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APHIS/CDC Form 3 Section B Updates

e Incident Information: SECTION B - INCIDENT INFORMATION
4 . c 1. Date and Time of 2. Date of Immediate 3. Type of notification: 4. Location of Incident (bldg., room,
O Question B6: Recom binant Incident: Notification: [ E-mail OFax [Telephone [J eFSAP equipment, etc.): _
age nt .Se I eCtIO n bOX 5. Name of Select Agent or Toxin: |6. Strain designation of Select Agent or _Toxin: 7. Quantity (Unit (vial, plates, etc.)):
O Question B8: Order change | seeq i ERm‘ﬂggm Agen
(@) Question B9: (N one' [ Recombinant Agent
I t d {Select} J O PPQ Agent
selection remove
. . Select J [ Recombinant Agent
O Question B10: Containment {Sclect | C_PPQ Agent
I I d 8. Type of Incident: 9. Severity of the incident: 10. What Biosafety Level did the incident
evels remove O Release/ Potential Exposure (After completing Section B. Go | [ Negligible occur?
. to Section C) O Low 0 BsL2 0 ABSL2
O Recombinant (NIH) O Loss (After completing Section B. Go to Section D) =3 Moderate O BsL3 o ABSL3
c O Theft (After completing Section B. Go to Section E) [ High O BsL4 0 ABSL4
O Large animal (N)
Note: Please complete Appendix 1, event timeline, to provide details E igt g g gil;ggtgarea
(@) I_a rge SCAa | e ( LS) on the theftloss/release incident. O AcL4 T Other
O Plant pathogen (PPQ)
11. Is this incident assaciated with an APHIS/CDC Form 2 (Transfer): 12_ls this incident associated with an APHIS/CDC Form 4 (Identification):
E| Yes, APHIS/CDC Form 2 transfer #: Yes, APHIS/CDC Form 4 clinical ID#:
] Mo [ No

S



APHIS/CDC Form 3 Section C Updates

SECTION C- REPORT OF RELEASE

1. Type of Potential Exposure/Release 2. Was there a release outside containment
e Re pOrt of a Release: (choose il that apply): barmers?
Yes
. { ) { ) 8  Animal bitefscratch ] Eguipmentimechanical failure Mo
O Qu estion Cz : Yes or N o) O PPE failure O Package damaged in fransit! complete B-11 =
£ spil 0 Decontamination failure If yes, (choose all that apply)
t . [ MNeedle stick/Sharps ] Unintended Animal/Plant Pathogen Release outside primary containment (e.g.,
] Release [0 Work performed on an open bench biosafety cabinet)
re S po n Se O p I O n [ Inactivation failure [0 Other [0 Release beyond secondary containment
o C4 b S b % O {e.g.. laboratory)
. - Release outside all containment barners of the
O Question : Sub-question Relese outside all contamment
agriculturalfernvironmental/public health threat)

fo r th e n u m be r Of Ia bo rato ry 3. What PPE was worn at the fime of the dﬂd m‘;; release result in potential exposure(s)?

incident (choose all that apply)?

[ ves
Staff [0 Hand Protection (gloves) ] Foot Protection (e.g.. booties, shoe cowers)
H Head Protectors/Covers [0 Respiratory Protection: Type Aa_ If ves, how many individuals/animals/plants were exeosed?
Body Protection (e.g., lab coat) [0 Other:

O Qu e St i O n C6 : Ty p eS Of ;tt;.fsf the number in 4a, how many individuals were laboratory

&. What medical surveillance andlor treatment was provided to indinaduals, if any?
choose all that apply)
o ireaiment
[ Physical evaluation
Fewverfsymptom watch
E Serology screening
[ Antibiotics or other prophylaxis
O other

1 H 5. Did the rel ult @ laborato ired infect
medical surveillance and e e ooy res eaton o

Yes

treatment options H N curenty known
O Question C6: Sub-question

Ba. Total number of individuals medical surveillance andlor freatment provided to:

for the number of I | i il
- Has an internal investigation been initiated to lessen the likelihood of recurrences of incident involving the select agents and toxins at this endity?

