	REQUEST FOR IRB EXEMPTION
	NJH IRB


	HS#:      
	CTRC# (if applicable):      
	DATE:      

	PROTOCOL TITLE:      

	PRINCIPAL INVESTIGATOR:      
	PHONE/(DIRECT) EXTENSION:      

	IRB CONTACT:      
	PHONE/EXTENSION:      


CHECKLIST SHOULD BE THE COVER PAGE FOR ALL SUBMISSIONS

INVOLVING EXEMPT RESEARCH

Submit the signed original and one complete copy of all materials.

The following documents must be included in all applications:

 FORMCHECKBOX 

Request for IRB Exemption

 FORMCHECKBOX 

Protocol (or you may use the application form as a substitute)

 FORMCHECKBOX 

Conflict of Interest and Scientific Misconduct forms. (Each investigator must sign a separate form.)

 FORMCHECKBOX 

Certification of HIPAA Privacy Training for all investigators and research personnel (if not on file with the IRB)
 FORMCHECKBOX 

Current (within 3 years) Certification of Human Research Protections for all investigators research personnel (if not on file with the IRB)

 FORMCHECKBOX 

Current (within 3 years) CVs for all investigators (if not on file with the IRB)
The following documents must be included when instructed in the application:

 FORMCHECKBOX 

Data capture forms

 FORMCHECKBOX 

Grant Application 

 FORMCHECKBOX 

Materials provided to subjects:      
 FORMCHECKBOX 

Recruitment materials:      
 FORMCHECKBOX 

IRB Waiver of HIPAA Authorization (HIP-020)

 FORMCHECKBOX 

Other:      
NOTES: 

1) If performing research exclusively on data and/or specimens, this form is not appropriate. Complete the IRB Application for Research on Data or Specimens found on the IRB website.

2) PLEASE READ THE EXEMPTION CRITERIA IN PART 5 BEFORE FILLING OUT THIS FORM.

	REQUEST FOR IRB EXEMPTION
	NJH IRB


	PART 1: ADMINISTRATIVE REQUIREMENTS

	1.1 
PROTOCOL INFORMATION:

	HS#:      
	CTRC # (if applicable):      
	Date:      

	Protocol Title:      


	1.2 
PRINCIPAL INVESTIGATOR: (Only NJH faculty may serve as principal investigator.)

	Principal Investigator:

     
	Department:

     
	Campus Mailing Address:

     

	Phone Number/ (Direct) Ext

     
	Fax Number:

     
	E-mail Address:

     


	1.2.1 
IRB CONTACT PERSON: (the person with whom the IRB should correspond)

	IRB Contact Person:

     
	Department:

     
	Campus Mailing Address:

     

	Phone Number/Ext:

     
	Fax Number:

     
	E-mail Address:

     


	1.2.2 
CO-INVESTIGATORS: Any individual member of the research team designated and supervised by the investigator at a trial site to perform critical study-related procedures and/or to make important study-related decisions (e.g., associates, residents, research fellows) and/or make direct and significant contributions to the data. Significant contributions also include the study, interpretation, or analysis of identifiable data. Note: OHRP does not consider the act of solely providing coded private information or specimens (for example, by a tissue repository) to constitute involvement in the conduct of the research.

	Co-Investigator 1:
     
	Primary Institutional Affiliation:

     
	E-mail Address:

     

	Co-Investigator 2:
     
	Primary Institutional Affiliation:

     
	E-mail Address:

     

	Co-Investigator 3:
     
	Primary Institutional Affiliation:
     
	E-mail Address:

     

	Co-Investigator 4:
     
	Primary Institutional Affiliation:
     
	E-mail Address:

     

	Attach additional sheets, as necessary. Click here if attaching additional sheets:  FORMCHECKBOX 



	1.2.3 
RESEARCH PERSONNEL: (non-investigator staff)

	

	Research Staff 1:
     
	Primary Institutional Affiliation:

     
	E-mail Address:

     

	Research Staff 2:
     
	Primary Institutional Affiliation:

     
	E-mail Address:

     

	Research Staff 3:
     
	Primary Institutional Affiliation:
     
	E-mail Address:

