


ARSTF Workgroup Charge: Breakpoints and Data Suppression Workgroup

Goal:
Workgroup will seek to implement the assigned ARSTF recommendations related to data suppression and breakpoints.

Background:
There still appears to be a significant number of laboratories who do not use the current CLSI breakpoints, despite FDA actions to facilitate rapid and consistent uptake. In reporting of Antimicrobial Susceptibility Test (AST) data, significant proportion of laboratories send only an interpretation (e.g., “R” resistant, “S” susceptible) and not quantitative data (e.g., Minimum Inhibitory Concentration - MIC). This makes it difficult to compare data across reporters, especially when breakpoints are not consistent or up-to-date. Additionally, a significant amount of AST data is suppressed. An assessment the ARSTF conducted in Spring 2018 suggests that 1/3 of test results have some of the AST results suppressed and that approximately half of suppression is done by the testing equipment and half by the Laboratory Information System (LIS). The assessment suggests that valuable surveillance information is lost when antimicrobial resistance findings are suppressed, but acknowledges that suppression may be implemented to support antimicrobial stewardship to prevent the provision of results that are of questionable reliability or usefulness. However, in general, better access to suppressed data could be very helpful to both infection control professionals as well as epidemiologists for tracking emerging resistance. More assessment and study of these complex issues with import for clinicians and public health AR programs could clarify these issues and should be pursued.

 Related Year 2 Recommendations:

· Breakpoints, Recommendation 1: Encourage the adoption of the President’s Advisory Council – Combatting Antibiotic Resistant Bacteria (PAC-CARB) recommendation that the use of the most up-to-date breakpoints be a Clinical Laboratory Improvement Act (CLIA) requirement.
· Data Suppression, Recommendation 1: Gather more information on why susceptibility data are suppressed, how data suppression may be helpful or harmful to encourage appropriate antimicrobial usage, and implications for clinical and public health interventions. Gather a list of expert rules from instrument manufacturers. Evaluate how those rules would impact public health surveillance data. This evaluation should include assessment of the impact of data suppression on public health reporting of AR resistant pathogens, in antibiograms for antimicrobial stewardship (AMS). Assess the effect of data suppression rules on the availability and usefulness of resistance data on the data currently reported via the National Healthcare Safety Network (NHSN) antimicrobial use and resistance (AUR) module.
· Data Suppression, Recommendation 2: Develop guidance for laboratories on how to approach de-suppression of data for public health purposes (e.g. CLSI M39). Include recommendations on how to apply suppression rules for public health surveillance to de-suppress appropriately.
Stakeholders: 
APHL, CDC (NHSN), Lab instrument manufacturers, LIMS vendors, state lab and clinical lab directors, state AR programs, WHONET

Membership:
Workgroup membership is expected to consist of 10-15 members, which will be made up of Task Force members and subject matter experts and representatives of the lead organization and stakeholder organizations. Additional subject matter experts may be invited to discussions as relevant and necessary without having to commit to full workgroup involvement. The workgroup will be staffed by ARSTF staff, who will handle logistics as specified below.  One member of the group will be designed as the “Chair.” If deemed necessary, a co-chair may also be appointed.

Roles:
1. ARSTF staff will:
a. Schedule and host workgroup calls, disseminate communications and call materials, manage workgroup roster
b. Provide note-taking support for workgroup calls, as available 
c. Assist with development of workgroup deliverables
2. Chair will:
a. Work with ARSTF staff to facilitate and set agendas for workgroup calls
b. Review and comment on draft documents
c. Provide leadership for driving the workgroup forward in its goals
d. Report on workgroup progress to the full ARSTF and Core Group as needed
3. Workgroup members will:
a. Attend and actively participate in workgroup calls
b. Review background and briefing materials as needed
c. Review and comment on draft documents

Deliverables:
1. Workup Chair will intermittently provide updates on ARSTF Core Workgroup call
2. Contribute to Final ARSTF Report in June 2019 with any relevant information about workgroup activities
a. Progress on workgroup activities
b. Recommendations for next steps
3. Any additional deliverables that emerge through workgroup discussions that the Chair and members find valuable to pursue.

Timeline:
Workgroup deliverables should be completed by a tentative deadline of July 31, 2019. 
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