. o e Mo

| n d |V| d u a IS D Yes (If yes, please provide additional details below)

. . . Describe the internal investigation initiated following the incident (if any). and any root cause(s) identified.
O Question C7b: Selection for
h 1 Tb. What corrective actions hawve been iniiated fo lessen the likelihood of recumrence of incident involving the select agents and toxins at this entity?
t e types CO rreCtlve {choose all that apply)
. [ Retraining on existing policy O Mewmodified policy [0 Mew training developed Newlupdated SOP
a Ctl O n (S) [0 MNew PPE provided [0 Mew eguipment provided 0 Equipment repair Remodel labfacility
O Awuditremove faulty PPE O Awuditremove faulty equipment [ MNone O Other:

OaOnE26)




APHIS/CDC Form 3 Sections D and E Updates

SECTION D - REPORT OF LOSS
e Report of a Loss and
1.T of Loss: (choose all that apply) 2. Has Local Law Enforcement been 3. Local Law Enforcement Agency:
Inventory/Recordkeeping ermor Matified: (If yes, complete D3-D3)
Th eft . O Sample lostidiscarded at entity [ ves
1 E Sample lost in transit/ complete B-11 [ Mo
. . Cther:
O Question D10: Switches _ _
4 | ocal Law Enforcement Agent Mame (First MI Last Name): 5. Local Law Enforcement Contact Information (phonefemail):
order of questions |
. v 6. Was the FBI Motified: 7. FBI Agent Name (First Ml Last Name): 8. FBI Agent Contact Information (phonefemail):
O Question E9: Adds ‘Date es, complets D7-D6)
’ ‘ ) 1 mo
Of recove ry fo r a Yes 9. Was the lost select agent [§ 10. How long was the select agent or foxin [ 11. Give the date of the last 12. Was there a potential exposure:
or toxin matenal found? matenal missing? inventory/audit performed: [] Yes/Unknown at this time (go to
res po nse [ ves Date recovered: Section C)
[] Mo Dwration of loss (hours/days): [ ne
O Question E10: Removes

( ) SECTION E — REPORT OF THEFT
the ‘unsure’ box as a

. 1. Type of Thefi:{choose all that 2. Has Local Law Enforcement been Notified: 3. Local Law Enforcement Agency:
response Select|on apply) If yes, complete sections E3-ES)
[0 Forced Entry Yes
O InsiderfInsider assisted access [ Mo
O Unauthorized access
4. Local Law Enforcement Agent Name (First Ml and Last name): 3. Local Law Enforcement Contact Information {phonefemail):
6. Has the FB| been Motified: (If yes, 7. FBI Agent Mame: (First M. Last Name): 8. FBI Agent Contact Information (phone/email):
plete ET-E8):

Yes

9_Was the stolen select agent or toxin matenal recovered: 10. Was there a potential exposure:
Yes; Date of Recovery: E Yes/Unknown at this ime (go to Section C)

Mo

O O e




APHIS/CDC Form 3 Helpful Information

* Clarification for requested | SECTION B - INCIDENT INFORMATION
1 1 1 1. Date and Time of 2. Date of Immediate 3. Type of notification: 4. Location of Incident (bldg., room,
I nfo rmation on Se ction B Incident: Notification: O Email OFax [Telephone []eFSAP equipment, etc.): _
O Question B1: Indicate the '
3 y 5. Name of Select Agent or Toxin: 6. Strain designation of Select Agent or Toxin: 7. Quantity (Unit (vial, plates, etc.)):
date and time of earliest p— ] O Recormbinant Agent
O PPQAgent ||
exposure [J Recombinant Agent
; . Select - [0 PPQAgent
0 Question B2: Immediate o ] gen
e . . [ Recombinant Agent
notification date is when {Select} i O PPQ Agent
FSAP was n Otlf I ed 8. Type of Incident: 9. Severity of the incident: 10. What Biosafety Level did the incident
O Release/ Potential Exposure (After completing Section B. Go | 3 Negligible oceur?
O Question B3: How was to Section C) O Low 0 BsL2 0 ABSL2
o O Loss (After completing Section B. Go to Section D) O Moderate 0 BsL3 O ABSL3
FSAP notified [ Theft (After completing Section B. Go to Section E) O High O Bsl4 O ABSL4
. ; , o , , O ACL2 0 BSL3Ag
(0] Qu est lon B4. S pec |fy t h e Note: Please complete Appendix 1, event timeline, to provide details O AcL3 O Storage area
) on the theft/loss/release incident. O ACL4 E Other
location where the
exposu re/release 11. Is this incident associated with an APHIS/CDC Form 2 (Transfer): | 12.s this incident associated with an APHIS/CDC Form 4 (Identification):
D Yes, APHIS/CDC Form 2 transfer #: ﬁs Yes, APHIS/CDC Form 4 clinical ID#:
occurred 0 e ] o

S



APHIS/CDC Form 3 Helpful Information

APPENDIX 1

e Clarification for the Narrative EVENTS TIMELINE

Provide a detailed summary of events. including a timeline of what occurred.