     

	Research Staff 4:
     
	Primary Institutional Affiliation:
     
	E-mail Address:

     

	Attach additional sheets, as necessary. Click here if attaching additional sheets:  FORMCHECKBOX 



	1.3
TYPE OF SUBMISSION:

	 FORMCHECKBOX 
 Initial Application
 FORMCHECKBOX 
 Amended Protocol Application (after initial approval)


	1.4 
ESTIMATED PROJECT DATES: 

	Start Date:   /     (Month/Year, e.g., 02/2011)
Completion Date:   /     (Month/Year, e.g., 12/2015)


	1.5
FUNDING & OVERSIGHT

	
Source of funding:      

Which institution is receiving the funding?      
For federally-funded research, 

Provide the grant #:      
Include a copy of the Grant application.


	PART 2: PROTOCOL

	You need not complete Part 2 if you have a protocol that addresses each of the items below.

 FORMCHECKBOX 
 Click here if you are attaching a Protocol. In the blanks below, provide a page number and paragraph reference.

	2.1
PURPOSE (Specify the hypotheses, aims and/or objectives)


	     

	2.2
BACKGROUND AND SIGNIFICANCE (Explain rationale for the proposed investigation)

	     

	2.3
DESIGN AND METHODOLOGY 

	     

	2.4
LITERATURE REVIEW

	     


	PART 3: PROJECT SUMMARY

	3.1
LOCATION OF ACTIVITIES

	3.1.1 
Where will contact with subjects take place? 
     

	3.1.2 
List locations for any other research-related activities.

     


	3.2 
SUBJECT INFORMATION

	3.2.1
Number of subjects needed:      
Explain how you arrived as this number:      

	3.2.2
Age range:       to      

	3.2.3
Describe the subject population: 

     

	3.2.4
Describe how subjects will be recruited, if applicable. (Provide all that apply.)
 FORMCHECKBOX 
 N/A
 FORMCHECKBOX 
 Advertisements
 FORMCHECKBOX 
 Flyers
 FORMCHECKBOX 
 Posters

 FORMCHECKBOX 
 Letters will be sent to:      
 FORMCHECKBOX 
 Other:      

	3.2.5
Describe how prospective subject eligibility will be determined:

     

	3.2.6
Mark all materials that will be given to, or shown to, subjects. (Provide all that apply.)
 FORMCHECKBOX 
 N/A

 FORMCHECKBOX 
 Questionnaires
 FORMCHECKBOX 
 Study information
 FORMCHECKBOX 
 Health Information

 FORMCHECKBOX 
 Educational tests:      
 FORMCHECKBOX 
 Other:      


	3.3 
DATA COLLECTION

	3.3.1
Describe your plan to collect or obtain data for the proposed study: 
     

	3.3.2
List the variables to be collected or analyzed for the study. This question need not be answered if a Data Capture Form, Questionnaire, or Variable List is attached to this application. 




 FORMCHECKBOX 
 Form(s) attached     FORMCHECKBOX 
 N/A
     

	3.3.3
Will information be recorded in such a manner that subjects can be identified, directly or indirectly through identifiers linked to the subjects?
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

If YES, explain how subjects could be identified:      

	3.3.4
Could any disclosure of the information outside the research reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, or reputation? 
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

If YES, explain:      


	PART 4: PRIVACY AND CONFIDENTIALITY

	4.1
Is Protected Health Information (PHI) being accessed or collected for this project? 

PHI is defined as “individually identifiable health information that a health care provider, health plan, health care clearinghouse or employer creates or receives and includes information about the past, present, or future physical or mental health of a person, the provision of health care to a person, or the payment for provision of care to that person.” If the research includes looking at medical records or some other form of PHI, this is considered to be accessing PHI, regardless of whether this information is being recorded. 

