NAMING OF ELECTRONIC FILES

  On May 1, we sent you a Research Alert on our plan to phase-in electronic protocol review. Electronic protocol review will improve the efficiency of the entire protocol review and approval process.

  We are making steady progress on this project, and are now sending all Expedited protocols to the CIC in electronic form.

  Our next step is to implement our Naming SOP. Basically, this means that we all need to use a consistent approach to naming the various protocol files. This will allow the various people involved in protocol development and review to do their work efficiently.

  The most important point about the Naming SOP is this: All protocol and consent forms need to indicate the current revision date.
  This is how it works:

1. Let’s say you finished your initial application on January 18, 2003. Your protocol and consent form files that you submit to DCI would look like this:
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“Prot” stands for “protocol,” and “CF” stands for “consent form.” (If you need to add an additional identifier to the file name, like “Eligard,” that’s fine, but we will need to remove it at the time of log-in.)

2. When we log-in your application, we will add a unique 4-digit Sequence ID to the file name. If your Sequence ID is 2065, your files will look like this:
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3. Your application is then assigned to a Protocol Coordinator. The Protocol Coordinator will often make minor editorial changes directly into the application. If those changes were made on February 2, your file name will reflect the most recent version date:
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4. Let’s say your application is approved by the CIC on February 10. You receive the draft minutes and are ready to make changes. You obtain the most recent files from your Protocol Coordinator. You complete your changes on February 22. The file you return to the Protocol Coordinator will look like this:
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5. The same concept of using the most current version date also applies to your consent form. For example:
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6. What about other application documents? These documents typically have far fewer changes, so the revision date is not required. This is what a Data Collection Form (DataF), HIPAA Authorization, and Impact Statement (IS) would look like:
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  So when you make a revision to your protocol or consent form, please be sure to work off the most recent version, and rename your file to indicate the current revision date. That will make the whole process go much more smoothly.

  Any questions, feel free to contact me. Thank you.

Edward E. Bartlett, PhD
IRB Administrator

To have a name added or removed from the DCI Research Alert List, contact Mr. Dan Rosen at x7896.

This Research Alert was posted on August 19, 2003.
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