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NATIONAL ASSOCIATION OF COUNTY AND CITY HEALTH OFFICIALS

Meeting to Discuss 

Implementing Expanded Seasonal Influenza Vaccination

July 14-15, 2008

JULY 14, 2008

Background

The National Association of County and City Health Officials (NACCHO) convened a meeting on July 14-15, 2008 at the Marriott Suites Midtown Hotel in Atlanta, Georgia. The goals of this meeting were to assemble a broad range of stakeholders to identify coordinated next steps for implementing the ACIP’s universal influenza vaccination recommendations. The attendees were asked to advise NACCHO of other stakeholders who should participate in the discussion. 
Dr. Catherine Counard, Deputy Director of the Cook County Health Department and Chair of the NACCHO Immunization Workgroup, welcomed the participants (attendance list is attached). Those present represented federal and state health agencies, private companies, public health- and health-related professional associations, and academia. 

As a formerly practicing physician, Dr. Counard understood immunization from that perspective as well as that of public health. Her department works with 6000 school nurses and county health departments serving a population of 2.5 million, >600 of whom died from influenza last year. That mortality included several previously healthy and even vaccinated children; the reason is unknown. Influenza spreads rapidly through the 200 million unvaccinated members of our population annually. Its potential lethal consequences are unacknowledged by the general public and at every level of government. She hoped that the interesting findings and novel strategies to be shared at this meeting would help to develop strategies to implement expanded influenza vaccination coverage, and to deal with future influenza immunization issues.

Presentations

Expanded Influenza Vaccination Recommendations: Developing an Implementation Strategy 

Litjen Tan, MS, PhD, American Medical Association, Co-Chair, National Influenza Vaccine Summit

Dr. Tan described the current influenza vaccination environment as an ongoing paradigm shift for both the providers and the public. The crisis of vaccine shortages and delays has changed to a crisis of vaccine surplus, as demonstrated in the 2007-08 season’s 27 million undistributed doses. To reduce mortality and morbidity, vaccinating through the entire season is a way to raise influenza immunization rates among those as yet unreached.

Dr. Tan asserted that the traditional paradigm of influenza vaccination is no longer a valid model. It anticipates completed vaccine delivery by September or October and immunizations complete by November. It also involves a myth that the differences in delivery simply reflect distribution inequities. 
The evolving paradigm goes beyond simply telling providers to vaccinate throughout the season; it also relates to a real shift in vaccine production. As the manufacturers make more influenza vaccine doses, vaccine will arrive over time through December and beyond, rather than in a short burst in October. Additionally, the very nature of vaccine production and lot approval dictates that production lots of vaccine must be released over time. And, given the fact influenza severity varies from year to year, proceeding to vaccinate all recommended populations will require vaccine availability in January.

Current vaccine distribution is better with improved vaccine production, which itself is improved due to more manufacturers and greater manufacturing capacity. Nevertheless, distribution differences will persist until all annual vaccine can be available well before the season. The current increased vaccine production also requires vaccine distribution to occur through entire influenza season.

Full-season immunization is one way to improve rates. Health care providers are hearing the message vaccinate well beyond November to immunize patients, but are not equating it to immunizing more ACIP-recommended individuals. Current influenza immunization rates are below HP 2010 goals, posing significant morbidity, mortality, and economic costs. Vaccination is still effective well beyond December and extending the vaccination season provides opportunities to immunize more patients.

However, implementation will be challenging. In the 2008-09 influenza season, the 8 million 5-18 year-old new vaccinees may place a burden on the traditional pediatric medical home. Innovative ways to reach these children must be considered,. Some methods discussed include the use of complementary locations such as schools, in collaboration with the traditional pediatric provider and using epidemiologic and uptake data to target vaccination. Another, depending on feasibility, was to customize the timing of school-aged children’s vaccination, perhaps scheduling them into an early season group and a later group. However, decisions would be needed as to when to vaccinate and how to selected the groups. 

Data reported by Surveillance Data, Inc. (February 2008) show that 39 million (69%) of the 5 through 18 year-olds had one or more visits to a primary care physician during the 2007 influenza season. Expanding the recommendations could provide more vaccinating opportunities for the medical home.
The meeting objectives were to: 1) develop a multi-sectoral public health national strategy to implement the expanded influenza vaccination recommendations, 2) identify creative and innovative implementation ideas, and 3) identify the barriers to full and immediate implementation of expanded influenza vaccination and draft strategies to overcome these barriers.