Please read through this list carefully.
( Names
( Social Security numbers
( Device identifiers/serial numbers

( Vehicle ID numbers
( Medical Record numbers
( Web URLs

( Postal addresses
( Health Plan numbers
( IP address numbers

( Phone numbers
( Account numbers
( Biometric Identifiers*

( Fax numbers
( License/Certification numbers
( Photos and comparable images

( Email addresses
( Cities or Counties
( Zip codes

( All elements of dates (except year) for dates directly related to an individual, such as birth date, admission date, visit dates, dates of specimen collection, and dates of death

( All ages over 89 years and all elements of dates (including year) indicative of such advanced age, except when ages and elements are aggregated into a single category of “Age 90 or older.”

( Any other unique identifier

 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

If YES, request a Waiver of HIPAA Authorization (HIP-020)

	4.2
Describe how you will ensure privacy and confidentiality of the data: 

     


	PART 5. EXEMPTION CATEGORY

	Under which exemption category does your research activity fall? Answer all applicable questions.

	 FORMCHECKBOX 
 # 1 45 CFR 46.101(b)(1)
	Is the research conducted in established or commonly accepted educational settings? (Including but not limited to schools and colleges. May include other sites where educational activities regularly occur.)

 FORMCHECKBOX 
 YES
Answer the next question.

 FORMCHECKBOX 
 NO
Research is NOT exempt under 45 CFR 46.101(b)(1). 

Does the research involve only normal educational practices? (Such as research on regular and special education instructional strategies or research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods?)

 FORMCHECKBOX 
 YES
Research is exempt under 45 CFR 46.101(b)(1). 

 FORMCHECKBOX 
 NO
Research is NOT exempt under 45 CFR 46.101(b)(1).

	 FORMCHECKBOX 
 # 2 45 CFR 46.101(b)(2)
	Does the research involve only the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior?

 FORMCHECKBOX 
 YES
Answer the next question.

 FORMCHECKBOX 
 NO
Research is NOT exempt under 45 CFR 46.101(b)(2). 

For research involving children, does the research involve survey procedures, interview procedures, or observation of public behavior where the investigator participates in the activities being observed? 

 FORMCHECKBOX 
 YES
Research is NOT exempt under 45 CFR 46.101(b)(2). 

 FORMCHECKBOX 
 NO or N/A    Answer the next question.

Is the information obtained recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; 

AND

Could any disclosure of the human subjects' responses outside the research that could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, insurability, or reputation?

 FORMCHECKBOX 
 YES
Research is NOT exempt under 45 CFR 46.101(b)(2), but consider Category 3 (next).

 FORMCHECKBOX 
 NO
Research is exempt under 45 CFR 46.101(b)(2).

	 FORMCHECKBOX 
 # 3 45 CFR 46.101(b)(3)
	Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior not exempt under Category 2.

Are the human subjects elected or appointed public officials or candidates for public office? (This applies to senior officials such as mayor or school superintendent, rather than a policy officer or teacher).

 FORMCHECKBOX 
 YES
Research is exempt under 45 CFR 46.101(b)(3). 

 FORMCHECKBOX 
 NO
Answer the next question.

Does any federal statute require without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter?

 FORMCHECKBOX 
 YES
Research is exempt under 45 CFR 46.101(b)(3). 

 FORMCHECKBOX 
 NO
Research is NOT exempt under 45 CFR 46.101(b)(3). 

	 FORMCHECKBOX 
 # 4 45 CFR 46.101(b)(4)

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

DO NOT USE THIS APPLICATION. 

SUBMIT THE APPLICATION FOR RESEARCH ON DATA OR SPECIMENS.

	 FORMCHECKBOX 
 # 5 45 CFR 46.101(b)(5)
	Is the research or demonstration project conducted by, or subject to, the approval of the Department or Agency Head (e.g., Department of Health and Human Services or the Secretary of one of the other Federal Departments)?

NOTE: This exemption is most appropriately invoked with authorization or concurrence by the funding agency.
 FORMCHECKBOX 
 Yes
Answer the next question. 

 FORMCHECKBOX 
 No
Research is NOT exempt under 45 CFR 46.101(b)(5). Complete a New Protocol Application.

Does the research or demonstration project involve only the study, evaluation, or examination of any of the following:

(i) Public benefit or service programs (e.g., Social Security, Medicaid, Unemployment, and Welfare); 

(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. NOTE: In general, research and demonstration projects (e.g. state-funded public service programs) do not meet these criteria.

