

[image: image1.png]



Metropolitan King County Council

Budget & Fiscal Management Committee

	Agenda Item No.:
	4
	
	Date:
	November 30, 2005

	Proposed No.:
	2005-0419
	
	Prepared By:
	Carrie S. Cihak


STAFF REPORT
SUBJECT:
AN ORDINANCE making a 2005 appropriation of $5.96 million in the grants fund for pandemic flu preparedness.  

SUMMARY:


Proposed Ordinance 2005-0419 would make a 2005 appropriation of $5.96 million to the grants fund for pandemic flu preparedness.  The ordinance also includes a transfer of the same amount from the General Fund to the Grants Fund to back the appropriation.  The Executive proposes the appropriation for $4.76 million in purchases of antiviral medication, $700,000 related to public outreach and information, and $500,000 for a medical surge plan.
BACKGROUND:
Influenza

Influenza is a highly contagious viral illness, characterized by a sudden onset of symptoms including fever/chills, cough, muscle aches and pains, headache, and fatigue/weakness.  The respiratory symptoms can last five to seven days, while fatigue and weakness can persist for up to three weeks.  Complications of influenza include bronchitis, sinusitis, pneumonia, and encephalitis.  Children, the elderly, and people with immune-suppressive, respiratory, or cardiac diseases are most at risk of developing complications.  

Influenza spreads when droplets from an infected person’s cough or sneeze come in contact with the eyes, mouth or nose of an uninfected person.  The virus can live for days on impermeable objects and can thereby infect people who come in contact with these contaminated objects.  People are infectious for about one day before they develop symptoms and for up to a week while symptoms are active.

Influenza viruses originate in birds.  Humans have no natural immunity to influenza viruses, though persons previously infected with or vaccinated against a certain strain can develop immunity to that strain.  The influenza virus mutates rapidly, leading to influenza epidemics occurring virtually every year.  In the United States, annual influenza epidemics hospitalize more than 200,000 people and kill 36,000 to 40,000 each year.

Pandemic Influenza

An influenza pandemic can occur when three conditions are met.  First, the form of the influenza virus must “shift” in a significant way such that the human population has little or no existing immunity against the new emergent strain.  Second, the new strain must be capable of infecting humans and causing illness.  Third, the new emergent strain must adapt to become easily transmissible from human-to-human.  Once the conditions of an influenza pandemic are met, the disease spreads rapidly worldwide and can result in an enormous number of illnesses and deaths.  

The timing of future influenza pandemics is unpredictable.  In the 20th century, influenza pandemics occurred in 1918-1919, 1957-1958, and 1968-1969.  The 1918-1919 pandemic was particularly virulent.  Estimates of the number of deaths attributable to the pandemic worldwide are more than 50 million, at a time when the world’s population was about 1.7 billion (about one-quarter what it is today).  The virus killed more people – roughly half of whom were healthy and in the prime of life – in a 24 week period than AIDS has killed in the last 24 years.  In the United States, out of a population of about 103 million, the pandemic killed 500,000 people – more than 10 times the number of Americans who died in World War I.  

The Current Pandemic Concern
In the last decade, a new strain of the influenza virus – H5N1 – against which humans have no immunity, has emerged in bird populations primarily in Asia, meeting the first condition of a pandemic.  H5N1 has also been confirmed in birds in Russia, Turkey, Romania, Croatia, and the United Kingdom.  H5N1 also meets the second condition of a pandemic.  As of November 25, 2005, the World Health Organization reports 132 laboratory-confirmed cases of H5N1 infecting humans, with 68 of those cases resulting in death – about a 50% mortality rate.  H5N1 has not yet met the third condition of a pandemic:  easy and sustainable transmission from human-to-human.  As H5N1 spreads among bird populations worldwide and continues to infect humans who come in close contact with birds, more and more opportunities exist for the virus to adapt such that it becomes easily transmissible among humans.      

