Request to Conduct Research for Same Use of Stored Human Samples, Specimens,
or Data Collected in a Terminated NCI-1RB Protocol

Protocol Number of Terminated Protocol:

Please Check One:

[ ] Exemptfrom IRB Review:

If the NIH investigator CANNOT identify the subjects, then the research activity

may be exempt from IRB review and approval (Under 45CFR46.101(b). Use form |
on this OHSR Website http://ohsr.od.nih.gov/info/info.html .

[ 1] Same Use as Described in the Terminated Protocol

For this submission, complete the 1195 for as with any other initial protocol,
respond to the required new protocol information, and provide a copy of the
Consent Form/s from the Terminated Protocol:

. Brief Description of Data/Specimens (how many, types, storage):

1. Research/Analysis being Conducted:

I1l.  Timeframe for Analysis of Data/Specimens: (Please note — if longer
than one year the requirement for Continuing Review of the Research

applies.)

IV.  Indicate how the Rights and Welfare of Human Subjects will be
protected and Risks to Human Subjects will be minimized: (This
section must include a description of the processes for maintaining
confidentiality of identifiable data/specimens/samples and what will
happen to identifiable data/specimens/samples at the end or
completion of the protocol. Where human samples or specimens are
involved - describe how they will be stored; how they will be tracked;
and under what circumstances would the PI report to the IRB loss or
destruction of the samples/specimens.
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