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OBJECTIVES

• What to do when a Select Agent is suspected
• How to complete OCPHL Supplemental Isolate 

Submission Form for Select Agents
• Describe Federal Select Agent Program
• Find and complete APHIS/CDC Form 4 and Form 

3 if necessary



Biothreat Agent Response Algorithm
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Biothreat Agent Response Algorithm



DESTRUCTION

Non-registered clinical labs must destroy or transfer 
a confirmed select agent within 7 days

o Suspected select agent cultures may be retained until 
confirmed.  
 Select agent ruled out: follow your laboratory procedure for 

disposal

o Confirmed select agent cultures must be transferred or 
destroyed onsite



DESTRUCTION

Non-registered clinical labs must 
destroy or transfer a confirmed select 
agent within 7 days

o Transfer: Must obtain permission prior to transfer 
(APHIS/CDC Form 2)

o Destruction: must inactivate using on-site autoclave or 
chemical decontamination method before disposal or 
transfer of select agent
 Record date, amount/quantity, method of destruction 

and laboratory personnel destroying



DESTRUCTION

 Chemical Inactivation Decontamination Process for Samples and 
Cultures

 Chemical Inactivation Decontamination Process for Blood 
Culture Bottles

 Toxin Inactivation
 Decontamination of Material that may contain Select Agent 

Spores

https://www.aphl.org/aboutAPHL/publications/Documents/PHPR-
Select-Agent-Decontamination.pdf

https://www.aphl.org/aboutAPHL/publications/Documents/PHPR-Select-Agent-Decontamination.pdf
https://www.aphl.org/aboutAPHL/publications/Documents/PHPR-Select-Agent-Decontamination.pdf


Is it a Select Agent?

You have an unusual isolate and 
you are unable to rule it out 
using the ASM protocols.

What do you do?



SUSPECT A SELECT AGENT?  NOTIFY OCPHL

• Call OCPHL
o Notify the Bacteriology Department before 

sending an isolate to OCPHL
• Call laboratory general number at 

(714) 834-8385
o Specify that you have a select agent isolate to 

rule out
o Ask to speak to the Bacteriology Department
o After hours: contact on-call Public Health 

Officer at (714) 628-7008



PAPERWORK

• OCPHL Laboratory 
Requisition Form or 
Laboratory Web 
Portal Submission

• Supplemental Isolate 
Submission Form for 
Select Agents
• Please use one form 

per isolate
• ochealthinfo.com/ocphl 

https://ochealthinfo.com/providers-partners/provider-resources/public-health-laboratory


Supplemental Isolate Submission Form Instructions

• Electronically fill out form, using drop 
downs where available

• Data can be saved at any time
• Print and include a copy with isolate
• Select Reset Form to clear the form



Supplemental Isolate Submission Form Instructions

Please provide as much information as possible



Supplemental Isolate Submission Form Instructions

Please provide as much information as possible



Supplemental Isolate Submission Form Instructions

Please provide as much information as possible



Packing and Shipping

1. Identify

2. Classify

3. Pack

4. Mark

5. Label

6. Document



Packing and Shipping

CATEGORY B
1. Primary Leakproof 

container
2. Absorbent material
3. Sealed leakproof 

secondary 
container

4. Rigid outer 
container

5. Proper labeling

QSA-2021-Pack-Ship-Guidance-Biological-Substances-Job-Aid.pdf

https://www.aphl.org/aboutAPHL/publications/Documents/QSA-2021-Pack-Ship-Guidance-Biological-Substances-Job-Aid.pdf


Packing and Shipping

Department of Transportation (DOT) and the International 
Air Transport Association (IATA) require packing and 

shipping training every 2 years

CDC OneLab 
REACH offers a 
free online course 
(2.0 CEU)

Packing and Shipping Dangerous Goods: What the Laboratory 
Staff Must Know | OneLab REACH

https://reach.cdc.gov/course/packing-and-shipping-dangerous-goods-what-laboratory-staff-must-know
https://reach.cdc.gov/course/packing-and-shipping-dangerous-goods-what-laboratory-staff-must-know


OCPHL Tests Isolate

OCPHL will test isolate and phone results 
to submitter.

