	APPLICATION FOR NON-HUMAN SUBJECT DETERMINATION
	NJH IRB


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

	Protocol Title:      

	Principal Investigator:

     
	Department: 

     
	Campus Mailing Address:

     

	Phone Number/(Direct) Ext:

     
	Fax Number:

     
	E-mail Address:

     

	IRB Contact:      
	Phone Number/(Direct) Ext:      


Important Notes:

This application is not appropriate for any project that may be submitted to the FDA, such as research on in vitro diagnostic devices. For FDA-regulated research on data and/or specimens, complete the Application for Research on Data and/or Specimens, available on the IRB website.

To obtain anonymized specimens from the National Jewish Health Research Database, Biorepository, or ILD repository, do not complete this form. Complete the Application for Brokered Research on Data and/or Specimens, available at https://rdb.njc.org/r2prd/ep/HB_BrokeredDataorSpecimenUseApplication.doc.
Researchers will not receive a non-human subject determination if obtaining data or specimens from any repository (or study) where any person associated with this project is a member of the repository’s (or study’s) research team. If uncertain about affiliations, contact the IRB office at 303-398-1477.
	PART 2: DATA AND SPECIMENS


2.1
PROJECT

2.1.1
Provide a brief summary of the project. 
     
2.2
SOURCES

2.2.1
List all institutions, companies, or consortiums from which data or specimens will be obtained. 

     
If coded data or specimens are obtained from someone not a member of this study team, provide a copy of the organization’s distribution letter/policies or prepare a letter using the Data Specimen Access Template, available on the IRB website.
2.3
SUBJECT POPULATION

2.3.1
Describe the subject population and type of data/specimens to be studied. 

     
2.4
access to INDIVIDUALS OR identifiable information
2.4.1
Does the research involve obtaining information about living individuals?
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

A living individual is a human being who is alive at the time that the research is conducted. Research conducted with organs or specimens that were donated at the time of a person’s death, for example, would not constitute research on living individuals.
If NO, the research does not involve human subjects. Proceed to Part 3, Limited Data Set.
If YES, answer the following questions. 

2.4.2
Does the study involve intervention or interaction with the persons to be studied?
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
2.4.3
Will any investigator or member of the study staff collect data used for this study from documentation that identifies the patient/subject (e.g. through chart review, search of the EMR, review of master list)?





 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
2.4.4
Will any researcher have access to any of the protected health information listed below? 
(Please read through this list carefully.)
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

Names
Subject Initials
Social Security 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
Device identifiers/serial numbers 
Any other unique identifier


*Biometric Identifiers are observable biological characteristics that could be used to identify an individual, e.g., fingerprints, iris/retina patterns, and facial patterns. (Lab results are not considered biometric identifiers.)

2.4.5
Does the dataset contain identifiable information (names, subject initials, medical record numbers, or other unique characteristics that could be used to identify the subjects)?
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
2.4.6
If data are coded, will any member of the research team (including co-authors) possess a “code key” or master list so that data/specimens could be linked to identities of subjects? 
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

If you answered “YES” to any question in section 2.4, your research involves human subjects. Complete the Application for Research on Data and/or Specimens, available on the IRB website.
	PART 3: LIMITED DATA SET


3.1
ACCESS TO A LIMITED DATA SET
3.1.1
Will any researcher study, use, or disclose any of the following PHI?
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

If YES, mark the appropriate boxes.
 FORMCHECKBOX 

City
 FORMCHECKBOX 
 County
 FORMCHECKBOX 
 Zip codes

 FORMCHECKBOX 

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

 FORMCHECKBOX 

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.”

A data set containing these identifiers may constitute a Limited Data Set. Complete the Data Use Agreement available on the IRB website. 

	PART 4: PRINCIPAL INVESTIGATOR’S STATEMENT


As Principal Investigator of this study, I verify:

· I verify that no one on the research team (including co-authors) will have access to information or a code key that could identify living individuals represented in this study.

· I verify that no one on the research team will attempt to determine the identity of individuals represented in the data. 

· I will promptly report any unanticipated problems or events that may occur in the course of this study, including when a limited data set was inappropriately viewed, re-disclosed, or otherwise misused;

· I will not begin my research until I have received written notification of final determination.

I verify that I have reviewed all responses provided in this application form and that all responses are true and accurate. If these conditions are not met, I understand that approval of this research could be suspended or terminated.
_________________________________
______________

Principal Investigator’s Signature
Date
National Jewish Health IRB
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