Online Data Supplement 3. Facilitated Discussion #1 Playbook for COVID-19 Vaccination

Introduction

PANRx 2019 – Part 2 is a functional exercise designed for players to exercise activation of the existing the Washington Statewide Pharmacy‐Local Health Jurisdiction Memorandum of Understanding (MOU).

This Exercise Plan is produced by the University of Washington School of Pharmacy (UWSOP) with the input, advice, and assistance of the Washington State Pharmacy Association (WSPA) and Fred Hutch (“Hutch”). This Plan provides guidance for this pandemic functional exercise.  It is an unclassified exercise, intended for the use by participants.

The exercise will be conducted on Thursday, July 9, 2020 starting at 9:00 am PT. Exercise play is scheduled for up to 2 hours.  At a mutually agreed upon time among participants, the study team will schedule a facilitated debriefing with participants after the exercise is completed.

Drs. Jennifer Bacci (UW), Jenny Arnold (WSPA), and Parth Shah (Hutch) are leading the planning, with input from Drs. Bryan Weiner (UW) and Andy Stergachis (UW).  Lessons learned from this exercise will assist pharmacy and public health stakeholders to implement COVID-19 vaccination in community pharmacies in Washington State.

Background

Washington Statewide Pharmacy‐Local Health Jurisdiction Memorandum of Understanding

In Washington, pharmacists and pharmacies play a vital role in preparedness and response to pandemics and other public health emergencies and serve as a model of pharmacy and public health collaboration for the nation. With the assistance of the Washington State Department of Health (DOH) and the WSPA, local public health departments partnered with many pharmacies under the Washington Statewide Pharmacy‐Local Health Jurisdiction MOU. This MOU is designed to use the existing pharmacy infrastructure to address the health and medical needs of affected populations during a public health incident, emergency, or disaster. The MOU is supported by an Activation Plan. The types of assistance that public health agencies may request from pharmacies through the MOU include, but not limited to, dispensing medications, administering immunizations, providing pharmacy human resources and general or targeted communication with the public. 

SARS-CoV-2 

SARS-CoV-2 is a novel coronavirus that causes coronavirus disease 2019 (COVID-19). SARS-CoV-2 can produce mild to severe illness in infected individuals presenting 2-14 days after exposure to the virus. COVID-19 symptoms include cough, shortness of breath or difficulty breathing, fever, chills, muscle pain, sore throat, ageusia (loss of taste), or anosmia (loss of smell). On March 11, 2020, the COVID-19 outbreak was characterized as a pandemic by the World Health Organization (WHO) signifying a worldwide spread of this new disease.

There are currently no vaccines approved for the prevention of COVID-19; however, there are several vaccine candidates currently in different stages of development. As of June 22, 2020, 13 candidate vaccines in clinical evaluation and 129 candidate vaccines in preclinical evaluation. Candidate vaccines in clinical evaluation include non-replicating viral vector, nucleic acid (RNA and DNA), inactivated virus, protein subunit vaccines. 

Operation Warp Speed (OWS), a partnership between the Department of Health and Human Services and Department of Defense, is the national program to accelerate the development, manufacturing, and distribution of COVID-19 vaccines, therapeutics, and diagnostics (medical countermeasures). OWS aims to deliver 300 million doses of a safe, effective vaccine for COVID-19 by January 2021. In June 2020, OWS named five vaccine candidates as the most likely to produce a viable vaccine in a record-breaking timeframe. The five vaccines include Moderna’s mRNA1273, AstraZeneca and Oxford University’s AZD1222, a Johnson & Johnson vaccine candidate; a Merck vaccine candidate; and Pfizer and BioNTech's BNT162.

Scope 

This facilitated discussion is focused on the COVID-19 pandemic in Washington State. The scenario, which builds upon the scenario from PANRx 2019 – Part 1, was designed to simulate activation of the MOU for COVID-19 vaccination in community pharmacies.  Furthermore, the scenario was designed to simulate the occurrence of events over several days and weeks.  This functional exercise will focus on the overall response and decision-making process.

Exercise Objective

The overall objective of this facilitated discussion is to increase community pharmacies’ readiness to provide COVID-19 vaccination in the instance of MOU activation through adaptation of the MOU Activation Plan to the context of the current COVID-19 pandemic.  The exercise will serve to:
1. Review the elements of the MOU and what to expect among stakeholders should the MOU be activated for COVID-19 vaccination.
2. Describe likely roles and responsibilities during pre-, during-, and post-activation of the MOU by WSPA, DOH, local health departments, community pharmacies, and other stakeholders for COVID-19 vaccination.
3. Describe how communications are expected to occur pre-, during-, and post-activation of the MOU by WSPA, DOH, local health departments, and community pharmacies for COVID-19 vaccination.
4. Identify tasks, resources, and possible next steps needed to assist community pharmacies in implementing COVID-19 vaccination in the instance of MOU activation.

