UNIVERSITY OF OREGON
HUMAN SUBJECTS RESEARCH CONTINUING REVIEW FORM
Principal Investigator(s), Department(s):      
Protocol Title:
     
Protocol Number:
     

Protocol Expiration Date:
     
Activity Status – check ONE BOX ONLY:


 FORMCHECKBOX 

Enrollment of new subjects is in progress


 FORMCHECKBOX 

Enrollment of new subjects not initiated, but still planned


 FORMCHECKBOX 

Enrollment closed to new subjects, current subjects still undergoing study procedure(s)


 FORMCHECKBOX 

Enrollment closed; research activities limited to data analysis only.  Identifiers or code 



list of subjects’ names has not been destroyed.  If the code list has been destroyed or 



confidentiality was not promised AND only data analysis is being conducted, the 



project may be closed.


 FORMCHECKBOX 

Study is in its fifth year of approval.  Researcher will submit an entire new protocol 



with up-to-date recruitment, consent, and study instrument materials.
Does your protocol involve any of the following (check ALL that apply):

 FORMCHECKBOX 

Approval-in-Principle (approved for design and development only)



The revised date for beginning research with human subjects is:      

 FORMCHECKBOX 

Umbrella Protocol


 FORMCHECKBOX 

Database or data warehouse protocol (submit copy of current service agreement, if      



 applicable)


 FORMCHECKBOX 

fMRI (fMRI activities take place at the Lewis Center for Neuroimaging)


 FORMCHECKBOX 

Subjects are recruited from the Psychology Pool


 FORMCHECKBOX 

Subjects are recruited from the Marketing Pool


 FORMCHECKBOX 

Research is being conducted in elementary/secondary schools


 FORMCHECKBOX 

Research is being conducted in collaboration with another institution or agency

 FORMCHECKBOX 

Research subjects are prisoners


 FORMCHECKBOX 

None of the above
Subject Numbers

Number of new subjects enrolled in the most recent approval period:
     

Total number of subjects enrolled since the start of the project:

     

Do you expect to increase subject enrollment beyond the number already approved in the 


protocol?





 FORMCHECKBOX 

YES
 FORMCHECKBOX 

NO

If yes, submit a modification that includes a 








rationale for the increase.

Modifications


Will the study design, consent forms, instruments, etc. be modified for the upcoming year, or 



will investigators be added or removed from the protocol?


 FORMCHECKBOX 

YES
 FORMCHECKBOX 

NO

If yes, submit a modification that includes an 








explanation of the changes and copies of any 









modified recruitment/consent materials or any 









modified instruments..

If you answer “YES” to any of the three following questions, please attach a detailed description and/or explanation, including actions taken to reduce the risks or discomforts to subjects, to this form.  Keep in mind it is the investigator’s responsibility to report adverse events or unanticipated problems involving risks to subjects to OPHS within 24 hours.


Have there been any adverse events or unanticipated problems involving risks to subjects?



 FORMCHECKBOX 

YES
 FORMCHECKBOX 

NO


Have any subjects withdrawn from the study?



 FORMCHECKBOX 

YES
 FORMCHECKBOX 

NO


Have any subjects expressed discomfort or concern or complained about the research?



 FORMCHECKBOX 

YES
 FORMCHECKBOX 

NO

Funding Information: If your project is funded, list all CURRENT sponsors and, if applicable, E-PCS numbers.  NOTE: If you have more sponsors than lines available, please attach a list of agencies and E-PCS numbers, if applicable, to this form..
	Funding Agency
	E-PCS Number

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     


Human Subjects Research Training: List the name(s) and CITI/NIH completion date(s) for EACH researcher listed on the protocol, including the faculty advisor if applicable.  If any researchers have completed the NIH training, also submit copies of their current completion certificates.  NOTE: All training expires after two years.  If a completion certificate is more than two years old, the researcher must complete a refresher training.  If there are more researchers on the protocol than lines available, please append a list of names and CITI completion dates to this form.
	Researcher Name
	Completion Date:

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     


ADDITIONAL REQUIRED DOCUMENTATION:
1. CONSENT FORMS: For all projects currently open for subject enrollment or long-term follow-up (i.e. all projects NOT in data analysis), submit copies of all in-use consent templates.  If you have approved consent templates you will no longer be using, please include this information.