Influenza vaccines are currently developed using a manufacturing process that takes six months to produce a vaccine once a viral strain representative of that causing human illness is selected for the production process.  Although new and speedier techniques are being researched, the expectation is that a significant lag will exist between the emergence of a pandemic and the availability of a vaccine.  

Depending on the lethality of the virus that emerges, a pandemic could result in 2 million to over 100 million deaths worldwide.  Estimates for the United States range from 200,000 to 2 million deaths.  Estimates from the Centers of Disease Control and Prevention (CDC) suggest that, for the first six weeks of a pandemic in King County, a severe pandemic scenario could result in up to 1.2 million people infected, 612,000 people clinically ill, 470,000 outpatient medical visits, 57,000 people needing hospitalization, and 11,500 deaths.  To put these numbers in perspective, the County has a total population of 1.8 million, averages about 200 deaths in a six-week period, and has about 3,500 hospital beds.  

Pandemic Preparedness

Though the risk of an influenza pandemic is serious, our ability to monitor the current H5N1 avian influenza outbreak presents an unprecedented opportunity to prepare for the eventuality of the next pandemic before it occurs.  Successfully met, this opportunity will allow the effects of an influenza pandemic to be significantly mitigated.

Pandemic flu preparedness shares many similarities with and components of other emergency planning efforts such as those for natural disasters or terrorism.  Pandemic flu preparedness also differs in some important ways from other emergency planning efforts.  In particular, the pandemic flu (a) will have a rolling impact on the population over a sustained period of time, (b) has the potential for more heavily impacting healthcare workers and first responders who come in closer contact with the infection, and (c) will mean aid from the federal government or other jurisdictions is unavailable and usual production and supply chains will fail as the impact is felt worldwide.  Successfully mitigating the effects of a pandemic flu will require a cohesive and detailed response plan outlining how our community will function for several months under the threat of an influenza pandemic.  
The County’s Roles in Pandemic Preparedness
King County is in a unique position to provide regional leadership in development of a pandemic flu preparedness plan.  The County has three important sets of responsibilities for which it must prepare.  First, State law vests in King County regional responsibility for both emergency management/preparedness and public health.  Second, the County is responsible for providing other essential government services such as Metro Transit public transportation, solid waste disposal, wastewater treatment, and a variety of criminal justice and human services programs.  Third, the County is a large employer with worksites located throughout the County. 

The County’s Office of Emergency Management currently coordinates development of the King County Emergency Management Plan which is organized in four parts:  the Basic Plan, which states the disaster missions and responsibilities of County government, branches and departments; the Appendices to the Basic Plan, which include a variety of topics such as legal authorities, terms and definitions, and acronyms and abbreviations; Emergency Support Functions (ESF), which describe the policies, situation, planning assumptions, concept of operations, and responsibilities for each ESF; and Implementing Procedures, which describe the details of how to apply the concepts described in the Basic Plan, its supporting appendices, and ESFs.
The County’s Office of Emergency Management also coordinates development of the Regional Disaster Plan for public and private organizations in the County.  The Regional Disaster Planning Task Force meets regularly and includes representatives from cities, fire service, law enforcement, hospitals, public health, water and sewer, schools, businesses, nonprofits, and other associations.  The Regional Disaster Plan is a unique agreement that establishes the framework to allow public, private and nonprofit organizations an avenue to efficiently assist one another during a disaster through a plan that addresses organizational responsibilities, an agreement that addresses legal and financial concerns, and support documents that address specific operational elements of any disaster (e.g., transportation, health and medical services, public information, communications, etc.).  To date, there are over 115 organizations signed-on to the Regional Disaster Plan as partners to help one another when disaster hits our region. 
The County’s Public Health department coordinates regional Public Health preparedness functions.  King County is one of eight counties in the nation identified as an Advanced Practice Center for Public Health Preparedness by the National Association of County and City Health Officials (NACCHO) in partnership with the Centers for Disease Control and Prevention (CDC).  Public Health preparedness functions include disease investigation and surveillance, hospital and health system coordination, isolation and quarantine, mass medication distribution and vaccination, mass fatality management, laboratory analysis, public education and risk communication, workforce reassignment for emergency response, activation of the public health emergency operations center, and training and exercise development for public health disasters.  The Director of Public Health is the County’s Health Officer, who has specific powers under State law in a public health emergency.  Public Health works closely on preparedness with the Office of Emergency Management. 