The meeting process called for large and then small group sessions to identify areas of agreement and disagreement, priority, and action. Subsequently, all participants would report back to the larger group to expand everyone’s knowledge of the issues. Specific commitments or actions that groups/individuals can make to advance implementation of the 18-and-under recommendation would be shared.

Three small group breakout sessions were held to address vaccine supply, distribution and financing; school settings, and healthcare/other settings. The groups’ discussions could include multiple areas, such as financing, policy, and legislation; public and provider education; industry accountability and product control; the implications, challenges and opportunities relative to medical home alternative settings; strategic partnerships, and building and supporting capacity for implementation.

Evolution of ACIP influenza Vaccination Recommendations
Presenter: Anthony Fiore, M.D., MPH, Associate Chief for Policy, Influenza Branch, CDC; and CDC liaison to the ACIP Influenza Workgroup for vaccination policy development.

Dr. Fiore outlined influenza vaccine coverage data and the related ACIP recommendations up to 2008. He described ACIP’s rationale and decision process to expand its vaccine recommendations to school age children, and the related challenges.

The ACIP recommendation prior to 2000 called for influenza vaccination for persons aged 65 or older, those with chronic medical conditions making them more susceptible to complications from influenza, pregnant women in their second or third trimester, contacts (household and out-of-home caregivers) of the above groups, and healthcare workers. These recommendations were expanded to include those aged ≥50 years. In 2004, children aged 6-23 months and their contacts (household and out-of-home caregivers) were included, as well as any women planning to become pregnant during influenza season. Recommended vaccination was expanded still further in 2006, to include children aged 6-59 months and their household and out-of-home caregiver contacts. 

A chart of self-reported influenza vaccination coverage levels among selected groups demonstrated the slow increase in coverage rates beyond 6-23 month olds and newly recommended age or risk groups. Minimal increases or even decreases in coverage were evident among those aged ≥65 years, healthy persons aged 60-84 years, pregnant women, and health care workers.
Clearly, vaccination coverage has not kept pace with the ACIP recommendations. Coverage is only 40% among pregnant women and, embarrassingly, only about ~20% among healthcare workers. There has been only a ~30% increase in coverage among healthy 50-64 year-olds. However, it was also noted that some of these statistics involved the recovery time from the 2004 vaccine shortages. 

National Health Interview Survey (NHIS) coverage rate data were shared for the priority U.S. adult populations, from 1989-2007. These ranged from a high of ~65% for those aged ≥65 years, to ~42% for healthcare workers, 30% for healthy 5-64 year-olds, and just ~15% for pregnant women.
Also shared were the estimates of U.S. subpopulations aged ≥6 months with a vaccine indication (298.2 million, 73.1% of the overall population), versus vaccine coverage, in 2006. Of this group, 32.3% (218.1 million) were vaccinated with 70.5 million doses. Of the 126.9 million non-targeted persons, 21.6% were vaccinated with 27.4 million doses. Of those, healthcare personnel aged <65 years comprised 41.9% (7 million). Among the 21.2 million population of interest for the ACIP’s expanded recommendation, those aged 5-18 years, 10.8% were vaccinated in 2006, a rate similar to this past season. 

To improve vaccine coverage, the ACIP reviewed several options to: 1) improve vaccination of existing target groups through public awareness campaigns, provider education and dissemination of best practices; or 2) work incrementally toward a universal vaccination recommendation, beginning with school age children, and strengthening adult vaccination efforts. 

Interest in the latter option grew, driven by several major points. These included a better understanding of the health and economic impact of influenza illness among otherwise healthy older children and adults, and their ensuing outcomes (e.g., missed work). Concerns about vaccine supply were also lessened with more suppliers producing vaccine, making an overall vaccine supply failure less likely. Also considered was the recognition that current (i.e., pre-2008) vaccination strategies were not providing optimal protection against influenza. The last was true for several reasons.
· Vaccine effectiveness was lowest among the groups at highest risk for influenza complications (e.g., the elderly, persons with chronic illness), preventing any substantial impact on morbidity and mortality in these groups. In fact, vaccine coverage remains below goals and has not substantially improved in several years.

· Approximately 50% of school age children already had an indication for vaccination in the 2007-08 season, but the large majority still was not being vaccinated.

· Infants younger than 6 months old can’t be vaccinated, so their contacts must be vaccinated.

There were several potential benefits of moving towards universal vaccination against influenza. One was the possibility that its simplicity may improve the current low coverage for most recommended groups. Vaccinating school children and healthy adults might reduce illness among their contacts, including those at higher risk for influenza complications. Routinely vaccinating everyone against influenza also could help in planning for other public health events, such as a response to a pandemic or other large-scale disease outbreaks – the overarching public health goal. 

