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Key Highlights

 FSAP Strategic Plan
 2017 FSAP Annual Report
 FSAP Compliance Infographics
 Inspection Checklist App
 Policy Statements
 Regulatory Interpretations
 Guidance Documents
 Outreach
 USDA Select Agent Regulations Technical Amendment
 eFSAP Updates



FSAP Strategic Plan

 Guides FSAP program efforts 
from fiscal year (FY) 2018 through 
FY 2021

 Developed with input from 
leadership at CDC and APHIS, 
regulated entities, and FSAP staff

 Published in November 2018

 Available at 
https://www.selectagents.gov/publications.html

https://www.selectagents.gov/publications.html


FSAP Strategic Plan (continued)

 Outlines FSAP’s mission, vision, and four key goals:
 Ensure the recruitment, development, and retention of a 

knowledgeable and professional FSAP workforce 
 Harmonize FSAP organizational processes and 

inspections 
 Leverage data-driven, risk-based approaches to guide 

FSAP operations 
 Engage, increase transparency, and highlight program 

benefits with FSAP’s diverse stakeholders 



2017 FSAP Annual Report

 Third annual report of aggregate program data -
published in December 2018

 Provides a look at both the regulatory functions of 
the program, as well as compliance with the select 
agent regulations at laboratories across the nation

 Reflects FSAP’s ongoing commitment 
to increasing transparency 

https://www.selectagents.gov/annualreport2017.html

https://www.selectagents.gov/annualreport2016.html


FSAP 2017: Key Facts
 263 registered entities

 169 inspections conducted

 9,916 active individual security risk assessments

 No reported releases resulted in an illness, death, or 
transmission in a laboratory or the community

Source: 2017 Annual Report of the Federal Select Agent Program, https://www.selectagents.gov/annualreport2017.html 



Types of Entities Registered with FSAP (2017)

Academic
33%

Commercial
18%Federal 

Government
15%

Non-Federal 
Government

29%

Private
6%

Total: 263

Source: 2017 Annual Report of the Federal Select Agent Program, https://www.selectagents.gov/annualreport2017.html 



Registered Entities, by Lead Agency (2017)

CDC/DSAT
86%

APHIS/AgSAS
14%

Total: 263

Source: 2017 Annual Report of the Federal Select Agent Program, https://www.selectagents.gov/annualreport2017.html 



FSAP Inspection Statistics (2017)

 Total inspections conducted: 169
 106 by DSAT
 31 by AgSAS
 32 joint DSAT/AgSAS

 Average duration for an 
inspection: 2.6 days
 Range of 1-9 days

Source: 2017 Annual Report of the Federal Select Agent Program, https://www.selectagents.gov/annualreport2017.html 



FSAP 2017 Annual Report



FSAP Compliance Infographics
 Developed a series of infographics 

to describe:
 How FSAP addresses serious 

biosafety or security concerns 
that may be identified at a 
laboratory

 What happens in the case of a 
theft or loss of a select agent or 
toxin

 What happens in the case of a 
release of a select agent or toxin

Available at: https://www.selectagents.gov/infographics-compliance.html

https://www.selectagents.gov/infographics-compliance.html


Addressing Serious 
Biosafety or 

Security Concerns



Release of a Select 
Agent or Toxin –

Who is involved in 
response?



FSAP Inspection Checklist App:
Federal Select Agent Program Laboratory 

Examination Tool (FSAP-LET)

 New mobile application to assist in 
performing internal laboratory inspections 

 Contains checklists based on the select 
agent regulations and biosafety standards 
used by FSAP inspectors

 Covers a variety of areas such as biosafety, 
security, training, and incident response

 Available to download for use on Android, 
Apple, and Windows tablet devices

For more information: 
https://www.selectagents.gov/checklistapp.html

https://www.selectagents.gov/checklistapp.html


Recent Policy Statements
 FSAP policy statement on select agent contained in 

formalin-fixed paraffin-embedded tissue (10/2018)

 Updated FSAP policy statement on entity annual internal 
inspections required by the select agent regulations 
(3/2019)

Available at https://www.selectagents.gov/regulations-policy.html

https://www.selectagents.gov/regulations-policy.html


Recent Regulatory Interpretations
 Updated regulatory interpretation regarding requirement 

for inactivation certificates and intra-entity transfers 
(5/2019)

