Change Request

Public Health Laboratory Testing for Emerging Antibiotic Resistance and Fungal Threats 
(OMB No. 0920-1310, Exp. Date 12/31/2027)


Summary
The proposed changes to the [NCEZID] Public Health Laboratory Testing for Emerging Antibiotic Resistance and Fungal Threats package are wording changes to two existing data collection forms related to antimicrobial testing, including a monthly report form and a form used to signal alerts. Changes enhance the clarity of questions and remove questions that are no longer relevant (Attachment 3b and 3c).

Attachments
1. Attachment 3b_AR Lab Network Monthly Data Report Form for Carbapenemase_producing Organisms
1. Attachment 3c_AR Lab Network Alert Report Form for Carbapenemase-producing Organisms
Effect of Proposed Changes on Currently Approved Instruments 

	Attachment 3b AR Lab Network Monthly Data Report Form for Carbapenemase_producing Organisms


	Type of Change 
	Itemized Changes / Justification 
	Impact to Burden 

	Removal
	Data elements and definitions: 
1. WGS_Metadata – any data associated with the WGS isolates

Justification: No longer needed for collection from jurisdictions. This can now be accessed with the wgs_srx data element added below and helps reduce reporting burden.
	Decrease in burden 

	Addition
	Data elements and definition 
1. wgs_srx - NCBI SRA Experiment Accession number (SRX#), is one of the IDs generated by NCBI when public health labs upload whole genome sequence data to NCBI. This provides access to both the sequence data and metadata connected with the isolate and serves as the link between sequencing data and phenotypic data generated for each isolate.  
2. wgs_status - Lab assigned sequencing status based on performance criteria, de-duplication criteria, or quality control criteria. This serves as the link between sequencing priority categories and sequencing data availability for the isolate.  

Justification: Whole Genome Sequencing data elements were added to better link to NCBI database to help reduce reporting burden on jurisdictions. 
	Increase to burden 

	Revision
	Data element name (wgs_srr)  and definition (wgs_id)
1. wgs_srr- NCBI SRA Run Accession number (SRR#), is one of the IDs generated by NCBI when public health labs upload whole genome sequence data to NCBI. This provides access to both the sequence data and metadata connected with the isolate and serves as the link between sequencing data and phenotypic data generated for each isolate.  
2. wgs_id - Lab assigned Sequence ID: this is the HAI WGS ID used by the lab to upload the sequencing data to the national repositories (e.g., NCBI Gene Bank, PubMLST). This provides access to both the sequence data and metadata connected with the isolate and serves as the link between sequencing data and phenotypic data generated for each isolate.  
Justification: Language of existing data elements were modified to better reflect what jurisdictions should submit.
	No change in burden

	Renumbering 
	Data elements and definition
1. wgs_date_id_created - Date the WGS ID was created   
2. wgs_date_put_on_sequencer - Date the sample was placed on the sequencing instrument   
3. wgs_date_sent_to_seqfac - Date the sample was sent to the core sequencing facility within the PHL   
Justification: Existing data elements were renumbered to another section of the data collection instrument. Content remains the same but numbering is changed for better flow .
	No change to burden

	Attachment 3c AR Lab Network Alert Report Form for Carbapenemase-producing Organisms

