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(OPHS use only)



Office for Protection of Human Subjects

Application to Determine Whether Activity

Involves Human Subjects Research
PART ONE: 
1. Title of Project: 

2. Principal Investigator name: 

    [ ] Student

[ ] Faculty

[ ] Other

    Department or Program:  

    Telephone number: 

    Email address: 

    Send approved protocol by:
       [ ] Email (PDF)
[ ] Campus Mail
[ ] US Mail – provide address: 

3. Co-Investigator(s) Information: repeat above contact information for each co-Investigator using copy/paste feature.

4. Faculty Advisor name: 

    Department or Program: 

    Telephone number: 

     Email address: 

PART TWO:  Funding Information
a. Is this project funded?
[ ]  Yes or pending 
[ ]  No (not applicable)
b. Check all of the appropriate boxes for funding source(s) (including pending sources) for this research:

    
[ ]  External



[ ]  Federal, Agency Name:



[ ]  Foundation, Name:



[ ]  State, Agency Name:



[ ] Other, Name:

     
[ ]  Internal



[ ]  Departmental, Name:



[ ] Other, Name:

NOTE:  If there is more than one funding source, repeat items “c-f” for each proposal using copy/paste feature. 

c. Office of Research Services and Administration (ORSA) Electronic Proposal Clearance System (EPCS) number:

d. Grant/Contract title:

e. Name of the PI on the grant/contract:

f. Is the PI of the grant/contract affiliated with UO?     


[ ] Yes




[ ] No
If NO, complete the following:
i. Identify the grantee institution:
ii. Explain the relationship between the grantee and UO:

PART THREE: Human Subjects Research Checklist

Human Subjects

a. Does the study involve interaction or intervention with live human subjects?

(Though interaction or intervention may have occurred previously, specimen(s)/data/information was collected from live subjects.  Cadavers, autopsy specimens or specimens/information from subjects now deceased is not human subjects.)
[ ] Yes  [ ] No (if no, stop and move on to the next section)
b. How will the information be collected?  (choose one or more of the following)
[ ] Interaction – Communication of some sort

[ ] Intervention – Physical procedure, physical manipulation of subject, alteration of environment

[ ] Indirectly obtained – Existing data/records/specimens

[ ] Directly obtained – Survey/interview
[ ] Public Observation – Park, street, etc. (This options does not apply to observation in schools or on private property)
c. Is the collected information/data/specimen(s) obtained about the subjects (this includes personal opinions/feelings/thoughts)?

[ ] Yes  [ ] No

d. Is the collected information/data/specimen(s) private information? (Private is that which allows identity of individual to be associated with the information/specimen/data)

TIP:

· Private information is information provided for a specific purpose with the expectation of privacy, information obtained in a private setting, or personal information obtained from a third party (e.g., student school records, health information, etc.).
[ ] Yes  [ ] No

Research

a. Is your study designed to produce generalizable knowledge?
TIP:
· Generalizable knowledge is that which can have predictive value for populations, subjects or situations other than the one being studied.  Generalizable is often indicated by intent to publish, presentations, or interest by others in the same field.
[ ] Yes  [ ] No

b. For what purpose will the collected information be used?


[ ] data analysis

[ ] internal program evaluation

[ ] external program evaluation



[ ] archival

[ ] pilot study



[ ] class assignment only



[ ] data respository
[ ] presentation



[ ] publication



[ ] thesis/dissertation/exit or final project



[ ] other, describe:

c. Does the study follow step by step procedures organized according to interrelated ideas or principles evidenced by a research plan and objectives?
[ ] Yes  [ ] No
PART FOUR:  Coded Private Information or Biological Specimens

Research involving “coded” data or biological specimens may not be considered human subjects research by the Office of Human Research Protection (OHRP) as defined under 45 CFR 46.102(f).  Coded means there is a link that could allow data/specimen(s) to be identified with the individual from whom they were obtained.  To qualify for this guidance, the link must not be available to the investigator.  See the following for more information— http://www.hhs.gov/ohrp/humansubjects/guidance/cdebiol.pdf 

a. [ ] This type of data is not applicable to my project.

b. Is the collected information/data/specimen(s) received by the UO investigator linked (by a code) to the identity of the data/specimen?

[ ] Yes – The PI received the information/specimen with a link/code.
[ ] No – The PI received the information/specimen without a link or code.
c. Was the information/data/specimen(s) originally collected for the study being proposed?

[ ] Yes – The data/specimen was originally collected for the proposed study.
[ ] No – The data/specimen was originally collected for another study. 
d. Does the investigator have access to decipher the coded information/data/specimen(s)?

[ ] Yes – The investigator has access to the “key” and can readily link the information/specimen to the subjects.
[ ] No – The investigator does not have access to the “key” and can not link the information/specimen to the subjects. 

PART FIVE:  Additional information (This section is used to determine whether or not your project qualifies as human subjects research or qualifies for special guidance on coded private information / biological specimen(s)): 
a. Provide a brief (1 to 2 paragraph) description of the study in LAY LANGUAGE.  This should not be a scientific abstract.
b. Describe the subject population/type of data/specimens to be studied. (e.g. where and how were the data/specimens collected/obtained?  What information besides the data/specimens itself is provided?)

c. Provide a brief description of the design and methodology of the study.  

PART SIX:  Principal Investigator’s Assurance

The following signature certifies that the Principal Investigator (PI) understands and accepts the following:

a. Ensure that the submitted information provides an adequate description of the proposed research.

b. Ensure that the submitted information is accurate and will not be altered to the extent that the study will cause more than minimal risk to the subjects.

c. Ensure that all research conducted under the aegis of the University of Oregon will follow the applicable federal regulations and University of Oregon human subjects policies.

Principal Investigator’s Signature



Date

Co-Principal Investigator’s Signature


Date

      Faculty Advisor (if PI is non-faculty)


Date
1
04.2008