Target Capabilities

The following core capabilities, as identified by the National Preparedness Goal, Department of Homeland Security, are proposed for this functional exercise:
· Operational Communications
· Screening and Detection
· Mass Care Services
· Logistics and Supply Chain Management




Roles and Responsibilities

The following are the categories of participants involved in this exercise; note that the term “participant” refers to all categories listed below not just those playing in the exercise:

1. Controllers. Controllers set up and operate the exercise site, plan and manage exercise play, and act in the roles of response individuals and agencies not playing in the exercise. Controllers direct the pace of exercise play and routinely include members from the exercise planning team. They provide key data to players and may prompt or initiate certain player actions to ensure exercise continuity. 

1. Players. Players are personnel from participating organizations who have an active role in responding to the simulated emergency and perform their regular roles and responsibilities during the exercise. Players initiate actions that will respond to and mitigate the simulated emergency. 

1. Evaluators. Evaluators evaluate and provide feedback on a designated functional area of the exercise.

1. Observers. Observers visit or view selected segments of the exercise. Observers do not play in the exercise and do not perform any control or evaluation functions.

Assumptions

The following assumptions apply to this scenario. These are listed so that effort and discussion can be directed at the scenario:

· [bookmark: _Hlk45093913]Safe Delivery of Vaccination Services: The potential for asymptomatic transmission of SARS-CoV-2 requires applying infection prevention practices to encounters with all patients, including encounters for vaccinations. Assume pharmacies will be required to follow the Centers for Disease Control and Prevention (CDC)’s CDC’s Guidance for Immunization Services During the COVID-19 Pandemic.

· Personal Protective Equipment (PPE): Pharmacies will be required to utilize PPE as recommended by the CDC and Occupational Safety and Health Administration (OSHA). Recommendations will include gloves and facemasks at minimum but may also include respirators (N-95 or higher) and face shields. For vaccination to be operationalized, PPE will need to be reliably sourced. Assume that all appropriate PPE will be available to the pharmacy staff.

· Vaccination Materials: The availability of vaccination materials must also be sufficient for implementation of vaccination in pharmacies. Assume that appropriate supplies can be sourced for the purposes of this exercise. 

· Vaccination Priorities:  Due to limited, initial supply of the vaccine, priority populations will need to be identified and communicated.  Assume pharmacies are provided with guidance on priority populations for vaccination that are consistent across the state.

· Payment: Assume LHJs shall provide the vaccines administered by the pharmacy as specified in the MOU at no cost to the pharmacy.  Pharmacies shall charge for administration at a rate  not to exceed the lesser of that reimbursed by the Medicare Part B schedule, or emergency federal or state current guidance at the time. Administration fees may be billed to insurance carriers or to patients. Pharmacies may waive charging an administrative fee for un- and under-insured patients. 

· Vaccines for Adults (VFA) requirements: It is unknown if the CDC will require vaccinators to meet VFA program requirements at this time. For this exercise, assume digital data loggers or remote monitoring, National Institute of Standards and Technology (NIST) Certified Thermometers, commercial refrigerators, and a state vaccine agreement will be required. 

· Vaccine Reporting: Assume reporting of all SARS-CoV-2 vaccines to the Washington Immunization Information System (WA IIS) will be required. 

Rules of Conduct

The following rules of conduct apply:

· This discussion will be conducted in a no-fault learning environment, wherein systems and processes, not individuals, are evaluated.

· This discussion will be conducted in a collaborative environment wherein the focus is on public health and community pharmacy’s role in responding to a pandemic.

· Players are not expected to and should not provide any proprietary information.  Further, this facilitated discussion will be conducted in accordance with the antitrust laws of the United States.

Exercise Scenario 

All spoken and written exercise communications will start and end with the statement, “This is an exercise.”

