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Virginia Tech IBC non-­‐compliance Policy:
The Virginia Tech IBC has been charged by Federal law with the planning and implementation of the campus Biosafety Program with a purpose to ensure the health and safety of all personnel working with biohazardous agents. 

The IBC functions to ensure that regulated instruction and research activities conducted at Virginia Tech are in compliance with our federally-­‐mandated responsibilities and obligations, as outlined by current government requirements described in: the NIH Guidelines for Research Involving Recombinant and Synthetic Nucleic Acid Molecules (NIH Guidelines); the Centers for Disease Control and Prevention (CDC) guidelines and U.S. Department of Agriculture (USDA) regulations, both associated with the National Select Agent Registry; and, Occupational Health and Safety Administration (OSHA) regulations. 

As such, any non-­‐compliance with our federally mandated responsibilities and obligations 

will be addressed according to the following procedures: 

Non-­‐compliance Policy Procedures:
1.   BSO action and reporting will be according to the VT IBC Reporting Policy to include providing IBC members with a copy of the report and/or information on non-­‐ compliance for discussion and further input. 

2.   All PI’s will be notified of any infractions, provided relevant reports and information (excluding documents that impinge on confidentiality of party that reported infraction), and invited to attend all meetings associated with non-­‐compliance incident. 

3.   The IBC committee and members will examine all reports and information to 

include interviews of relevant individuals named in the allegation or with 

knowledge of the circumstances.   

a.    All persons involved in allegations of non-­‐compliance will be allowed 60 
days to appear and respond to allegations and findings (except in cases of 

major infractions when immediate IBC actions are required). 

b.   Following review, the IBC will discuss and vote on the final determination as 

to whether the allegation of non-­‐compliance is substantiated. 

c.
IBC will inform all parties involved in non-­‐compliance (whistleblower, 

interviewees, etc.) of the final decision. Additional details can be obtained in IBC meeting minutes. 

4.   Possible consequences for non-­‐compliance are dependent on extent, and include: 

a.    Minor infraction (impact to personnel and environment not immediate) 

i.   Additional training 

ii.   Follow-­‐up inspections 

iii.   Probationary period. 

b.   Multiple minor infractions – failure to correct 

i.   Suspension of approval on protocols to use rDNA and/or 

biohazardous materials, agents, or toxins. 

ii.   Termination of protocols to use rDNA and/or biohazardous materials, 

agents, or toxins. 

c.
Major infraction (immediate negative impact/threat to personnel and environment)

i.   Access restricted to the rDNA and/or biohazardous materials, agents,

or toxins.

ii.   Destruction of the rDNA and/or biohazardous materials agents or

toxins.

iii.   Any other action necessary to protect the public and/or University, including restricting access to the laboratory in order to suspend activities.

5.   Confirmed allegations of non-­‐compliance with VT IBC Policies for protocol and amendment submission or unsafe working conditions will be reported by IBC to the Department Head, Institute Directors and/or Associate Deans of Research, the Vice President for Research and Innovation, as well as other relevant committees and agencies. The IBC will recommend course of action based on above listed possible outcomes.  The IBC will work with the PI to provide guidelines and assist in correcting problems to comply with university IBC policies. All efforts will be made to keep allegations confidential and protect the whistleblower.

6.   Re-instatement of suspended protocols will require the following as pertinent to outcome of non-­‐compliance allegation:

a.   Submission of letter outlining steps taken to rectify non-compliance b.   Inspection of facilities by Biological Safety Officer (BSO)

c.
Approval of protocols by IBC and other relevant compliance committees
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