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April 10, 2015 
 
Gerald L. Epstein, Ph.D. 
Co-Chair, Fast Track Action Committee 
Deputy Assistant Secretary for Chemical, Biological, Radiological, and Nuclear Policy  
U.S. Department of Homeland Security  
245 Murray Lane, SW., Mail Stop #0315  
Washington, DC 20528 
 
Subject:  APHL Comment on Office of Science and Technology Policy (OSTP) Request for Public 
Comment on Impact of the Select Agent and Toxin Regulations 
 
Dear Dr. Epstein: 
 
The Association of Public Health Laboratories (APHL) appreciates the opportunity to comment 
on the impact of the Select Agent Regulations (SAR) on public health laboratories, in response to 
the Request for Public Comment posted by the Office of Science and Technology Policy (OSTP) 
in the Federal Register published March 16, 2015.  
 
APHL represents governmental laboratories including state, territorial and local public health 
laboratories, state environmental testing laboratories, state agricultural and food safety 
laboratories that conduct tests of public health significance. These laboratories comprise the 
various national networks such as the Laboratory Response Network (LRN) which are poised to 
detect and monitor public health threats. Given the nature of the work of these laboratories, 
APHL continues to support a culture of biosafety and biosecurity to mitigate public health risks 
posed by the biological agents and toxins.  
 
Previously, APHL has provided significant feedback to the Division of Select Agents and Toxins 
(DSAT) at the Centers for Disease Control and Prevention (CDC) on the impact of SAR on 
public health laboratories. APHL members have observed improvements in guidance documents 
made available online as well as specific webinar training courses with DSAT leadership. These 
improvements have assisted member laboratories with compliance. Following are APHL 
comments on the impact of the SAR as well as comments to improve the program:  
 
1. Create an Advisory Committee: This committee of outside stakeholders with diverse 

expertise could advise the federal government on SAR and implementation.  
 
2. Bridge the Gap Between Public Health Laboratories and Select Agent Inspectors: 

Laboratories report that inspection findings are too often arbitrary and reflect a lack of 
understanding of the role of the public health laboratory. In August 2014, APHL provided 
feedback to DSAT on the select agent inspection process and recommendations which may 
be useful in strengthening the relationship between public health laboratories and DSAT.  In 
their response, DSAT indicated that they would be addressing item #1 of that letter 
(Implementing a mechanism to capture formal feedback on inspections) with a specific 
corrective action.  However, for item #2 (Include public health laboratory representation in 
training of inspectors) they responded that they already hire staff with public health 
backgrounds, but would be reviewing their training program to ensure that inspectors are 
trained on how select agents and toxins are handled, used and transferred in a public health 
laboratory setting.  However, APHL has not received confirmation as to whether or not that 
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ever happened and, if so, how the training was modified to address the special considerations 
associated with public health laboratories.  The intent of the recommendation made in item #2 
was to recruit the involvement of external public health laboratory leaders (retired or active) 
to assist with bridging the gap between DSAT inspectors and today’s public health 
laboratories.   
 
It should be also noted that The Federal Experts Security Advisory Panel’s (FESAP) 2010 
Recommendations Concerning the Select agent Program stated that “they recognize that there 
are unique facilities such as diagnostic, public health, animal health, and environmental 
laboratories, such as the laboratories of the Laboratory Response Network (LRN), which 
perform a vital national security function and may require different methods of 
implementation of the recommended standards.”  In these instances, they “encouraged the 
Select Agent Program to use their authority in Section 4 of E.O. 13546, to explore options for 
graded protection of Tier 1 agents and toxins…to permit tailored risk management practices 
based on relevant contextual factors.” We believe that there needs to be more communication 
and collaboration between DSAT and APHL to ensure that implementation of the select agent 
regulations are balanced with the mission of these unique laboratories while enhancing both 
the safety and security of their operations.   

 
3. Consider developing a guest auditor program for the select agent inspection process: The current 

select agent inspection program involves DSAT inspectors only.  We believe the select agent program 
would benefit from establishing a program where Responsible Officials (ROs), Alternate Responsible 
Officials (AROs), and active select agent laboratory scientists can apply to participate on audits as 
guest auditors.  This experience would help educate ROs and lab staff on how other laboratories are 
operating and would also provide an opportunity for information exchange between the DSAT 
inspectors and guest auditors.     