ACIP’s Influenza Vaccine Workgroup’s process in developing recommendations for school age children was outlined. The workgroup had 3-5 voting ACIP members, ex officio members from the FDA and NIH, and organization representatives or liaisons (e.g., AAP, AMA, AAFP, ACP, NACCHO, AIM, etc.). The workgroup discussed issues raised at the September 2007 CDC/CSTE consultation. A formal teleconference of 60-90 minutes was held at least once a month, along with ad hoc teleconferences and email discussions. The workgroup provided updates to the full ACIP three times a year. 

The workgroup’s discussions about vaccinating school age children against influenza and the CDC/CSTE consultation reached several conclusions: 

1. The vaccine supply is good or adequate and improving, although local distribution issues remain problematic. 
2. The safety of influenza vaccine is established, but the need for continued vigilance and long term studies remain. 

3. Good (50%-90%) effectiveness of reduced influenza illness is established in this age group, and increasing evidence supports indirect effects such as reduced illness among contacts. 

4. The burden of influenza disease is highest in school age children, although severe outcomes are less common among them than in older or younger age groups. Influenza’s substantial adverse impacts among school age children and their contacts include increased school absenteeism, antibiotic use, medical care visits, and parental work loss.
5. The vaccine cost is higher than that of many other currently recommended vaccines, although it is similar to such recently recommended vaccines as pneumococcal vaccine. However, the models do not fully account for potential indirect effects. 

6. The feasibility of sustained implementation is uncertain, but the workgroup agreed that the infrastructure to support comprehensive vaccination of this large cohort is unlikely until a universal recommendation is made.

Based on these conclusions and the evidence of vaccine safety and effectiveness among school-age children and adolescents, the workgroup developed a rationale for expanding the ACIP vaccination recommendations to include all school-age children and adolescents. It is expected that a simple age-based influenza vaccine recommendation will improve the current low vaccine coverage levels among the ~50% of school-age children who already have a risk- or contact-based indication for annual influenza vaccination, but most of whom are not being vaccinated. 

The workgroup also noted two other factors: 1) the potential indirect effect of reduced influenza among persons in close contact with children, and 2) given sufficient vaccination coverage among children, reduced overall transmission within communities.

ACIP recommendation. Based on the foregoing, on February 27, 2008, the ACIP issued a final recommendation to annually vaccinate all children aged 6 months through 18 years against influenza. This should begin in 2008 if feasible, but occur no later than during the 2009-2010 influenza season. The recommendation’s leeway was an acknowledgement of lacking infrastructure and to allow time for preparation.

The challenges to implementing this policy of universal influenza vaccination for school age children included the need to determine several factors: who would administer the vaccine, and where; how non-medical vaccination venues would be reimbursed; and whether healthcare practitioners and parents would accept vaccination outside the medical home. Also questioned was whether the records of vaccinations given outside medical settings could be successfully linked to the medical home, public health, and vaccine registries.

Two other questions remained. Although not germane to this meeting, Dr. Fiore asked for the participants’ thought and feedback, as the answers are very important to CDC: 1) could the efforts to vaccinate all school-age children shift the focus away from children at higher risk for influenza complications (e.g., infants, older children with chronic medical conditions), and 2) how can the impact of these new vaccination programs be measured, other than by vaccine coverage?

Influenza Data Presentation

· For the 2007-08 influenza season, the percentage of young (aged 6-23 months) children who were fully vaccinated against influenza with either 1 or 2 doses, as appropriate, was 20%. CDC’s IIS Sentinel Site Project is the “Cadillac” of registries, which provides timely data provision to CDC. In a comparison of the 2004-05 versus 2007-08 influenza seasons, little improvement in coverage was seen among the 6-24 month-olds needing two doses for first vaccination. (Source: CDC’s Immunization Services Division, IIS Sentinel Site Project)

· Influenza-associated hospitalizations were charted by age group for the period 1979-2001 (Thompson, et al, JAMA, 2004). These showed children aged 0-4 years at much higher risk from influenza than those aged 5-49 years, with higher hospitalization rates approaching those of the elderly. The focus on this group needs to be maintained, as they have a much higher rate of complications. However, monitoring the direct or indirect effects of vaccinating school age children faces many challenges. Historical comparisons, whether ecologic or individual-based, are problematic. There is pronounced season-to-season variability in influenza activity, with differing patterns of specific viruses’ circulation affecting the timing, duration, and intensity of activity. The vaccine match is variable, as is the vaccine effectiveness, particularly during seasons of antigenic drift.
· The Emerging Infections Program’s surveillance data for laboratory-confirmed influenza was charted for hospitalization rates (per 10,000 children) for children aged 0-4 and 5-17 years, for 2007-2008 and the previous four seasons. The total surveillance area included 4.7 million children aged <18 years, who comprise ~7% of the U.S. population. Unlike the data for the 0-4 year-old group, which showed a distinct increase in the last year, the charted data could show little difference in hospitalization rates for the older 5-17 year-old group over the four seasons, because their rates of hospitalization are so low.

