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Disclaimer: This guide is provided for informational purposes only and serves as a general suggestion on how to apply for the 
relevant permit. It is not intended as legal advice or a substitute for professional consultation. All legal and regulatory 
responsibilities, including compliance with applicable laws and regulations, remain solely with the institution or individual 
applying for the permit. 

  
Purpose: 
Complexity around FDA requirement for QC strains with Imipenem/ Relebactam (IPR)-  
The calling range of IPR is 0.25-16 for the VITEK® 2 test. BioMérieux has 2 routine QC strains in the package insert for IPR: 

• BAA 1705 QC range would be off scale low at <=0.25 (its CLSI range is 0.03-0.25) 
• BAA 2814 QC range would be potentially off scale at <=0.25-0.5 (its CLSI range is 0.06-0.5).  So results could be off 

scale as well. 
• The FDA requires a completely on-scale strain to receive clearance. The selected strain meeting this requirement 

during development of the cards was BAA 3144. 

Specific need of Vet permit as per USDA- 
Per USDA and ATCC requirements, customers must obtain a Vet permit (VS-06) to receive BAA 3144. Although sites wanting 
the ATCC strain are clinical sites, the strain, P. aeruginosa., is a human and animal pathogen, hence the reason for the USDA 
permit. 
 
Obtaining a USDA VET Permit: 
Visit the USDA.gov website’s Veterinary Services Permitting Assistant: 

https://efile.aphis.usda.gov/s/vs-permitting-
assistant?_gl=1*cwshqb*_ga*MjEwNTMxNzU3Mi4xNjg0MTU1Nzg0*_ga_NRK0CEY9GC*MTY5MDkyMDc5NS4yMDIuMS4xN
jkwOTI1MTU2LjAuMC4w 
Or search for USDA Veterinary Services Permitting Assistant in your search engine.  The webpage should looks like this: 
 
 
 
 
 
 
 
 
 
 
 
 
  

VITEK QC ORGANISM:  
ATTC BAA 3144 PERMIT GUIDE 

 

https://efile.aphis.usda.gov/s/vs-permitting-assistant?_gl=1*cwshqb*_ga*MjEwNTMxNzU3Mi4xNjg0MTU1Nzg0*_ga_NRK0CEY9GC*MTY5MDkyMDc5NS4yMDIuMS4xNjkwOTI1MTU2LjAuMC4w
https://efile.aphis.usda.gov/s/vs-permitting-assistant?_gl=1*cwshqb*_ga*MjEwNTMxNzU3Mi4xNjg0MTU1Nzg0*_ga_NRK0CEY9GC*MTY5MDkyMDc5NS4yMDIuMS4xNjkwOTI1MTU2LjAuMC4w
https://efile.aphis.usda.gov/s/vs-permitting-assistant?_gl=1*cwshqb*_ga*MjEwNTMxNzU3Mi4xNjg0MTU1Nzg0*_ga_NRK0CEY9GC*MTY5MDkyMDc5NS4yMDIuMS4xNjkwOTI1MTU2LjAuMC4w
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1.) Select the following options in the Step 1 Menu: (Make sure you select Organisms & Vectors) Click “Search” when you 
have filled out all of the fields 

 

 

 

 

 

 

 

 

 

 
2.) Add the material in step 3 of the Menu (Interstate Travel does not require step 2) 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

  

Make sure to “Select” the Pseudomonas 
aeruginosa Live Isolate, the icon will turn red 
if you selected it correctly 
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3.) Enter your email and click send – this will send the application to complete the permit through the USDA system.  If you 
already have an account, proceed to Log-In and complete the application online.  The approval process times may vary 
pending the USDA.  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

4.) Refer to the APHIS eFile Guidance for Submitting a VS 16-3 Permit Application if you have any questions regarding the 
application process (separate document): 
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5.) Once you are logged in, you will be able to see the permit application, it should be in “Draft”.  Click on “Go to Draft” to 
complete more information on the application 

 

 

 

 

 

 

 

  

 

 

 

6.) For the “Responsible Party” section, please fill out your institution’s responsible party.  This person will be responsible for 
the permit (permittee).  Please refer to your institution’s guidelines for the responsible party 

 

 

 

 

 

 

 

 

 

 

 

  

Fill this information out according to your 
institution’s guidelines 
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7.) For the “Exporter” section, please list the ATCC organization.  You can add the ATCC organization by clicking “Create New 
Contact” and entering the information 

  

This is the information you can use for the 
ATCC when creating a contact: 
(Please adhere to your institution’s 
guidelines for permit application and 
creating the ATCC contact information) 
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Click “Save and Next” once you have the ATCC as an Exporter Contact 
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8.) For the “Material” Section, if you are using this organism for the QC of VITEK 2 Cards, please fill out the sections as follows.  
If the organism will be used for other purposes, please fill out the sections according to your institution’s guideline and 
procedures: 

 

 

 

 

 

 

 

 

 

 

 

 

  

Suggested wording 
only, please fill out 
according to your 

institution’s guidelines 
and protocols 



Page 8 of 10 

 

P I O N E E R I N G  D I A G N O S T I C S  

 
©2024 bioMérieux, Inc.• BIOMÉRIEUX, the BIOMÉRIEUX logo, PIONEERING DIAGNOSTICS, and VITEK are used pending and/or registered trademarks belonging to bioMérieux, or one of its 
subsidiaries, or one of its companies • Patents: www.biomerieux-usa.com/patents •September 2024 • Do not litter • PRN: 069118 Rev0.2A 

9.) The following portions of the application will need to be filled out according to your institution:  
  

The attachment will be the information 
provided by ATCC for BA3144 (product 
Sheet) – See next page 
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10.) Upload any materials your institution requires, or that you feel would help USDA understand the permit you are applying 

for.  This may include the package inserts for the VITEK 2 GN AST Cards you plan on using that require the organism, the 
SDS from ATCC, and any protocols your hospital has regarding the QC Testing of VITEK 2 Cards requiring the proper 
organism. 

  

This is the ATCC website for BAA 3144 
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11.) Once you are done, you can review and submit your application after processing the payment.  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
12.) After completing payment, wait for the permit to be approved.  Once it has been approved, you can use it to purchase 

the ATCC BA 3144 organism from the ATCC (Refer to ATCC instructions when ordering the organism) 