 
4. Balance inspections so biosafety and biosecurity items are equally addressed: Given the number 

of high profile biosafety incidents over the past few years and relatively few biosecurity related 
events, APHL believes that there needs to be a greater focus on assessing biosafety programs and 
associated management systems and less emphasis on biosecurity.  As suggested in the Report of the 
U.S. Government Working Group on Strengthening the Biosecurity of the United States, the Federal 
government may want to consider establishing one Federal entity to coordinate security oversight 
activities for all regulatory programs with security components (e.g., radioactive materials, Biological 
Select Agents or Toxins (BSAT), controlled substances, etc.).   
 

5. Develop a formal mechanism for requesting regulatory interpretations of applicable 
guidelines or requirements: There should be a formal mechanism for requesting an 
interpretation of the select agent regulatory requirements.  There are a number of Frequently 
Asked Questions (FAQs) on the website and a few regulatory interpretations, but there 
doesn’t appear to be a formal mechanism for submitting a request for interpretation, getting 
that response published, and making both the question and response available for all entities 
to view.  
 

6. Address the inconsistencies of how select agent interpretation of biosafety guidelines is 
shared with entities: Interpretation of biosafety guidelines referenced in select agent 
regulations leads to differences in opinion between entities and the DSAT on proper work 
practices, procedures, and facility requirements. In the current regulatory approach, 
interpretation of biosafety guidelines is ultimately left to the judgment of DSAT when it 
comes to assessing biosafety programs and determining what is appropriate for a given 
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situation because the select agent regulations, by reference, have codified the BMBL and NIH 
guidelines which were originally intended to be guidelines based on risk assessment.  As a 
result, DSAT is often establishing standards of practice through their site inspection 
process.  Whenever DSAT inspectors interpret the BMBL or NIH guidelines and mandate 
specific procedures or facility requirements that could apply broadly to other regulated 
entities, those determinations need to be published and communicated to all regulated entities 
to ensure consistency.  Additionally, there should be a process for appealing and discussing 
these standards of practice with stakeholders. Otherwise, flexibility in applying the guidelines 
to specific operations based on risk assessment should be allowed. 

 
7. Review the current tiering of the select agents and toxins list as it relates to public health 

laboratories: APHL supports biosafety and biosecurity practices within all of our member 
laboratories. However, the designation of many agents handled and stored at public health 
laboratories as Tier 1 (e.g. Bacillus anthracis Pasteur strain, toxin-producing strains of Clostridium 
botulinum and botulinum toxin, Yersinia pestis, Fransicella tularensis and Burkholderia spp.) results 
in significant and unnecessary burdens on public health laboratory operations.  Many public health 
laboratories work with these agents in limited quantities for confirmation or identification of 
pathogens, or for making positive control material. In 2011, the Federal Experts Security Advisory 
Panel (FESAP), noted: The FESAP recognizes that there are unique facilities such as diagnostic, 
public health, animal health, and environmental laboratories, such as the laboratories of the 
Laboratory Response Network, which perform a vital national security function and may require 
different methods of implementation of the recommended standards. In these instances, the FESAP 
encourages the Select Agent Program, through their authority in Section 4 of E.O. 13546, to “explore 
options for graded protection of Tier 1 agents and toxins… to permit tailored risk management 
practices based upon relevant contextual factors.” (FESAP, Recommendations Concerning the Select 
Agent Program, Released June 12, 2011). APHL agrees with this assessment and recommends the 
exemption of all LRN reference laboratories from the security requirements for Tier 1 BSAT. 

 
8. Update Form 3 reporting process to require notification of state public health laboratories in 

addition to DSAT following an occupational exposure incident: The current Form 3 reporting 
process only requires notification of DSAT following any theft, loss, or release (including 
occupational exposures) of any BSAT.  However, it is important that these entities also notify the 
state public health laboratory following any occupational exposure event so the appropriate public 
health follow-up can occur within the state. 

 
APHL firmly believes that all laboratories must have the appropriate level of biosafety and 
biosecurity measures to ensure the protection of laboratory workers and the broader public. AS 
such, APHL appreciates OSTP’s efforts to identify and address any challenges or gaps in the 
current select agent regulations. For more information, please contact Ms. Chris Mangal, APHL’s 
Director of Public Health Preparedness and Response at 240-485-2769 or chris.mangal@aphl.org.  
 
Sincerely,  

 
 

Christina Egan, PhD       
Chair, APHL Public Health Preparedness and Response Committee  