 FORMCHECKBOX 

Attached

 FORMCHECKBOX 

N/A

2. FUNDED PROJECTS: For funded projects, submit copies of all the funded progress reports from the past year and, if applicable, the monitoring reports from the past year.

 FORMCHECKBOX 

Attached

 FORMCHECKBOX 

N/A
3. RELEASE FORMS: Submit current copies of any release form templates that are in use (e.g. FERPA release, HIPAA release, video/audio recording release, etc.).

 FORMCHECKBOX 

Attached

 FORMCHECKBOX 

N/A

4. DATABASE/DATA WAREHOUSE: For database/data warehouse protocols, submit copies of any service agreements, confidentiality agreements, or data use agreements currently in use.


 FORMCHECKBOX 

Attached

 FORMCHECKBOX 

N/A

5. COLLABORATIVE PROJECTS: For projects involving collaboration with other institutions or agencies, submit up-to-date permission letters, other institutional IRB approval, etc., as applicable.


 FORMCHECKBOX 

Attached

 FORMCHECKBOX 

N/A

6. COLLABORATIVE PROJECTS: Submit up-to-date FWA/IRB Authorization Agreements/Individual Investigator Agreements, if applicable.


 FORMCHECKBOX 

Attached

 FORMCHECKBOX 

N/A

7. UMBRELLA PROTOCOLS: For umbrella protocols, submit a list of all active associated projects.  The list must include researcher name, project title, and protocol number.


 FORMCHECKBOX 

Attached

 FORMCHECKBOX 

N/A
Investigator and Faculty Advisor Agreements
	Investigator Agreement


In submitting this proposed protocol and signing below, I certify that I will conduct the research involving human subjects as presented in the protocol and approved by the CPHS.

1.
I will recruit and obtain consent for subjects as stated in the protocol and will provide a copy of the consent form to each subject. If written consent is required, all subjects will sign a copy of the consent form.

2.
I will present any proposed modifications to the protocol or consent form to the IRB for review prior to implementation.

3.
I will report any adverse events or unanticipated problems involving risks to subjects to the Office for Protection of Human Subjects within 24 hours.
4.
I will not recruit subjects under the protocol until I have received notification of final approval.

5.
I certify that all research staff listed in this application will have completed an appropriate education/training program before they engage in research activities.

6.
I will complete and return all protocol forms for continuations of this protocol within the time limit stated on the Continuing Review/Final Report Form.

7.
I will contact the University of Oregon Office of Research Services and Administration (ORSA) if the study involves any funding or resources from a source outside the University of Oregon regarding the need for a contract and letter of indemnification.  If it is determined that either a contract or letter of indemnification is needed, subjects cannot be enrolled until these documents are completed.

8.
I will notify the OPHS/IRB within 30 days of a change in Principal Investigator for the study.

9.
I will notify the OPHS/IRB within 30 days of the closure of this study.

10.
I will have sufficient resources (space, personnel, equipment, time) to conduct the research.

Principal Investigator Signature:      



Date:     
NOTE: To facilitate the electronic submission process, your typed name and date constitute your signature when this form is submitted by email.  Student projects must include a signature by a faculty advisor.

	Faculty Advisor Agreement (if principal investigator is a student)


By my signature as advisor on this research application, I certify that the project has been reviewed and the student or guest investigator is knowledgeable about the regulations and policies governing research with human subjects and has sufficient training and experience to conduct this particular study in accord with the approved protocol.  In addition, 

1.
I agree to meet with the investigator on a regular basis to monitor study progress.

2.
Should problems arise during the course of the study, I agree to be available, personally, to supervise the investigator in solving them.

3.
I assure that the investigator will report adverse events or unanticipated problems involving risks to subjects to the Office for Protection of Human Subjects within 24 hours.
4.
If I will be unavailable, as when on sabbatical leave or vacation, I will arrange for an alternate faculty sponsor to assume responsibility during my absence, and I will advise the IRB by letter of such arrangements.

Faculty Advisor Signature:      





Date:      
NOTE: To facilitate the electronic submission process, your typed name and date constitute your signature when this form is submitted by email.  Student projects must include a signature by a faculty advisor.
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