:  i) The human subjects are elected or appointed public officials or candidates for public office; or ii) federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.

	 FORMCHECKBOX 
  (4)
	Research, involving the collection or study of existing:   FORMCHECKBOX 
 data,   FORMCHECKBOX 
 documents,  FORMCHECKBOX 
 records,  FORMCHECKBOX 
 pathological specimens, or  FORMCHECKBOX 
 diagnostic specimens, if these sources are  FORMCHECKBOX 
 publicly available or if  FORMCHECKBOX 
 the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects.

	 FORMCHECKBOX 
  (5)
	Research and demonstration projects which are conducted by or subject to the approval of department agency heads, and which are designed to study, evaluate, or otherwise examine: i) Public benefit or service programs; ii) procedures for obtaining benefits or services under those programs; iii) possible changes in or alternatives to those programs or procedures; or iv) possible changes in methods or levels of payment for benefits or services under those programs.

	 FORMCHECKBOX 
  (6)
	Taste and food quality evaluation and consumer acceptance studies,   FORMCHECKBOX 
 if wholesome foods without additives are consumed or   FORMCHECKBOX 
if a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe, by the Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture.   


VIII. By checking all boxes below, you affirm your research qualifies for Exempt status:

	 FORMCHECKBOX 
 Identifiable information will not be accessible to the recipient investigator via codes on samples or data.
 FORMCHECKBOX 
 This research will not involve prisoners.
 FORMCHECKBOX 
 This research will not involve children under Exempt Category #2 (see Section VII).  (NOTE: Category #2 is allowable for 

      research with children only if it involves observations of public behavior when the investigator[s] will not participate in the 
      activities being observed).  
 FORMCHECKBOX 
 This is not FDA clinical research.


IX. Investigator’s Statement:
As Principal Investigator of this project, I certify that the information provided on this Certification of Exemption is correct and to the best of my ability to judge, this research qualifies for exemption.  Further, at no time will I request or seek identifiers related to the exempt data and/or specimens sought for this research if 45 CFR 46.101(b)(4) applies.  I acknowledge the conditions for use of this research material are governed by the repository’s Institutional Review Board (IRB) in accordance with Department of Health and Human Services regulations at 45 CFR 46.  I agree to comply fully with all such conditions and to report promptly to the IRB any proposed changes in the research project and any unanticipated problems involving risks to subjects or others.  I further agree any failure to perform the undertaking specified above shall be good cause for termination of the research project.  I certify I have not been barred from doing research by any regulatory agency or entity.

____________________________________________

_____________________________
Principal Investigator Signature



Date







	NOTE:  It is the responsibility of the Principal Investigator to ENSURE ALL RESEARCH ACTIVITY WILL CEASE ON OR BEFORE THE EXPIRATION DATE (OR notify the IRB office IF this activity ceases PRIOR TO THAT DATE) AND if there are any changes to the information provided above.



FINAL IRB APPROVAL OF EXEMPTION (IRB use only)

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







  




  




Name and Title



  
Signature



  
Date of Signature



Exempt Status Approval Date: ____________________________  Expiration Date:_______________________________ 




Review Date: ____________________________  Date reported on IRB Minutes:_________________________________ 




VALID ONLY AS LONG AS APPROVED PROCEDURES ARE FOLLOWED
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