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APHIS/CDC Form 3 Reporting Requirements

(a) Upon the discovery of the theft or loss of a select agent or 
toxin, an individual or entity must immediately notify [FSAP] and 
the appropriate Federal, State, or local law enforcement 
agencies. Thefts or losses must be reported even if the select 
agent or toxin is subsequently recovered or the responsible 
parties are identified.

(b) Upon discovery of the release of an agent or toxin causing 
occupational exposure, or release of the select agent or toxin 
outside of the primary barriers of the biocontainment area, 
an individual or entity must immediately notify [FSAP].

*42 CFR §73.19, 7 CFR §331.19, 9 CFR §121.19



APHIS/CDC Form 3 –
What to Report

 Release
 A release of biological select agent and toxin (BSAT) causing 

occupational exposure, or
 A release of BSAT outside of the primary barriers of the 

biocontainment area 

 Theft/Loss
 Theft: Unauthorized removal of BSAT
 Loss: Failure to account for BSAT

Many more releases are reported than losses



Release vs Loss Reports, 2017-2019

Registered reports = 296 Non-registered reports = 383 Total # of reports = 679



APHIS/CDC Form 3 –
Who Reports, and How

 Who needs to complete this form 
 The entity that experiences the theft, loss, or release (TLR) is 

responsible
• A state laboratory (registered) should not complete a Form 3 on behalf of 

an NRE laboratory 
• Events in non-registered diagnostic laboratories affiliated with a registered 

entity should be reported by the entity 

 How to report
 REs use the electronic Federal Select Agent Program (eFSAP) 

information system
• If initial information is incomplete, minimally submit as Immediate 

Notification
 NREs – complete PDF and submit to form3@cdc.gov or agsas@usda.gov

mailto:form3@cdc.gov
mailto:agsas@usda.gov


APHIS/CDC Form 3 –
When to Report, Timelines

 Event Discovery 
 Entity, FSAP, law enforcement

 Immediate Notification to 
FSAP
 Email, phone, eFSAP, fax 

 Submit Form 3 to FSAP 
 Within 7 calendar days of 

immediate notification



What Do I Report in the Immediate Notification?
All Incidents

 Entity information
 BSAT involved
 Quantity lost, stolen, or released
 Date of the incident
 Location of incident

Release Incident
 Environment

 Outside primary/secondary containment
 How many people are considered exposed

 Personal Protective Equipment (PPE)
 Actions taken to respond

 Medical surveillance, prophylaxis, etc.
 Hazards posed by the release

Theft/Loss Incident
 Law enforcement agencies contacted



APHIS/CDC Form 3 Section A – Entity Information

 Block A2: 
 For registered entities, this auto-populates in eFSAP
 For non-registered entities, FSAP will provide via email from form3@cdc.gov.

mailto:form3@cdc.gov


APHIS/CDC Form 3 Section B – Incident Information

 Blocks B1 and B2:
 B1:  For release, date of earliest exposure/manipulation outside of primary 

containment 
• Environmental sampling situations
• For loss, date when inability to account for select agent or toxin first identified

 B2:  Currently the largest source of confusion on Form 3 (correct date addressed 
in next slide)



APHIS/CDC Form 3 – Most Common Submission 
Concerns and Questions - #1

 Block B2: What date should be entered as the Immediate 
Notification date? 

A) When incident happens 
B) When Responsible Official (RO)/entity leadership is notified
C) When the entity is notified of BSAT confirmation (e.g., by 
reference laboratory)
D) When the entity first informs FSAP of the incident 

Polls are open…Submit your answer now! 



APHIS/CDC Form 3 – Most Common Submission 
Concerns and Questions - #1

 Block B2:  What date should be entered as the Immediate 
Notification date? 
D) When the entity first informs FSAP of the incident 



APHIS/CDC Form 3 Section B – Incident Information (cont.)

 Blocks B8 and B12:
 B8:  If selecting only one type, only need signature for that one section
 B12:  Clinical ID# will be provided by Form 4 team—confirm if known



APHIS/CDC Form 3 Section B – Incident Information (cont.)