In its role as a government service provider, King County must ensure the continuity of essential government services during the several months of a pandemic flu threat and at a time when 25% to 35% of employees may be absent.  
In its role as a large employer, King County can provide leadership in establishing business practices that protect and support employees during an influenza pandemic.  
The County has already begun to undertake many of these and other efforts.  For example, the Office of Emergency Management has coordinated regional pandemic flu planning sessions, drafted pandemic flu response plans and hosted public preparedness fairs.  Both the King County Emergency Management Plan and the Regional Disaster Plan include components that are directly related to pandemic flu preparedness.  The County Executive has initiated a pandemic flu continuity of operation planning process for all executive branch agencies.  Public Health has hosted forums for local governments and businesses on pandemic flu preparedness.  The Council and the King County Board of Health have passed motions urging Congress to fund an exercise testing the County’s plans and capabilities.  

ANALYSIS:
The Executive’s $5.96 million proposal as transmitted is as follows:

· $4.76 million – Antiviral Medication (Tamiflu) Purchase 

· $700,000 – Public Outreach and Information

· $500,000 – Medical Surge Capacity Plan

Each of these areas is further described below.

Antiviral Medication (Tamiflu) Purchase


$4,760,000

The Executive proposes that the County enter into a contract with Hoffman-La Roche, Incorporated (Roche) to purchase the prescription drug Tamiflu, for which Roche holds the worldwide development and marketing rights.  Tamiflu is an antiviral treatment for influenza.  Tamiflu is not a vaccine.  
Efficacy

Tamiflu is taken as a course of two pills per day for five days and treatment must begin within 48 hours of the onset of symptoms.  Tamiflu has been shown to deliver a 38% reduction in the severity of symptoms, a 67% reduction in secondary complications, and a 37% reduction in the duration of seasonal influenza.  Tamiflu has also been shown to be effective in preventing the onset of influenza symptoms when given as a prophylactic once per day for up to six weeks after exposure to the virus.  Tamiflu has not been clinically proven to be either effective or ineffective in humans against the current H5N1 influenza virus which has led to concerns about the emergence of a pandemic.  Recent scientific reports in respected medical journals indicate that influenza viruses currently in circulation may be developing resistance to Tamiflu.
Should Tamiflu prove effective against pandemic flu, it could reduce deaths not only through alleviating symptoms and complications among those to whom it is administered but also through reducing the spread of the disease.

Availability
Tamiflu is in extremely limited supply.  Roche has doubled its production capacity in each of the last two years and has plans to double capacity again next year but is still not able to keep up with demand.  In late October, Roche suspended shipments of Tamiflu to the private sector in order to ensure availability for the coming seasonal influenza outbreak.  Roche has also committed to donating 3 million treatment courses to the World Health Organization by mid-2006 so that the treatment can be distributed quickly to any geographic region where a pandemic might threaten to break out.  Furthermore, over 40 countries have placed orders to cover 20 to 40 percent of their populations.  For example, the United Kingdom has ordered nearly 15 million courses of treatment.  The United States has a current stockpile of 2.3 million courses, with 3 million more courses of treatment on order.  Several U.S. Congressional proposals have called for an increase in the national stockpile of up to 80 million courses of treatment.  The White House initiative on pandemic preparedness issued earlier in November includes $1 billion for the purchase of antivirals to increase the nation’s stockpile that will be prioritized for first responders, those on the front lines, and populations most at risk in the first stages of a pandemic.
As a result, Roche has exhausted its production capacity for this year and next, even with expanded capacity.  If the County were to contract with Roche now, it is unlikely that the County would be able to receive Tamiflu directly from Roche before the end of 2006 at the earliest.  It cannot be known exactly how a delay in contracting with Roche would affect the timeline under which the County would receive Tamiflu, but the Council should weigh this risk against other considerations in making an appropriation decision. 
Alternatives