May 4, 2020

Data and epidemiological modeling predict that Washington State has passed the peak number of cases of the virus’ progression in the state.  This decline is credited to the mandatory social distancing practice and prohibitions put in place. Governor Jay Inslee signed Proclamation 20-25.3 announcing “Safe Start Washington,” a phased plan for re-opening Washington’s economy. The plan involves assessing COVID-19 activity in the state along with health care system readiness, testing capacity and availability, case and contact investigations, and ability to protect high-risk populations. Testing capacity and availability is defined as the ability for everyone with COVID-19 symptoms and those with high-risk exposures to be tested immediately using a polymerase chain reaction (PCR) test and rapidly receive test results as measured by:
· Geographic distribution of testing sites and ability to serve the entire population;
· Number and capacity of laboratories in Washington performing COVID-19 testing;
· Availability of sufficient swabs, viral transport media, lab reagents, and other materials required for COVID -19 testing; and
· Number of tests performed per day.

May 8, 2020

The FDA issues an Emergency Use Authorization (EUA) for a rapid antigen COVID-19 diagnostic assay. Under the EUA, the test is indicated for qualitative detection of the nucleocapsid protein antigen from SARS-CoV-2 in nasopharyngeal (NP) and nasal (NS) swab specimens directly or after the swabs have been added to the viral transport media from individuals who are suspected of COVID-19 by their healthcare provider. Authorized laboratories include laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet the requirements to perform high, moderate, or waived complexity tests. The test is authorized for use at the Point of Care (POC), i.e., in patient care settings operating under a CLIA Certificate of Waiver, Certificate of Compliance, or Certificate of Accreditation.  The test provides results in 15 minutes.

June 26, 2020

The Local Health Officers for all Local Health Jurisdictions (LHJs) in Washington State have determined they need to increase antigen testing capacity and availability to remain in compliance with “Safe Start Washington.” Public Health – Seattle & King County and Spokane Regional Health District have notified the Department of Health (DOH) of their intention to activate the Washington Statewide Pharmacy-Local Health Jurisdiction Memorandum of Understanding (“MOU”) requesting local community pharmacies serve as public testing sites. The DOH contacts the Washington State Pharmacy Association (WSPA) staff to coordinate activation of the MOU with pharmacies.   

[bookmark: _Hlk45093864]A Few Months Later

Two vaccines for COVID-19 have now been authorized for use and manufactured in sufficient quantities to be distributed by the CDC. Both vaccines are administered intramuscularly. One vaccine requires one dose while the other vaccine requires two doses. 

The CDC has also released a COVID-19 Pandemic Immunization Plan indicating priority populations and general practices for the safe delivery of vaccination services to minimize chances for asymptomatic transmission of COVID-19. Public Health – Seattle & King County and Spokane Regional Health District have notified the DOH of their intention to activate the MOU requesting local community pharmacies serve as public vaccination sites. The DOH contacts the WSPA staff to coordinate activation of the MOU with pharmacies.   

Scenario Assessment/ Discussion Questions

1. How is your pharmacy currently approaching vaccine administration during the COVID-19 pandemic?
Probes:
a. Are you continuing to provide vaccines?  If so, are you providing all or specific vaccines?
b. Are you accepting walk-ins or scheduling patients?
c. Are you screening patients for COVID-19 symptoms?
d. What personal protective equipment is your staff currently utilizing for vaccine administration?
e. Are you currently utilizing or planning to utilize technicians for vaccine administration?

2. What is your pharmacy’s capacity to administer high-demand vaccines?  
Probes:
a. How many flu vaccines can your highest performing pharmacies administer in one day during flu season?
b. Think back to your experiences with the H1N1 vaccine and recombinant herpes zoster vaccine (Shingrix©). What are your lessons learned for providing vaccines that have high demand and limited availability? 
c. How does your pharmacy identify patients that are prioritized for a specific vaccine?

3. How have you managed follow-up for vaccines that require multiple doses? 
Probes:
a. Which follow-up strategies have you found to work well?
b. Which follow-up strategies have you found to not work?

4. Who are the key people within your pharmacy who will lead implementation of COVID-19 vaccination once the MOU is activated? What information would your pharmacy organization require from your LHJ upon MOU activation? When and how would like to receive this communication? [Operational Plan Link: Communications] [PRISM Link: Program – organizational perspective]
Probes:
a. Is this the person whom WSPA should reach out to for planning and communication? [CFIR Link: Process, Formally Appointment Internal Implementation Leaders]
b. How do you typically disseminate information within your organization?  What are the typical communication channels? Which communication methods work most efficiently within your organization? [CFIR Link: Inner Setting, Networks & Communications]

5. Who are the key people within the DOH/LHJ(s) who will lead MOU activation for COVID-19 vaccination? What information would the DOH/LHJ require from pharmacy organizations upon MOU activation? [Operational Plan Link: Communications] [PRISM Link: Program – organizational perspective]
Probes:
a. How do you typically disseminate information within your organization? What are the typical communication channels? [CFIR Link: Inner Setting, Networks & Communications]
b. How do you typically disseminate information between DOH and LHJ(s)? What are the typical communication channels? [CFIR Link: Inner Setting, Networks & Communications]