 Block B9:
 Assess risk for the entire incident that incorporates exposure risk

• Severity increases with risk to health of workers, risk to public health

 Sample factors to consider: 
• Were symptoms or presumptive titers reported by exposed personnel? (High)
• Was appropriate PPE worn to prevent exposure? Any breaches in PPE? (Negligible to 

Moderate)
• Had incubation period elapsed without symptoms? Was medical 

surveillance/treatment implemented? Did anyone decline? 
• Was BSAT released outside of the laboratory? (High)



APHIS/CDC Form 3 Section E – Report of Release

 Block E1: 
 NREs – Work performed on an open bench appropriate for any manipulation 

outside primary containment before BSAT confirmation 
 REs – Other field appropriate for procedural errors (e.g., worker removes 

respiratory protection while manipulating BSAT)



APHIS/CDC Form 3 Section E – Report of Release (cont.)

 Block E2: 
 Release outside primary containment – most common selection

• Exposure within shared primary barrier (e.g., needlestick in biosafety cabinet (BSC))
 Release beyond secondary containment refers to degree of BSAT release

 Not shipment of material outside laboratory for confirmation 



APHIS/CDC Form 3 Section E – Report of Release (cont.)

 Block E3: Restrict to PPE worn by individuals at the time of release/exposure, 
not cleanup afterward 
 Respiratory protection is appropriate for equipment with a filter for biological 

agents (not a surgical mask) while working with select agents 
 Block E4:Include both laboratory workers and other individuals at the facility 

(e.g., ER staff) who were considered exposed to the select agent contained 
within the patient’s samples. 



APHIS/CDC Form 3 Section E – Report of Release (cont.)

 Block E6 and E7: If monitoring/treatment implemented, do not leave these 
blank (raises risk profile) 
 E6 – Examples of surveillance: fever/symptom watch, serology
 E7 – Examples of treatment: antibiotic prophylaxis, toxoid



APHIS/CDC Form 3 Section E – Report of Release (cont.)

 Block E8: Describe any root cause(s) identified underlying the incident. 
Describe any changes or improvements to procedures following the incident 
(e.g., updated standard operating procedure (SOP), new equipment, new 
policy/procedures)
 For training/retraining – specify the means used to verify understanding of 

training (e.g., proficiency demonstration, quiz)
 NREs – If applicable, include information on BSAT presentation and growth 



APHIS/CDC Form 3 – Root Causes

 Root causes
 Please describe any root cause(s) identified in Appendix A or block E8 

(Release only).

 Closure letters uploaded to eFSAP may provide recommendations to 
mitigate recurrence (e.g., use thicker gloves when handling taped 
culture plates) based on assessment of root cause.



APHIS/CDC Form 3 – Root Cause Analysis

DSAT Spill Reports 2018 – July 2020 (25)
None indicated

24%

Improper equipment
4%

Operator 
error
72%

Operator error

Handling
28%

Positioning
24%

Unspecified
8%

Sealing
12%



APHIS/CDC Form 3 Section E – Report of Release (cont.)

 Block E10:  Specify the contact time and concentration of disinfectant(s) used 
for work surfaces.

 Block E11: Specify any medical surveillance/treatment provided for all 
potentially exposed staff (e.g., temperature/symptom watch). Include the 
length of time surveillance (and/or treatment) lasted. 
 Information should be consistent with block E6, block E7.



APHIS/CDC Form 3 Appendix A – Events Timeline
 Appendix A:

 Describe the release, listing any and all manipulations outside of primary 
containment (e.g., subculturing, biochemical testing). 

 If release events occurred on multiple dates, please include date(s) of each 
release event, and how many individuals were considered exposed for each event 
(if any).

 Also helpful to include date(s) individuals were evaluated by occupational health, 
date BSAT confirmation conveyed to reporting laboratory, and date(s) of contact 
with external public health agencies. 



APHIS/CDC Form 3 Workflow Overview

Incident

Initial 
Notification

Initial questions
-Assess immediate needs
-Occupational health issues
-Contact CDC SMEs* for advice or 
assistance to entity

Form 3 
Submitted

Release

Theft or Loss

Inform 
FBI WMD

Determines if 
criminal nexus

F3 Team analyzes 
the report and 
sends RFI letter

F3 Team reviews 
response

No
Adequate?

Yes
F3 Team sends 

closeout message
*RFI = Request for Information
*SME = subject matter expert



APHIS/CDC Form 3 Workflow Overview

 Example Request for Information (RFI) Letter/Email

 Initial RFI questions will usually concern medical follow-up on exposures



APHIS/CDC Form 3 Workflow Overview

 Example Request for Information (RFI) Letter/Email

 Additional questions on root cause investigation, corrective actions, corrections 
to Form 3 (if any)



APHIS/CDC Form 3 Workflow Overview

 Example Closeout Letter/Email



APHIS/CDC Form 3 –
Scenarios, Questions and Answers

 Scenario 1 – Diagnostic work at non-registered entity
 A patient reports to a local hospital after returning from travel in 

Southeast Asia. The patient is evaluated in the emergency room but 
attending physicians do not communicate BSAT suspicions to the 
hospital laboratory. The hospital microbiology laboratory performs a 
gram stain, with smearing on the open bench (gram negative rods).  A 
Microscan® panel and MALDI-ID® are also performed on the open 
bench. The MALDI-ID® verified as Burkholderia thailandensis. 

