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TPOXX 
TPOXX Ordering and Reporting 
Dataset containing aggregate enrollment forms received data, by jurisdiction: what are expectations of jurisdictions? Is this actionable data? 
· A: Aggregate data will be available in Tiberius, but there will not be more granular data available. Aggregate data will be updated weekly. These data are being shared with ASPR to establish a baseline for courses used/needed in the jurisdiction 
· Q: Can jurisdictions receiving TPOXX directly have their (aggregate) data split from state level? 
Messaging and Communications: 
Please share more resources regarding information on development of viral resistance to TPOXX
Supply Chain and Planning Considerations 
Planning considerations for allocation to pharmacies as a way to increase reach and improve access to care, especially if MPX does not burn out quickly and becomes endemic 
TPOXX Distribution Models 
· Are jurisdictions having Emergency Departments and Urgent Cares give TPOXX sine the clinical outcome form is not required? 
· Salt Lake City: large healthcare provider is using affiliated urgent care clinics; providers are completing required paperwork and use telehealth as needed (initial visit and/or follow up)  
Administrative and Regulatory: 
Any updates on the EUA and being able to expand access to high-risk populations? 
· A: Since this is an asset from the SNS, providers need to have PREP Act coverage, and there are certain constraint with the PREP Act and the EA IND. 
· A: it will also be difficult to determine the true effectiveness of TPOXX in the current outbreak given regulatory concerns, so difficult to expand access knowing TPOXX is an investigational drug that has not yet been tested against monkeypox in human populations.  
Expectation to have 100% data for every patient treated will lead to access and equity issues as it may lead providers to be less willing to initiate treatment 
Providers have asked about the need to submit both the short form consent form and the written summary form – both of which require signatures. Providers who are doing telemedicine visits are having difficult in getting signatures on both. 
Having to actively track patient courses delivered and dispensed, then entering into HPOP is timely and a drain on staff time/resources. There have also been discrepancies with ordered amount vs received amount when tracking inventory with providers/facilities. Can the provider reporting option be turned on?
· A: in Tiberius, the provider reporting function will be on and active in the next week or so, but jurisdictions will have to make the decision to turn on and share information and education with providers (similar reporting mechanism to COVID therapeutics use reporting)
· A: Data from pre-HPOP orders and deliveries are available for jurisdictions to view in Tiberius 
Planned and Ongoing Studies 
Information on bridging the divide between experimental data form the field and active clinical trials in decision-making at the boots on the ground level? 
Update on PLATINUM and STOMP trials 
Viral Resistance
Are there planned updates and messaging around viral resistance? 
It seems like the CDC guidance has shifted from being more restrictive (for who qualifies for TPOXX; initially for hospitalized patients only) to less restrictive as a way to increase access to treatment.
· A: There have been changes made to improve access, but because TPOXX is under EA IND, difficult to expand eligibility for treatment. Improved access has been focused on the regulatory side by lessening the burden of paperwork and other reporting needs. The decreased hurdles (paperwork, etc.) may have lead to increased demand from providers for patients who may not be at high risk of severe illness (higher risk of severe illness for those with low CD4 counts, etc.), and may not benefit the most significantly from TPOXX treatment. Important to remember that, currently,  no data exists to support  TPOXX as an effective tool, in humans, against monkeypox so still trying to limit use regardless of supply.  









Vaccine Ordering & Reporting
Provider Agreement 
What are expectations for newly posted (22 August) Provider Agreement 
· A: Email guidance should go out (from CDC) by end of the week. There is no signature required for the agreement, but states will be asked to attest to sending out the agreement to all vaccine providers (ideally via email, with specific consideration/information included); if a provider is administering vaccine it is assumed that the provider is agreeing to language included in the agreement 
Planning for Micro Events: 
CDC is working on email to go to jurisdictions with details; the process will be similar to the process for large events, and jurisdictions will be asked to address/consider: education, resources, second doses, improving equity 
