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• Medical research campus 
• Approx. $400 million in research funding 
• Research includes use of RG1-3 agents, SAT, 

and Human Gene Transfer trials 
 



SA Program Overview 

• Registered by CDC-DSAT 
• Two Tier 1 SA micro-organisms 

 



SRA-Cleared Personnel 

• Currently a total of 20 SRA-cleared personnel 
-  RO and 5 AROs 
-  10 laboratorians 
-  4 security personnel 

 
Note: 2 of the laboratorians do not conduct SA research but need access to 

equipment located in the SA space, and 2 laboratorians are not 
actively engaged in research but still maintain samples in storage 
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BSL-3 Operations Management 
• On-going and monthly PM 
• Maintain inventory of general supplies 
• Routine cleaning and disinfection of core area 
• BSC certifications 
• Autoclave spore tests 
• Visitor and Facility Management escort 
• Training 
• Alarm response and follow-up during normal business hrs. 



New to Regulations 

§ 73.3 HHS Select agents and toxins 
• Conotoxins 

- alpha conotoxins 
- specific amino acid sequence 

• SARS  
-  associated coronavirus (SARS-CoV)     





New to Regulations 

§ 73.9 (a)(5) Responsible Official 
 - Have a physical (and not merely a telephonic or audio/visual) 

presence at the registered entity to ensure that the entity is in 
compliance with the SA regulations and be able to respond in 
a timely manner to onsite incidents involving SA and Toxins in 
accordance with the entity’s incident response plan,       



New to Regulations 

§ 73.11 Biosafety 
-  Existing Occupational Health program 
- Established Criteria of Fitness for Duty 
-  Further defining medical evaluation 

 



New to Regulations 
§ 73.11 Security - Personnel Suitability & Reliability 
New program to meet new federal requirements, but many 

components were already in place. 

 Pre-access Program 
1. FBI/CJIS investigation 
2. Local investigation 
3. Interviews 
4. Work and personal history 
5. Initial training 
6. Assurance statement 
7. Occupational Health 

On-Going Program 
1. Local background check 
2. Peer and self-reporting mechanisms 
3. Annual training 
4. Annual exercise 
5. Performance evaluation 
6. Occupational Health 

Both of these programs are multi-departmental involving EHS,  
UPD, HR, Legal, Academic Dept’s, etc. 



New to Regulations 

§ 73.14 Incident Response 
 - 15 minute response time 



New to Regulations 

§ 73.16 (l)(1) Transfers 
 -  Transfer the amounts only after the transferor uses due

 diligence and documents that the recipient has a 
 legitimate need (i.e., reasonably justified by a 
 prophylactic, protective, bona fide research, or other 
 peaceful purpose) to handle or use such toxins. 





Additional Challenges 
• Scheduling / Coordination 
 - Quarterly User Group Mtgs. 
 - Training 
 - Inspections  
 - Annual OH 
 - Annual Incident Response Exercises 
 - Annual Review and Revision of Plans 
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“Revised” Select Agent Program Annual Activities 
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Conclusion 
The National Select Agent program has amended 
the regulations and provided associated 
Guidance documents which allow entities the 
latitude to design and implement a Tier 1 BSAT 
program that’s specific to meeting their 
stakeholder’s needs while maintaining regulatory 
compliance and safe work environment. 



The Safety, Security, and Compliance of the Select Agent 
Program are CU Denver’s top priority. 
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