 A technician is concerned the organism was misidentified on the 
MALDI-ID®, and performs new biochemical tests, all in the BSC. When 
unable to rule out BSAT, specimens are collected and forwarded to the 
state laboratory, where they are confirmed to be Burkholderia
pseudomallei. 

 Part A: Is this reportable?
A) Yes
B) No Polls are open…Submit your answer now! 



APHIS/CDC Form 3 –
Scenarios, Questions and Answers

 Scenario 1 – Diagnostic work at non-registered entity
 Part A: Is this reportable?

 Yes – upon the identification of the select agent 
 All manipulations outside of primary containment constitute a release, 

as the organism was identified as BSAT. 

 Part B: Who should submit the APHIS/CDC Form 3?
A) Registered state public health laboratory
B) Non-registered diagnostic laboratory

Polls are open…Submit your answer now! 



APHIS/CDC Form 3 –
Scenarios, Questions and Answers

 Scenario 1 – Diagnostic work at non-registered entity
 Part B – Who should submit the Form 3?

B) Non-registered diagnostic laboratory
 The entity that experiences the release is responsible for completing the 

APHIS/CDC Form 3 and submitting to form3@cdc.gov. 

mailto:form3@cdc.gov


APHIS/CDC Form 3 –
Scenarios, Questions and Answers

 Scenario 1 – Diagnostic work at non-registered entity

 Part C: What is the incident date applicable to block B1?
A) 6/12/20 
B) 6/13/20 
C) 6/14/20 
D) 6/16/20 Polls are open…Submit your answer now! 



APHIS/CDC Form 3 –
Scenarios, Questions and Answers

 Scenario 1 – Diagnostic work at non-registered entity

 Part C: What is the incident date applicable to block B1? 
B) 6/13/20 



APHIS/CDC Form 3 –
Scenarios, Questions and Answers

 Scenario 1 – Diagnostic work at non-registered entity

 Part D: What is the immediate notification date (block B2)?
A) 6/21/20
B) 6/22/20

Polls are open…Submit your answer now! 



APHIS/CDC Form 3 –
Scenarios, Questions and Answers

 Scenario 1 – Diagnostic work at non-registered entity

 Part D: What is the immediate notification date (block B2)?
A) 6/22/20 (When DSAT was contacted via Form 3)



APHIS/CDC Form 3 –
Scenarios, Questions and Answers

 Scenario 2 – Cage injury
 An animal technician scratches their gloved hand on a piece of metal 

while bagging empty mice cages in an ABSL-3 laboratory. No select 
agent or toxin work, or infected mice were present at time of incident. 
All work surfaces and cages were properly disinfected. Brucella 
abortus research was conducted a week prior. The incident was 
reported to the Occupational Health Office where the physician 
prescribed antibiotics.

 Is this reportable?
A) Yes
B) No

Polls are open…Submit your answer now! 



APHIS/CDC Form 3 –
Scenarios, Questions and Answers

 Scenario 2 – Cage injury
 Is this reportable?

B) No (The incident did not involve a select agent or toxin)



APHIS/CDC Form 3 –
Scenarios, Questions and Answers

 Scenario 3 – Found BSAT previously unknown to entity
 During a routine search of a freezer in a non-registered BSL-2 

laboratory, a worker discovers 4 vials of Bacillus anthracis Pasteur 
strain.

 What do you do with the vials? 
A) Discard the vials immediately into regular laboratory waste since you 
are not registered for the agent
B) Relocate to a secure freezer and contact FSAP for further guidance
C) Test the material for the presence of plasmid pX02, determine if an 
excluded strain

Polls are open…Submit your answer now! 



APHIS/CDC Form 3 –
Scenarios, Questions and Answers

 Scenario 3 – Found BSAT previously unknown to entity
 During a routine search of a freezer in a non-registered BSL-2 

laboratory, a worker discovers 4 vials of B. anthracis Pasteur strain.

 What do you do with this material? 
B) Relocate to a secure freezer and contact FSAP for further guidance
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