6. How would you implement COVID-19 vaccination at your pharmacy/pharmacies? [Operational Plan Link: Technical Assistance] [PRISM Link: Program – organizational perspective]
Probes:
a. Describe how you would plan to implement COVID-19 vaccination. What role would an implementation plan play during implementation? [CFIR Link: Process, Planning]
b. How well does COVID-19 vaccination fit with existing work processes and practices in your organization?  How will vaccination be integrated into current processes?  Will vaccination replace or complement current processes? [CFIR Link: Inner Setting, Implementation Climate, Compatibility]
c. What are barriers to vaccination at your pharmacy/pharmacies? How could these be addressed?
d. What facilitators or supports for vaccination exist at your pharmacy/pharmacies? How could these be leveraged or expanded?
e. How would implementation look different for a one dose vaccine versus a two-dose vaccine?

7. What resources need to be in place to support implementation of COVID-19 vaccination at your pharmacy/pharmacies? [Operational Plan Link: Technical Assistance] [PRISM Link: Implementation infrastructure]
Probes: [Controller note: Probe specifically about physical space and time resources here.  Money, education, and training will be addressed in subsequent questions.]
a. Do you expect to have sufficient resources to implement COVID-19 vaccination? [CFIR Link: Inner Setting, Readiness for Implementation, Available Resources]
b. How do you expect to procure necessary resources? [CFIR Link: Inner Setting, Readiness for Implementation, Available Resources]
c. Which of these resources or needs should or could be met by the LHJ(s) and/or DOH?
d. How would resource needs be different for a one dose vaccine versus a two-dose vaccine?

8. What types and approximate amounts of costs will likely be incurred to implement COVID-19 vaccination? [Operational Plan Link: Cost & Payment] [PRISM Link: Implementation infrastructure, External environment]
Probes: [Controller note: Please probe about money resources here.]
a. Do you expect to have sufficient resources to implement COVID-19 vaccination?  How do you expect to procure the necessary resources? [CFIR Link: Inner Setting, Readiness for Implementation, Available Resources]
b. What variables would be considered in establishing the administration fee at your pharmacy?
c. What flexibility would your organization have in waiving the administration fee for those unable to pay?
d. How would costs be different for a one dose vaccine versus a two-dose vaccine?

9. Which mechanisms do your pharmacy staff currently use to report vaccines administered to Washington State Immunization Information System (WA IIS)? [Operational Plan Link: Inventory Tracking & Reporting] [PRISM Link: Organizational characteristics, Implementation infrastructure]
Probes:
a. What challenges or barriers might restrict reporting to WA IIS at your pharmacy?
b. Now that we’ve discussed pharmacies’ current reporting capabilities, what can LHJs/ DOH do to support pharmacies in timely reporting? What can be done now? What can be done in the next quarter? What can be done in the next year?

10. Which mechanisms do your pharmacy staff currently use to access vaccine information from WA IIS? [Operational Plan Link: Inventory Tracking & Reporting] [PRISM Link: Organizational characteristics, Implementation infrastructure]
Probes:
a. What challenges or barriers might access vaccine information from WA IIS at your pharmacy?
b. What can LHJs/DOH do to support pharmacies in identifying patient prioritized for the COVID-19 vaccine? 
c. What can LHJs/DOH do to support pharmacies in following-up with patients requiring additional/multiple COVID-19 vaccine doses?

11. Are the ground-level staff, including pharmacists, interns, and/or technicians, within your organization ready to provide COVID-19 vaccination?  What would need to happen to ensure they are ready to provide COVID-19 vaccination?  What training is needed, if any? [Operational Plan Link: Training & Exercises] [PRISM Link: Program – organizational perspective]
Probes: [Controller note: Please probe about training and education resources here.]
a. What training would your ground-level staff need? [CFIR Link: Inner Setting, Readiness for Implementation, Access to Knowledge & Information]
b. What kinds of information and materials about the intervention would your ground-level staff need? [CFIR Link: Inner Setting, Readiness for Implementation, Access to Knowledge & Information]
c. What would need to happen to ensure your technicians are ready to administer the COVID-19 vaccine to patients?

12. What guidance and/or assistance would your pharmacy organization require from the LHJ(s) to support MOU demobilization and discontinuation of COVID-19 vaccination? [Operational Plan Link: Demobilization] [PRISM Link: Implementation infrastructure]
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