· The “SchoolMist II” Study: 2004-2005 and the King et al study (N Engl J Med 2006; 355:2523-32) provided good news. In a four-state study, 11 clusters in one target school were identified, and 1-2 control schools. Of healthy target school children offered LAIV in school, 46% were vaccinated. Upon local surveillance identification of influenza activity, anonymous questionnaires were sent at the estimated peak week to all families to ask about possible influenza illness (no lab confirmation) and effects (absenteeism, lost work days) over the previous seven days. During the peak week, significant reductions were seen in: 
· Influenza-like illness (ILI) among vaccinated children (35%).
· Child physician visits (36%).
· Child medications (prescription, -42%; OTC, -56%, herbal/natural –36%). 
· Good results were also seen among their in contacts, with reductions among adult CDC-ILI (-36%), adult work days lost (-36%), adult physician visits (-26%), and high school days lost (-40%).  
· Immunization effects on the families of targeted school students were also examined, showing reductions in adults’ CDC-ILS (-36%), workdays lost (-36%), physician visits (-40%), and high school days lost (-40%). 
This study’s provision of free vaccine and outreach achieved a 46% coverage in target schools. However, what the effect would it be in the real world is unknown. The flyer sent home could very well remain in the bottom of a backpack. Another question is whether, with lower coverage, any substantial benefit would be seen. If so, improved coverage would probably emerge sometime later. And, despite the large study size (28 schools with 15,600 students and 8,500 households) and the focus on impact during the single peak week of an influenza season, there was no difference seen in either overall school absenteeism or ED visits between children in control schools versus intervention schools, nor in their adult contacts. Some difference may have been there, but it is hard to measure.

So, the question became the replicability of SchoolMist II’s vaccination impact in real world settings, despite related challenges. Measuring that impact will be an unprecedented challenge. Given the variability in influenza epidemiology and vaccine effectiveness, illness measures may increase in some seasons even as coverage increases (policy makers need to be prepared for that) or they might decrease in areas with poor coverage. Impact assessments also will need to consider that particular influenza’s epidemiology, the circulating strains, and vaccine effectiveness at the local level.

Dr. Fiori summarized that implementing this recommendation will be a long-term, large-scale effort, and patience will be needed to demonstrate an impact on influenza illness rates. The use of lab-confirmed influenza is desirable, but difficult; and the influenza experience will not parallel that of pneumococcal conjugate vaccine, when rates plummeted. But, although this will be a long term and difficult effort, it is worth doing.  
Local Approaches to Implementation 

Presenter: Ms. Toni Wafeeg, R.N., BSN, Chief Nurse, Houston Department of Health and Human Services Immunization Program

The Houston Department of Health and Human Services (HDHHS) is working to decrease seasonal influenza prevalence by increasing influenza uptake and educating about disease transmission. Their seasonal influenza goals are to: 1) increase the community’s capacity to decrease the prevalence of seasonal influenza disease, 2) provide safety net service delivery at area clinics, 3) partner with local and national organizations, and 4) educate at every opportunity

Their work to do so was outlined by target populations. Activities focused on seniors and those at high risk included health fairs and the congregate meal sites attended by many seniors during the day. They work with the area’s agency on aging, a local “Vote and Vaccinate” community campaign, partner with community organizations such as NACCHO’s WIC initiative (e.g., they offer a Fast Pass to WIC participants to get immunization in WIC health clinics) and nursing homes (e.g., the Knock-out the Flu campaign). The 32% coverage rate in nursing homes was assessed this year at 54% after an education initiative.

Child/Adolescent Population.
The HDHHS sponsored a “Knock Out the Flu” campaign for children and adolescents with the Houston and other six school districts. They explored in-school delivery, but legal considerations prevented that. They had hoped to target elementary schools through a 3rd party partner immunization van. However, the school district did not want to charge students who had insurance and could pay the administration fee. They wanted it free across the board. So, HDHHS joined with a community partner to conduct weekly school flu projects, distributed in a Weekly Reader; distributed hand-wash and cover-your-cough posters; and conducted two in-services during the school year, one in summer and one closer to influenza season. The HDHHS has explored service delivery in schools targeting the elementary school ages in the largest school district with a Weekly Reader project. They provide In-services to daycare and healthcare providers

Challenges. 