O List all manipUIationS of - Day 1 — Monday, January 4, 2021

biOIOgical SEIECt age Nnts a nd o Aerobic blood culture bottle - positive at 7pm. Culture media (plates) were set up in BSC and incubated
o Gram stain was also set up, slide was inoculated in the BSC then heat fixed and stained outside of primary

tOXinS (BSAT) OUtS'de prlma ry containment. No organisms were identified on gram stain.
containment - Day 4 — Thursday, January 7, 2021

o Plates observed for growth at approx. 8am by Tech A, all plates had no growth and were re-incubated. Plate

: e observations done in BSC.
O Provide additional dates and
c « Day 5 — Friday, January 8, 2021
t|me5, das nGEd ed o Platezc chcorecd for grovth ot upprox 1Dam by Tech B, growth was noted on CHOC media plate Lab staff
2 suspected Neisseria or Haemophlllus spp. A gram o inthe stain clida oz insoulatad and allowad to 2ry in BSC, and NH

O EXpIa N the num ber‘ Of panel setup for identification. The slide was then heat fixed and stained outside of containment on open bench.

: d : d | p | ] h o Gram-stain showed what appeared to be tiny Gram-negative. Staff had concerns with the staining so a second

INnadivi mani N gram stain was set up in the same manner as the first.

uals d pU at g t e o The NH panel was set up, incubated, and read on the open bench wi h 2 other Techs present in the laboratory.
BSAT mate rial SamE}I_e_*ld?ntlfed as >99 9% Agg. Actlnomycetemcomltans

0 Describe Others in the area ¢ BSC is cleaned routinely using 70% ETOH.

» Day 9 — Tuesday, January 12, 2021

when BSAT mani pu lated o Lab received a call from the reference laboratory around 1pm with a suspected identification of Francisella
. tularensis. Notified Infection Control of possible exposures.
O |nc|ude d ates Of med |Ca| o At approximately 6pm, we received a presumptive identification of Francisella tularensis from the reference

laboratory and advised to monitor anyone who had potential exposure.

surveillance or treatment

* Day 10 — Wednesday, January 13, 2021
¢ 3 Techs instructed to watch for fever and other symptoms and report to Occupational Health

» Day 12 — Friday January 15, 2021

e e 9 0 o Notified by reference laboratory with final report as positive for Francisella tularensis.




APHIS/CDC Form 3 Helpful Information

e Form location APHIS/CDC Form 3:

O https://www.selectagents Report of a Release/Loss/Theft
.gOV/fOFmS/form3.htm The APHIS/CDC Form 3, Report of a Release/Loss/Theft, is used by entities to report a theft, loss, or release of a
9] Preferred fO rm type for select agent or toxin. The discovery of a theft, loss, or a release (occupational exposure or release of an agent or
o toxin outside of the primary barriers of the biocontainment area) of a select agent or toxin is required to be
submission immediately reported. Registered entities report a theft, loss, or release through eFSAP.
O More user-friendly
O Faster processing Animal and Plant Health Inspection Service Centers for Disease Control and Prevention
1 Division of Agricultural Select Agents and Toxins Division of Select Agents and Toxins
O Easier to read 4700 River Road, Unit 2, Mailstop 22, Cubicle 1600 Clifton Road, NE, Mailstop H21-7
. Riverdale, MD 20737 Fax: 404-471-8375
faXI nNg Fax: 301-734-3652 Email: form3@cdc.gov

Email: DASAT@usda.gov

Guidance Document for the Completion of APHIS/CDC Form 3 B8 [PDF - 505 KE]

» Fillable PDF: APHIS/CDC Form 3 [ [PDF - 291 KB]
+ Print Only PDF: APHIS/CDC Form 2 B8 [PDF - 297 KE]

S



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

APHIS/CDC Form 3 Statistical Information

FSAP Release vs Loss Reports, 2020
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2018 RELEASES (193) 2018 LOSSES (8) 2019 RELEASES (219) 2019 LOSSES (13) 2020 RELEASES (158) 2020 LOSSES (13)
Report type
® Registered Entity (RE) * Non-registered entity (NRE)
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CDC Contact Information APHIS Contact Information
Division of Select Agents and Toxins Division of Agricultural
Select Agents and Toxins
404-718-2000
301- 851-2070

& @@ O
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