Currently, no recommended medical treatments other than anti-virals exist to combat a pandemic flu.  Four such drugs currently exist, but Tamiflu is the drug most strongly recommended for local and national stockpiles.  Two of the other drugs – amantadine and rimantadine – could potentially be used against a pandemic, but some of the currently circulating strains of H5N1 are already fully resistant to these drugs and further resistance is suspected to develop rapidly.  Another drug, Relenza, may maintain effectiveness against a pandemic influenza virus, but the drug must be inhaled, making administration and storage more difficult than for Tamiflu.

The possibility exists that new, potentially more effective medications or vaccines may be developed before the County would be able to secure supply of Tamiflu.  Part of the White House pandemic preparedness plan includes $1.2 billion to produce 20 million doses of a vaccine against the current H5N1 virus that has been developed by researchers at the National Institutes of Health.  The vaccine will likely not be completely effective against a pandemic flu strain that ultimately emerges.  In addition, several private companies are exploring gene-based production techniques for vaccines that circumvent the slow process of growing vaccines on eggs and could make a vaccine available much more quickly should a pandemic emerge.  Finally, some countries are on the verge of creating generic production capacity for Tamiflu in spite of its current patent protection.  

Should alternative medical treatments become available, Tamiflu may still be useful in treating any seasonal or pandemic influenza cases that arise.  
Storage

Tamiflu can be stored at room temperature and has an FDA-approved shelf life of five years.  Public Health would oversee storage of the drug.
Distribution

National guidelines currently exist to prioritize the use of Tamiflu in order to ensure it is first distributed to front-line responders, critical infrastructure providers, and symptomatic patients with underlying health conditions.  The Executive’s proposal is to purchase 119,000 courses of treatment, enough to cover 62,000 first line responders and 57,000 high risk individuals who contract influenza.  The Executive plans to distribute Tamiflu from Public Health through the existing hospital and health care network.  Councilmembers have expressed concerns about needing very clear, written guidelines and protocols prior to a pandemic outbreak regarding who would get Tamiflu and who would make those distribution decisions.

County decision makers may also want to consider in advance the possibilities of what might occur should a pandemic emerge elsewhere, Tamiflu proves efficacious yet is still in short supply, and the County is in possession of a stockpile.  

Contract and Pricing

Under the Executive’s proposal, the County would enter into a contract with Roche that would obligate the County now to buying Tamiflu once it becomes available, perhaps late in 2006 (see availability above).  The current negotiated cost is $40 per course of treatment.  This is a significant discount relative to the price paid by private sector entities.  
If the County were to distribute Tamiflu to individuals covered under non-County health insurance plans, the County may be able to receive reimbursement for the costs of the drug from those plans.  

Public Outreach & Information


$700,000
The Executive proposes the following expenditures related to public outreach and information:
· $250,000 – “Stop Germs” Public Education Campaign 

The campaign would begin now and focus on encouraging behaviors in the general population that are proven effective in limiting the spread of communicable respiratory diseases, including influenza.  The appropriation authority would be expended for a few months of advertisements on broadcast TV, cable TV, radio, Metro busses, and at movie theatres.  In addition, Public Health would print and distribute “Stop Germs” posters to schools, senior centers, restaurants, hospitals, health care facilities, businesses, governments, limited-English speaking populations and other community-based organizations.
Videos and posters can be viewed at http://www.metrokc.gov/health/stopgerms/.