If a Select Agent is identified, we must 
follow guidelines of Federal Select Agent 

Program. 



FEDERAL SELECT AGENT PROGRAM (FSAP)

• Regulates facilities that possess, use and 
transfer biological agents and toxins that have 
the potential to pose a severe threat to public, 
animal or plant health, or to animal or plant 
products. 

• Requires registration of facilities that work 
with select agents and toxins (research, 
academic, non-federal government, federal 
government, commercial, and private non-
profit laboratories)



FEDERAL SELECT AGENT PROGRAM (FSAP)

• 2001 – USA PATRIOT Act

• 2002 – Public Health Security and 

Bioterrorism Preparedness and Response 

Act

• Currently, regulating 63 select agents and 

toxins



FEDERAL SELECT AGENT PROGRAM (FSAP)

www.selectagents.gov

http://www.selectagents.gov/


Tier 1 Select Agents

HHS Agents and Toxins
• Bacillus 

cereus Biovar anthracis
• Botulinum neurotoxins
• Botulinum neurotoxin 

producing species 
of Clostridium

• Ebolavirus
• Francisella tularensis
• Marburg virus
• Variola major virus 

(Smallpox virus)
• Variola minor virus 

(Alastrim)
• Yersinia pestis

Overlap Agents
• Bacillus anthracis
• Burkholderia mallei
• Burkholderia pseudomallei

USDA Agents
• Foot-And-Mouth Disease 

virus
• Rinderpest virus



Information for Clinical/Diagnostic Laboratories

• Diagnostic Specimen Exemption
• Medical Waste Exclusion
• Reporting Requirements
• Tier 1 Select Agents and Toxins
• Non-Tier 1 Select Agents and Toxins
• Select Agent and Toxin Exclusions
• Reporting the Identification of a Select Agent or 

Toxin

Information for Clinical/Diagnostic Laboratories, Healthcare Facilities, and 
Other Entities Not Registered with the Federal Select Agent Program | 
Resources | Federal Select Agent Program

https://www.selectagents.gov/resources/non-fsap-registered-facilities.htm
https://www.selectagents.gov/resources/non-fsap-registered-facilities.htm
https://www.selectagents.gov/resources/non-fsap-registered-facilities.htm


CDC/APHIS Forms

• Form 1- Application for Registration for Possession, Use, 
and Transfer of Select Agents and Toxins

• Form 2- Request to Transfer Select Agents and Toxins
• Form 3- Incident Notification and Reporting (Theft, Loss, 

or Release)
• Form 4- Reporting the Identification of a Select Agent or 

Toxin
• Form 5- Request for Exemption of Select Agents and 

Toxins for Investigational Product



CDC/APHIS Forms

• Used by clinical or diagnostic laboratories and other 
entities 

• Notify the FSAP of the identification of a select agent or 
toxin as the result of diagnosis, verification, or proficiency 
testing and of the final disposition of that identified agent 
or toxin.

• Tier 1 Select Agents or toxins require immediate 
notification to FSAP, followed by Form 4 within 7 calendar 
days

https://www.selectagents.gov/forms/form4.htm

FORM 4: REPORTING THE IDENTIFICATION OF A 
SELECT AGENT OR TOXIN

https://www.selectagents.gov/forms/form4.htm


CDC/APHIS Forms

• Form 4A-AB (Part 1)
o Section A – Reference Laboratory Information
o Section B – Select Agent or Toxin Identified from 

Clinical/Diagnostic Specimen(s)

• Form 4A-CD (Part 2)
o Section C – Sample Provider Information
o Section D- Specimen(s) Containing Select Agent or Toxin 