 Regulatory interpretation regarding transferring excluded 
amounts of toxins (6/2019)

Available at https://www.selectagents.gov/regulations-
interpretations.html

https://www.selectagents.gov/regulations-interpretations.html


Recent Guidance Documents
 Updated inactivation guidance (9/2018)

 Updated Responsible Official guidance (2/2019)

Available at https://www.selectagents.gov/compliance.html

https://www.selectagents.gov/compliance.html


Outreach
 FSAP webinar regarding the updated policy statement on entity annual 

internal inspections required by the select agent regulations (4/2019)

 FSAP webinars to provide training on recent updates to eFSAP (several 
sessions held in February and May 2019)

 Continued support of ABSA-led independent forum to encourage routine 
peer-to-peer sharing of information and best practices

 FSAP information booth exhibited at 
several meetings, including:
 ABSA (10/2018)
 ASM Biothreats (1/2019)
 USDA Agricultural Research Service (ARS) 

5th International Biosafety & Biocontainment 
Symposium (2/2019)

 ASM Microbe (6/2019)



Technical Amendment:
USDA Select Agent Regulations

 Published September 24, 2018 in the Federal Register 
and contains non-substantive changes, including:
 Reclassifies Phoma glycinicola (formerly Pyrenochaeta

glycines) to Coniothyrium glycines based on recent 
molecular and phylogenetic studies. 

 Removes bovine spongiform encephalopathy from the list of 
USDA select agents and toxins whose seizure by any 
Federal law enforcement agency must be reported within 24 
hours by telephone, facsimile, or e-mail since the agent was 
previously removed from the list of Veterinary Services (VS) 
select agents and toxins set out in 9 CFR 121.3(b) on 
October 5, 2012.

 Corrects the reference in paragraph (d)(9) for pigeon 
paramyxovirus-1 since the current numerical suffix appears 
as “12” instead of “1.”

 Corrects the name for the “Security Plan Guidance” from 
“Security Guidance for Select Agent or Toxin Facilities.”

 Full technical amendment available at 
https://www.federalregister.gov/d/2018-20694

https://www.federalregister.gov/d/2018-20694


Electronic FSAP (eFSAP) 
Information System - Updates



eFSAP
 System to submit and share select agent program 

information was first unveiled to the regulated 
community in 2017 

 Since then, many improvements and updates have been 
made – and more are on the way



eFSAP: Recent Major Updates
 Redesigns and enhancements across APHIS/CDC Form 1 

features and interfaces
 Additional APHIS/CDC Form 1 amendment types
 APHIS/CDC Form 1 Section 4 and 7b data export
 Notification enhancements
 Inspection module
 Printing of APHIS/CDC Forms 2-4
 File archiving



eFSAP: Upcoming Features
 Super Administrator role for entities

 User is able to draft technical amendments, draft APHIS/CDC 
Forms 2-4, draft inspection responses on behalf of RO/ARO (but 
not submit)

 Coming soon

 Section 7 Wizard
 Enables entities to assign principal investigators and 

rooms/suites to multiple work objectives without having to submit 
individual amendments to modify each work objective

 Expected in early 2020



Processing times for adding individuals, amendment & 
renewal processing 

eFSAP Information System: 
Accelerated Processing Times
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eFSAP Resource Center
 Contains information to help 

users gain access to and use 
eFSAP

 Includes a full library of 
training materials, reference 
guides, instructional videos, 
FAQs, etc.

 Materials continue to be 
added over time

https://www.selectagents.gov/efsap.html

https://www.selectagents.gov/efsap.html


Ongoing and Future Efforts
 Continuing to develop and increase capabilities of eFSAP

information system

 Data analysis and publication of the 2018 FSAP 
inspection report processing annual summary and 2018 
Annual Report of the Federal Select Agent Program

 Monitoring and continuous program improvements 
through the FSAP Strategic Plan



Discussion

www.selectagents.gov

CDC: lrsat@cdc.gov or 404-718-2000  

APHIS: AgSAS@usda.gov or 
301-851-3300 option 3 (voice only) 

http://www.selectagents.gov/
mailto:lrsat@cdc.gov
mailto:AgSAS@aphis.usda.gov
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