ARSTF Work Group 2: Data Suppression and Breakpoints
April 25, 2019 | 12:00pm – 1:00 pm EST
[bookmark: _GoBack]Audio of the call can be accessed here.

Minutes
Members on the call: Emily Craig, Alex Daniels, Julian Grass, Janet Hindler, Sopheay Hun, Wes Kennemore, Megin Nicols (LEAD), Nikki Marchan, Richard Melchreit, John Stelling, Randy Turner, Jean Whichard, Hsiu Wu

1. Review of minutes.
a. Minutes will be uploaded to Basecamp. If a workgroup member was present on the call but their name is not in the minutes please inform Nikki as the members on the call is one of the markers we need to keep track of.  
2. Discussion of Breakpoints, Recommendation 1 and next steps
a. “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.”
b. In the November 2018 Clinical Laboratory Improvement Advisory Committee (CLIAC) Summary Report made the following recommendations: 
i. In support of antibiotic stewardship efforts by the president’s advisory council and others, CLIAC recommends that CMS require that clinical laboratories, in a timely fashion (e.g. within at most one year) and using reasonable effort, convert to contemporary antimicrobial resistance breakpoints in accordance with manufacturer’s instructions.
ii. Recognizing the urgency imposed by the pace of emerging antimicrobial resistance, CLIAC recommends that the FDA update existing guidance to prioritize manufacturers’ timely integration of updated antimicrobial susceptibility breakpoints.
c. These recommendations fulfill ARSTF WG 2’s Breakpoints Recommendation 1. However to provide a complete overview of this activity, staff will reach out to CLIAC members to inquire the details surrounding the next steps, contacts at FDA/CMS, and what the current status is. From there we can reach out to FDA/CMS and include our findings in the ARSTF report.
3. Discussion of crafting scenarios in order to create communication tool for vendors
a. Two real-life results of data suppression include:
i. If some data that would be used to develop an antibiogram is suppressed then the antibiogram will be biased. 
ii. Many selective suppression rules involved suppressing the broader spectrum drugs but if an organism is resistant to the broader spectrum and susceptible to the narrow spectrum drugs it should be reported to better inform next steps.
b. Not all laboratories test the same drugs so it might be interesting to develop a core set of drugs that public health can state is important to test and report routinely; “Key Bug-Drug Combination List”
c. Staff can create a draft list to bring back to the workgroup. We can then discuss if the combinations are relevant to public health and include annotations on the rationale. 
i. M100 Table 1A (Group A/B Drugs), The AR Threat Report and cross-list that to see if those are reserved drugs that are not reported routinely. 
d. Big over-arching question is what does Public Health need to be de-suppressed or made available, to whom and to what purpose? Data analysts should have access to all the data and then there should be a controlled trickle-down effect (what do clinicians see, what pharmacists see, etc.).Some the reasons the data is needed include:
i. Reporting of required pathogens (CRE, MRSA, VRSA, etc.). This can be accomplished via tweaking suppression rules, though labs would have to know how to do that.
ii. Needing everything clinically relevant to create antibiograms. An example of a consequence would be more increased amikacin resistance than gentamicin
iii. Using multi-resistant phenotypes as a phenotypic tool for tracking strains. This would require access to the data of a core set of drugs for comparison.
4. Randy Turner regarding bioMerieux expert rules 
a. The information discussed on this call can be used to develop a resource for manufacturers and clinical laboratories performing their own local programming and accessing information off the device and through their LIMS so everyone can understand where Public Health is coming from and plan accordingly. 
b. Randy can guide us through the Vitek 2 suppression rules, including how it is set-up and what combinations are suppressed. 
i. Though the Vitek 2 can send information to the laboratory information system with a suppression flag many laboratorians are unaware of this and how to access that data. Therefore there needs to be a way to make laboratorians aware of the feature, make sure IT has the documentation to know the strategy, and ensure it gets on the priority list for the lab IT to implement. The mechanics are already in place for this to happen.  
ii. Time-wise, it is an easy fix to change the interface and get data from the device. The more difficult part is LIS analysis (i.e. locating the flag) and acting on it when reporting. But those considerations should be weighed against the potential detriments. 
5. Speakers for future calls
a. Randy Turner (1st half of next call)
b. CLIAC members (invited)
c. Hsiu Wu (May 23rd teleconference)
6. Action Items
a. Staff will invite Collete Leaumont Fitzgerald and Jean Patel to a future call to discuss status of the adoption of the breakpoint recommendations.
b. Nikki, Rich and Megin to develop a draft “Key Bug-Drug Combination List”
7. Adjourn

