Periodic surveillance of r DNA
activities by the IBC

Human gene therapy trials

A. Changes In vectors or inserts
B. Serious adverse events (SAES)
C. IBC responses to violations

D. Flaws in program of surveillance



Periodic surveillance of r DNA
activities by the IBC

rDNA work not involving humans

A. Flow chart
B. IBC responses to incidents and violations

C. Flaws in program of surveillance



rDNA Annual Review Process

PI completes Ul Proposal Routing Form and submits it to

Sponsored Programs (SP)

¢  The information is data-based in SP; a proposal involving
rDNA invokes one of 2 memos, depending on whether it is
exempt from the NIH Guidelines or not.

Exempt?
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SP routes memo to PI, requesting reason it SP routes memo to PI. PI indicates
was determined to be exempt. If it is a whether there is IBC approval and returns
renewal, are there major changes? “ memo to HPO. If answer is:
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Biosafety Staff reviews PI's response. o e
s Soann ; received/requested.

Additional info is requested, if necessary
and information is logged in a spreadsheet
file in HPO. Biosafety staff checks file for approved

and current document (Without

significant changes to the vector, host, [,\\l]@ I‘ eshonseliecelved

inserts, etc., a protocol is approved for 3 P

years.)
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Biosafety checks GAGs funding database to
determine if the project was funded and if so, an
rDNA document is requested.




Periodic surveillance of r DNA
activities by the IBC

The need for regulation and surveillance

A. Human gene therapy trials (Group I)

B. rDNA work involving genetic alterations
of animals, plants, and microorganisms, or
toxin-encoding genes (Group 1)

C. None of the above (Group I11)
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