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PurposePurpose

To discuss specific form changes and how we plan to 
implement the changes through training 



Why the Changes?Why the Changes?

• To adhere to the Office of Management and Budget forms 
process when making changes

• To streamline the collection of information

• To respond to audit recommendations and public comments 



APHIS/CDCAPHIS/CDC
Form NumbersForm Numbers

APHIS/CDC Form # Form Title
1 Registration For Possession , Use, and Transfer of Select Agents

and Toxins

2 Request to Transfer Select Agents and Toxins

3 Report of Theft, Loss, or Release of Select Agents and Toxins

4 Report of The Identification of a Select Agent or Toxin

5 Request for Exemption of Select Agents and Toxins for Public 
Health or Agricultural Emergency or Investigational Product



Registration for the Possession, Use and Transfer Registration for the Possession, Use and Transfer 
of Select Agents and Toxinsof Select Agents and Toxins

APHIS/CDC Form 1APHIS/CDC Form 1



APHIS/CDC Form 1APHIS/CDC Form 1
Section ChangesSection Changes

• Section 1 (1B, 1C) – Emergency contact information
• Section 3 – PI focus 
• Section 4 – DOJ Unique Identifier Number
• Section 5 – Requirements of the regulations  

(“ unchanging ” information)
• Section 6 – Biosafety and Laboratory Information 

( i.e. objective of work, maximum quantities, work related 
questions) 

























Request to Transfer Select Agents and ToxinsRequest to Transfer Select Agents and Toxins
APHIS/CDC Form 2APHIS/CDC Form 2



Changes to Changes to 
APHIS/CDC Form 2APHIS/CDC Form 2

• HHS-Office of Inspector General Audit:
− Requiring the recipient to submit the initial request
− Sender notified of the expected shipment date
− Verify if the shipment did not occur 

• Public Comments:
− Illegible forms caused by multiple faxing 
− Essential information needed for the form







Report of The Identification of a Select Agent or ToxinReport of The Identification of a Select Agent or Toxin
APHIS/CDC Form 4APHIS/CDC Form 4



Changes to APHIS/CDC Form 4Changes to APHIS/CDC Form 4

• Separate Sections based on purpose
− Diagnosis/Verification
− Proficiency Testing
− FBI Notification 

• Chain of custody concept
− The reference laboratory (laboratory that confirms the identification 

of the select agent) completes Section C for all entities who sent 
them the specimen or isolate. 

• “One case one form”
− Example: The case (e.g., patient) generates multiple specimens (e.g., 

tissue, fluid) and/or multiple specimen types that are cultured on 
various media (e.g., 15 blood agar plates) would be listed as 1 case 
with the information provided in block 15. 









Discussion of ChangesDiscussion of Changes

• Theft, Loss or Release of Select Agent and Toxins
(APHIS/CDC Form 3)

• Request for Exemption of Select Agents and Toxins 
for Public Health or Agricultural Emergency  or 
Investigational Product

(APHIS/CDC Form 5)



TrainingTraining



Training on Forms and ProcessesTraining on Forms and Processes

• Development of a web-based training module

• Internal and external training



Questions?Questions?
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