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Background

OIG conducts investigations and imposes 
civil money penalties against individuals or 
entities that have violated 42 C.F.R. Part 73.
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How OIG gets involved

• CDC DSAT refers matters to OIG

• OIG evaluates the case and determines the 
appropriate course of action
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OIG evaluates the referral

• OIG analyzes the facts and circumstances of 
the alleged violation

• OIG considers
– the seriousness of the conduct
– the security risk posed by the violation
– whether the conduct was self-disclosed
– the number of violations
– any other relevant factors
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Investigation

• OIG contact
– Letter
– Phone call
– Subpoena

• Response
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Violations

• OIG has found the most serious or 
significant violations to be
– actual or potential human exposure to a select 

agent or toxin
– theft or loss of a select agent or toxin
– performance of unapproved restricted 

experiments
– access to select agents or toxins by a restricted 

person
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Violations (2)

• Others serious violations include
– unauthorized transfers of a select agent or toxin
– unauthorized access to a select agent or toxin
– failure to maintain accurate inventory 
– failure to have a biosafety and security plan 

appropriate for the risks associated with a 
particular select agent or toxin
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Resolution

OIG conducts a case-specific analysis to 
determine the appropriate action: 
1. Civil Money Penalty,

• Settlement
• Administrative hearing

2. Notice of Violation letter, or
3. Close the case 
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1. CMP

• OIG does not assign a dollar value to a specific 
regulatory provision

• OIG evaluates factors outlined in the 
regulations, including
– the nature of the wrongdoing, including the length 

of noncompliance and whether the evidence 
demonstrates a pattern of noncompliance

– the entity’s degree of culpability
– the entity’s history of any prior offenses
– the entity’s financial condition
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2. Notice of Violation letter

• Notice of Violation letters are sent to the 
entity and DSAT

• The letter
– Identifies and describes the violations 
– directs the entity to examine its current 

practices and policies governing select agents
– directs the entity to implement corrective 

actions and safeguards to prevent future 
violations
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3. Close the case

• OIG closes the case if we conclude it does 
not merit a CMP or Notice of Violation 
letter
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Thank you
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