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9.0.0.2.20120627.2.874785
NPS Institutional Review Board 
Amendment Form
(modify approved research)
  
Purpose: 
All modifications to approved protocols must be reviewed and approved by the IRB and NPS President before implementation except when necessary to eliminate apparent immediate hazards to subjects.   Examples of protocol modifications include but are not limited to changes in: subject populations, sample size, recruitment procedure, consent procedure, research design,  data collection tools and  research team personnel.
 
Form Instructions:  
To request modifications to an approved protocol submit the following to IRB@nps.edu.  A IRB administrator will contact you if additional information is required.  MAC users please use Adobe Reader for Macintosh. Free Adobe reader can be found here.
 
1.  A completed Amendment Form signed by  Principal Investigator (PI).  
2.  Copies of new or revised protocol documents (if any) such as recruitment scripts, consent forms, data collection tools, etc.
3.  Copy of CITI Ethics training completion reports (if new researchers are added). 
   
For questions regarding this form or process send an e-mail to IRB@nps.edu.                                                            Form Updated 2-27-17
A. Protocol Basics
B. Protocol Modifications
1.  Is there a change to research team personnel?  Please remember to remove all student researchers who have graduated. 
Investigators Added
 Attach CITI ethics training completion reports and revised Conflict of Interest Form for all investigators added to the protocol.
Name		
Title		
Dept.	
Roles and Responsibilities in the Research
Investigators Removed
The investigator must return all research data and consent forms to the PI.
2. Is there a change to the sample size?  Sample size is the number of individuals you will enroll in your study. You are required to report both increases and decreases. 
2c. Provide justification for the change in sample size.
3. Is there a change to the research design?
4. Are there changes to tasks subjects are asked to complete?
5. Is there change to participant risks or benefits?
6. Will the proposed modification require revision to or the addition of any of the following (check all that apply and attach revised documents)? 
7. Additional comments.  
C. Principal Investigator Statement of Assurance
I certify that the information provided in this application is complete and accurate.
 
I understand that as the Principal Investigator (PI), I have ultimate responsibility for the conduct of the study, the activities of all other investigators listed on the protocol, the ethical performance of the project, the protection of the rights and welfare of human subjects, and strict adherence to the study protocol.
 
I understand that human subject research activities, including recruitment, may not commence until the Institutional Review Board (IRB) completes its review and, if determined not to be exempt, the Institutional Official (IO) approves.
 
I will not implement changes to approved research without IRB and IO approval except when necessary to eliminate apparent immediate hazards to the subject and will submit an amendment to the IRB within 5 business days.
 
I will inform the IRB Chair or Vice Chair, and the Medical Monitor (if one is assigned) of any unanticipated problems involving risks to subjects or others (UPIRTSOs) within 24 hours. I will submit a UPIRTSO report form to the IRB within 5 business days.
 
I have no conflict of interest preventing me from performing this research.
 
I will maintain all research records on file. Records include but are not limited to: approved initial review protocol/amendments/ continuing reviews, CITI ethics training records for each member of the research team, correspondence with the IRB, research data and notes, consent forms, UPIRTSO reports, and research agreements.
 
I recognize that the IRB has the authority to observe (or have a third party observe) the consent process and the conduct of research, and to inspect all research records at any time.
 
I understand that a continuing review of the research must be reviewed by the IRB and approved by the IO before the expiration date or
all research activities including interaction with subjects and personally identifiable data must stop.
 
I understand that I must submit a final report to the IRB upon expiration of the protocol for all non-exempt research.
 
I have read, understand, and agree to follow the NPS Instruction on the Protection of Human Subjects.
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