
Please wait... 
  
If this message is not eventually replaced by the proper contents of the document, your PDF 
viewer may not be able to display this type of document. 
  
You can upgrade to the latest version of Adobe Reader for Windows®, Mac, or Linux® by 
visiting  http://www.adobe.com/go/reader_download. 
  
For more assistance with Adobe Reader visit  http://www.adobe.com/go/acrreader. 
  
Windows is either a registered trademark or a trademark of Microsoft Corporation in the United States and/or other countries. Mac is a trademark 
of Apple Inc., registered in the United States and other countries. Linux is the registered trademark of Linus Torvalds in the U.S. and other 
countries.


Document No.:
Edition No.:
Effective Date:
Page:
 of 
..\..\..\Pictures\Saved Pictures\New Logo.png
This work is licensed by WIRB Copernicus Group, Inc. under a Creative Commons Attribution-NonCommercial-ShareAlike 4.0 International License.
This worksheet is used to consider actions in response to new information determined to be one or more <Unanticipated Problems Involving Risks to Subjects or Others>, <Serious Noncompliance>, <Continuing Noncompliance>, <Suspension of IRB Approval>, or <Termination of IRB Approval>.
Considerations
=
Modify the protocol
=
Modify the information disclosed during the consent process
=
Modify the continuing review schedule
=
Monitor the research
=
Monitor the consent process
=
<Suspend IRB Approval>
=
<Terminate IRB Approval>
=
Notify current subjects when such information may relate to subjects’ willingness to continue to take part in the research
=
Provide additional information to past subjects
=
Require current subjects to re-consent
=
Refer to other organizational entities
=
Make arrangements for medical care outside of a research study
=
Transfer subjects to another investigator
=
Have subject continue in the research under independent monitoring
=
Have any adverse events or outcomes reported to the IRB
=
Obtain additional information
=
Require other actions
Considerations to protect the rights and welfare of currently enrolled participants in suspended or terminated research
=
Allow some or all currently enrolled subjects to continue in the research because it is in their best interests
=
Arrange for care outside the research
=
Allow continuation of some research activities under the supervision of an independent monitor
=
Require follow-up of subjects
=
Require adverse events or outcomes to be reported to the IRB
=
Notify current subjects
=
Require other actions
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