· $250,000 – Support, Outreach, and Training for Vulnerable Populations

Vulnerable populations include the elderly, non-English speaking and foreign-born populations.  The appropriation would fund:

· A needs assessment identifying the types of resources and information that vulnerable populations need during emergencies; 
· Training and job aids for cultural leaders and medical interpreters who serve as information conduits to these populations during emergencies;
· Building sustainable networks with cultural leaders in these communities to enhance all types of preparedness capabilities.
· $200,000 – Regional Public Information Network

The Regional Public Information Network is a breaking news and alert system for the Central Puget Sound area supported by the County’s Office of Emergency Management.  It comprises a “one-stop shop” for news alerts from more than 60 government, transportation, utility, health and emergency response agencies serving citizens in King, Pierce and Snohomish counties.  RPIN keeps the public informed about street and highway closures, weather, major transit disruptions, and provides updates on what agencies are doing to respond to emergencies and incidents. The public also can sign up to receive e-mail alerts and pager headlines from RPIN partners and get helpful tips to prepare for emergencies.   RPIN’s website is http://www.rpin.org/rpinweb/.

These funds would support: 

· A TLT who would coordinate the RPIN;

· $40,000 in technology products and IT support;

· $50,000 in marketing and education.
Medical Surge Capacity Plan


$500,000
The Executive’s proposal is to use this funding to develop a written plan for medical surge capacity and health care system response capacity.  During a pandemic, large numbers of people will need to be cared for over extended periods of time.  Medical staff and supplies are expected to be in shortage and mutual aid from other jurisdictions will not be available.  The proposal is to:
· Strengthen the ability of hospitals and outpatient health care providers to care for the surge of patients;

· Develop communications systems and processes that enable health care organizations to coordinate response efforts;

· Stockpile supplies for health care providers such as alcohol hand gel and masks.

OPTIONS
At the direction of the budget leadership team, staff have begun preparation of a striking amendment that includes a “Statement of Facts” regarding pandemic influenza and the County’s roles in pandemic flu preparedness that sets context for this appropriation as well as policy direction.  Staff seek guidance on the following options:

Pandemic Influenza Response Plan
The County is in a unique position to lead in the development of a cohesive and detailed pandemic influenza response plan for how our region will function for several months under the threat of a pandemic flu.  The County is (1) responsible for regional coordination of emergency preparedness and is the regional provider of public health services, (2) itself a provider of essential services such as Metro Transit public transportation, solid waste disposal, wastewater treatment, and a variety of criminal justice and human services, and (3) a large employer with worksites throughout the County.  A response plan to successfully meet the challenges of a pandemic flu and mitigate its impacts must recognize the County’s roles in each of these areas.  For a response plan to be successfully and quickly implemented should a pandemic emerge, broad commitment to the plan will be needed in advance.  This will require involvement of the public and separately elected officials in the planning process.  

Does the Committee wish to:

· Include a proviso in the striking amendment that would require the Executive in January to provide the Council with a status report on the development of a pandemic influenza response plan, to include who is overseeing and involved in the planning efforts and a scope, schedule, resources, and milestones for creation of the plan? 

· Include a proviso requiring that the response plan be submitted in March for the Council’s review and approval by ordinance and require that the plan address the three roles of the County outlined above and be coordinated with the County’s separately elected officials?
· Restrict some portion of the funds appropriated, contingent on adoption of the response plan by the Council?
Tamiflu purchase

· Does the Committee wish to include proviso restrictions on the appropriation that would prohibit the Executive from entering into a contract with Roche until the Council has the opportunity to review this commitment of funds within the context of a broader plan for pandemic influenza preparedness?  The Committee needs to weigh this consideration against the possibility that such a delay could significantly impact the timeline under which the County could secure a stockpile of the drug.

State and Federal Funding

The U.S. Congress is currently considering several proposals that would make funds available to local jurisdictions for pandemic influenza preparedness, including the subsidized purchase of antiviral medications or vaccines.  

· Since federal grants often contain clauses prohibiting supplantation, does the Committee wish to include a statement of intent in the striking amendment that this appropriation is made in order to move forward quickly on securing a stock of antiviral drugs, with the expectation that some federal and state funds will become available to pay for the cost of the drugs?
ATTACHMENTS:
1. Proposed Ordinance 2005-0419
2. Letter of transmittal from Executive Sims, dated October 13, 2005
3. Fiscal Note
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