	Removal
	Questions
1. Was this pan resistant? (not-susceptible to all drugs tested thus far)
2. Species
3. mCIM or Carba-NP results?
4. MBL screening method and result
5. KPC Result
6. NDM Result
7. OXA-48 Result
8. OXA-23, -24/40, 58-like Result
9. VIM Result
10. IMP Result
11. Which method(s) was used to test IMP?
12. By which method was IMP positive?
13. mcr-1 Result
14. mcr-2 Result
15. Other genes detected
16. Other genes detected, specify
17. Description of AST for the isolate?
18. Description of carbapenemase genes found via sequencing the isolate
19. AST file from submitting lab
20. AST from submitting clinical lab 
21. AST from public health lab 
22. Which method was used to conduct AST at Public Health Laboratory?
23. AST result for Amikacin
24. AST result for Ticarcillin/clavulanic acid constant 2
25. AST result for Cefepime
26. AST result for Piperacillin/tazobactam constant 4
27. AST result for Trimethoprim/sulfamethoxazole
28. AST result for Gentamicin
29. AST result for Cefepime
30. AST result for Tobramycin
31. AST result for Levofloxacin
32. AST result for Doxycycline
33. AST result for Ciprofloxacin
34. AST result for Doripenem
35. AST result for Colistin
36. AST result for Polymixin B
37. AST result for Ceftazidime
38. AST result for Cefotaxime
39. AST result for Ertapenem
40. AST result for Imipenem
41. AST result for Cefazolin
42. AST result for Ceftriaxone
43. AST result for Amoxicillin/Clavulanic acid
44. AST result for Ampicillin
45. AST result for Nitrofurantoin
46. AST result for Moxifloxacin
47. AST results from Regional lab
48. This isolate is supplementary testing and was not a direct request for ExAST.
49. Record ID from New Drug Susceptibility Database
50. Name of submitting laboratory
51. Name of healthcare facility of origin
52. Zipcode of healthcare facility of origin
53. MIC Value for Ceftazadime-Avibactam from HP Printer
54. Interpretation for MIC value for Ceftazidime/Avibactam from HP Printer
55. MIC value for Aztreonam from HP Printer
56. Interpretation for MIC value for Aztreonam from HP Printer
57. MIC value for Aztreonam-Avibactam
58. MIC value for Aztreonam-Avibactam-Ceftazidime
Justification: These data elements associated with specific alerts for CPOs are no longer needed for collection from jurisdictions. These removals reflect methodological updates to the types of tests needed, including for drug susceptibility testing. 

	Decrease in burden 

	Addition
	Questions
1. Was the correct Data Access Group (DAG) assigned for this alert?  
2. Original submitting State Laboratory ID   
3. Origin of specimen  
4. Was any laboratory testing performed at a clinical laboratory?  
5. Which results were generated by a clinical laboratory?
6. Patient age in years, if patient is equal or greater than 1 year 
7. Patient age in months, if patient is under 1 year of age 
8. Patient sex at birth
9. Broad phenotypic carbapenemase detection result (i.e. mCIM, CarbaNP) 
10. Which molecular or phenotypic mechanism method was used for gene/enzyme detection? 
11. If other molecular mechanism method, please specify 
12. Which gene/enzyme was detected?
13. Is this isolate undergoing whole genome sequencing (WGS)? 
14. If yes, was this isolate sequenced as part of a suspect outbreak investigation? 
15. If yes, what is the HAI WGS ID associated with the isolate? 
16. If yes, what is the NCBI HAI-SEQ ID associated with the isolate? 
17. Which method was used to conduct AST? 
18. If ‘other’ AST method was used, please specify
19. AST result for Cefiderocol 
20.  AST result for Sulbactam/Durlobactam (CP-CRAB only)  
Justification: Data elements for alerts were added to: 1) better track specimens and improve demographic data; 2) revise the list of antibiotics included for antimicrobial susceptibility testing, and 3) include whole genome sequencing elements due to increased use of this testing.
	Increase in burden

	Revision
	Questions
1. Patient age
2. Genera and Species
3. AST result for Ampicillin/Sulbactam (CP-CRAB only)
4. AST result for Aztreonam/Avibactam
5. AST result for Meropenem (CP-CRAB only)
Justification: Language of existing data elements were modified to better reflect what jurisdictions should submit, including antibiotics used for antimicrobial susceptibility testing.
	No change to burden

	Renumbering
	Questions
1. AST result for Ceftazidime/Avibactam 
2. AST result for Ceftolozane/Tazobactam
3. AST result for Imipenem/Relebactam
4. AST result for Meropenem/Vaborbactam
Justification: Existing data elements that were renumbered to another section of the data collection instrument (content remains the same but numbering is changed for better flow).
	No change to burden 



Change in Annualized Burden Hours 
Attachment 3b (Monthly Data Report) has no overall change to burden as there is a net change of 1 question being added. 
Attachment 3c (Alert Report) will have an overall decrease of 203 burden hours. In the current package, 57 respondents complete Attachment 3c approximately 214 times a year, dedicating about 3 minutes to each response. This totals 610 burden hours for the year. As a result of the reduced number of questions, the 57 respondents will still complete the form 214 times a year, but with an average response time of 2 minutes. In total, this will be 407 burden hours for the year, reducing the burden by 203 hours.

Estimated Burden Hours
	AR Lab Network Monthly Data Report Form for Carbapenemase-producing Organisms
	Unchanged
	74214
	24738

	
AR Lab Network Alert Report Form for Carbapenemase-producing Organisms
	Decrease
	12198
	407