Provided to reference Laboratory 

FORM 4: REPORTING THE IDENTIFICATION OF A 
SELECT AGENT OR TOXIN



CDC/APHIS Forms

https://www.selectagents.gov/forms/form4.htm

FORM 4: REPORTING THE IDENTIFICATION OF A 
SELECT AGENT OR TOXIN

https://www.selectagents.gov/forms/form4.htm


CDC/APHIS Form 4

FORM 4: REPORTING THE IDENTIFICATION OF A 
SELECT AGENT OR TOXIN
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FORM 4: REPORTING THE IDENTIFICATION OF A 
SELECT AGENT OR TOXIN



CDC/APHIS Form 4

FORM 4: REPORTING THE IDENTIFICATION OF A 
SELECT AGENT OR TOXIN



CDC/APHIS Forms

• Used to report a theft, loss, or release (including 
occupational exposure or release outside of the primary 
barriers of the biocontainment area) of a select agent or 
toxin 

• Required to report immediately

https://www.selectagents.gov/forms/form3.htm

FORM 3: REPORTING OF A RELEASE/LOSS/THEFT

https://www.selectagents.gov/forms/form3.htm


CDC/APHIS Form 3

FORM 3: REPORTING OF A RELEASE/LOSS/THEFT



CDC/APHIS Form 3

FORM 3: REPORTING OF A RELEASE/LOSS/THEFT



CDC/APHIS Form 3

FORM 3: REPORTING OF A RELEASE/LOSS/THEFT

• Section C – Report of Release
• Section D – Report of Loss
• Section E – Report of Theft

https://www.selectagents.gov/forms/form3.htm

https://www.selectagents.gov/forms/form3.htm


CDC/APHIS Form 3

FORM 3: REPORTING OF A RELEASE/LOSS/THEFT

Do not include names, just number of people, 
summary of medical surveillance, i.e. prophylaxis or 
fever watch  



CDC/APHIS Form 3

FORM 3: REPORTING OF A RELEASE/LOSS/THEFT



Biothreat Agent Response Algorithm



OCPHL Select Agent Reference Website

ochealthinfo.com/ocphl



How to submit to the LRN B Lab

QUESTIONS?



Resources

• ochealthinfo.com/ocphl 
• https://www.aphl.org/aboutAPHL/publications/Documents/P

HPR-Select-Agent-Decontamination.pdf
• https://www.selectagents.gov/forms/form3.htm
• https://www.selectagents.gov/forms/form4.htm
• Packing and Shipping Dangerous Goods: What the 

Laboratory Staff Must Know | OneLab REACH
• Information for Clinical/Diagnostic Laboratories, Healthcare 

Facilities, and Other Entities Not Registered with the 
Federal Select Agent Program | Resources | Federal Select 
Agent Program

https://ochealthinfo.com/providers-partners/provider-resources/public-health-laboratory
https://www.aphl.org/aboutAPHL/publications/Documents/PHPR-Select-Agent-Decontamination.pdf
https://www.aphl.org/aboutAPHL/publications/Documents/PHPR-Select-Agent-Decontamination.pdf
https://www.selectagents.gov/forms/form3.htm
https://www.selectagents.gov/forms/form4.htm
https://reach.cdc.gov/course/packing-and-shipping-dangerous-goods-what-laboratory-staff-must-know
https://reach.cdc.gov/course/packing-and-shipping-dangerous-goods-what-laboratory-staff-must-know
https://www.selectagents.gov/resources/non-fsap-registered-facilities.htm
https://www.selectagents.gov/resources/non-fsap-registered-facilities.htm
https://www.selectagents.gov/resources/non-fsap-registered-facilities.htm
https://www.selectagents.gov/resources/non-fsap-registered-facilities.htm


KAHOOT!



How to submit to the LRN B Lab

QUESTIONS?



Continuing Education Units

Complete Survey for 3.5 hours of CEU
https://ochca.sjc1.qualtrics.com/jfe/form/SV_3aazQfrikAo4ltY

Complete by March 26, 2025

THANK YOU!

https://ochca.sjc1.qualtrics.com/jfe/form/SV_3aazQfrikAo4ltY
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