 FORMCHECKBOX 
 Yes
Answer the next question.

 FORMCHECKBOX 
 No
Research is NOT exempt under 45 CFR 46.101(b)(5). Complete a New Protocol Application.

Does the project involve significant invasions or intrusions on subject privacy?

 FORMCHECKBOX 
 Yes
Research is NOT exempt under 45 CFR 46.101(b)(5). Complete a New Protocol Application.

 FORMCHECKBOX 
 No
Answer the next question.

Is there a statutory requirement that an IRB review the project?

 FORMCHECKBOX 
 Yes
Research is NOT exempt under 45 CFR 46.101(b)(5). Complete a New Protocol Application.

 FORMCHECKBOX 
 No
Research is exempt under 45 CFR 46.101(b)(5).

	 FORMCHECKBOX 
 # 6 45 CFR 46.101(b)(6)
	Does the research involve only a taste and food quality evaluation or a food consumer acceptance study?

 FORMCHECKBOX 
 Yes
Answer the next question.

 FORMCHECKBOX 
 No
Research is NOT exempt under 45 CFR 46.101(b)(6). Complete a New Protocol Application.

Are wholesome foods without additives consumed? (e.g., a taste-test on different types of oranges from different parts of the country, using normal agricultural practices that do not involve the addition of food additives or chemicals.)

 FORMCHECKBOX 
 Yes
Research is exempt under 45 CFR 46.101(b)(6). 

 FORMCHECKBOX 
 No
Answer the next question.

Is food consumed that contains a food ingredient, 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?

 FORMCHECKBOX 
 Yes
Research is exempt under 45 CFR 46.101(b)(6). 

 FORMCHECKBOX 
 No
Research is NOT exempt under 45 CFR 46.101(b)(6). Complete a New Protocol Application.


	PART 6: ADMINISTRATIVE REQUIREMENTS

	6.1
CONFLICT OF INTEREST ATTESTATION

	6.1.1
All investigators must sign the Conflict of Interest and Scientific Misconduct form: http://www.nationaljewish.org/pdf/IRB%20COI-Scientific%20Misconduct.doc (Link is not clickable.)

	6.2
CURRICULA VITAE

	6.2.1
The Principal Investigator and all co-investigators must provide current (within 3 years) CVs if not already on file with the IRB.

	6.3
HUMAN SUBJECTS PROTECTION TRAINING

	6.3.1
In accordance with the NJH IRB’s policy on Human Subjects Protection Training, all investigators and study personnel performing human subjects research must have current certification of training (within the last 3 years).  Certification must be provided if not already on file with the IRB. For more information about this policy and instructions for obtaining training, visit the IRB website, Initial Submissions page: http://www.nationaljewish.org/pdf/IRB%20CITI%20Training%20Instructions.doc. (Link is not clickable.)

	6.4
CERTIFICATION OF HIPAA PRIVACY TRAINING

	6.4.1
Effective 07/01/2010, in accordance with the institution’s policy on research-specific HIPAA Privacy Training, all investigators and study personnel performing research with Protected Health Information must provide certification of Training. For more information about this policy and instructions for obtaining training, visit the IRB website, Initial Submissions page: http://www.nationaljewish.org/pdf/IRB%20CITI%20Training%20Instructions.doc. (Link is not clickable.)


	PART 7: PRINCIPAL INVESTIGATOR’S STATEMENT

	As Principal Investigator of this study, I verify:

· I will seek and obtain prior written approval from the IRB for any modifications in the proposal, including changes in analyses, co-investigators, funding agencies, etc., to determine whether the proposed changes continue to meet criteria for an exemption.

· I will comply with all IRB requests to report on the status of the study.

· I will maintain records of this research according to IRB and institutional guidelines.

· The grant that I have submitted to my funding agency that is submitted with this IRB submission accurately and completely reflects what is contained in this application.

· I will not begin my research until I have received permission from the IRB to do so.


	DECLARATION: I attest that I have carefully reviewed this IRB Request for Exemption.


Principal Investigator’s Signature





Date








National Jewish Health IRB

Revised: 08/10/2011 

Request for IRB Exemption
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