In terms of challenges, one consideration is the timing of vaccine shipments. The local health department doesn’t receive theirs until late October or early November, by which time most private sector settings have already received it. Another challenge is to dispel current myths, such as that the vaccine can cause the flu or that there is no use being vaccinated after December. Further considerations relate to the private provider infrastructure; some providers don’t accept Medicaid or Medicare. Many are challenged to navigate the school system administratively.

The methods that the HDHHS found to be successful in working toward their goals included: 1) ensuring collaboration between public and private entities by having them at the table at the same time, issuing the same message; 2) ensuring that information is included in the Houston Registry; 3) using existing Reminder/Recall Systems; 4) maximizing outreach opportunities to “captive audiences”, such as at WIC clinics and grocery stores. The school system message boards are used to convey information, as is media messaging.

Discussion
· The Weekly Reader is a magazine with different articles, programs, puzzles, and other activities for children to take the flu vaccination message home to their parents in the Houston community.

· The Vote and Vaccine campaign served as a cautionary tale of planning. Begun with a RWJ Foundation grant in a recent election season. the objective was to reach early voters in four areas of low immunization coverage. Influenza shots were offered at voting places co-located at multiservice centers including health system centers. After 4-5 days, when media ran the story, some politicians accused the programs of targeting only Democrats, because of where the sites were located. The Mayor supported keeping them open, but relented upon threat of a lawsuit. Before that, they gave out 1600 immunizations in about 10 days.

· The WIC connection targets both children and their parents with vaccine provided in the WIC clinics. The HDHHS reviewed the children’ immunization records and, if not received, gave the mother and child a Fast Pass to get to the immunization clinic co-located with WIC for vaccination. Ms. Wafeeg was uncertain of whether the success of the WIC program to raise vaccination rates had been evaluated.

· The vaccination data were provided to the registry, but the latter is in transition and still incomplete at this time. The department did not exert a great effort to ensure that the records got to the private provider.

Implementing a Statewide School-Based Influenza Vaccination Program 

Carl Chu, PharmD, Hawaii Department of Health, Bioterrorism Preparedness Branch
Preliminary data analysis of flu testing in Hawaii and results by age grouping from 2001-2008 showed some surprising results in terms of the timing of increased influenza mortality. Whereas mortality peaked in weeks 8 and 10, respectively, in the 1919 and 1920 pandemic, it consistently occurred in week 40 from 2001-2008. Specimens were tested for those aged 5-24 years (30% of cases) and those aged 1-4 years (19%). Of those determined positive for influenza, 46% were in the 5-24 year old age group, versus 13% in those aged 1-4 years.  

Hawaii decided to pursue a statewide school-based influenza vaccination program based on their success in implementing other school-based vaccination programs (e.g., hepatitis B vaccine for 5th graders) in their single school system. There already was evidence of substantial seasonal influenza attack rates in children, including reports of school outbreaks, and a statewide campaign also could aid preparedness for possible mass vaccinations of school children during an influenza pandemic.

The state was ideal for assessing impact, being geographically isolated and with a population generally receiving care in state. It has a statewide hospital discharge databank useful to ensure comprehensive ascertainment of influenza hospitalizations (http://www.hhic.org/about.html), and its two major health care providers/payers provide 72% (930,381 of 1.285 million) coverage of the civilian population. That should permit robust statewide assessment of the program effect on health care encounters, including outpatient visits.

Even Hawaiian children aged 5-13 and with private insurance had poor coverage rates in the 2006-07 season, including those at high risk. Coverage was only 20% among 44,725 privately insured children, 40% of whom had asthma and 50% of whom had diabetes.

Dr. Chu reviewed the Stop Influenza at School program timeline. From January to March, vaccines were ordered; schools were asked to participate in April and May and the April-December promotion campaign began. Vaccination staff schedules were set from June through November. Schools were scheduled in June/July and consent forms were sent to parents to allow time for review (and recontact for correction if necessary), to avoid turning away children at the clinics. The forms were reviewed in September/October and the clinics began at the end of October, running to January (59 working days). Most clinics ended by the end of November/early December and the rest focused on those aged <9 years.

The K-8 school participation was high (90%), with 96% in public schools and 78% in private schools. In all, 622 school-based clinics participated, with 277 also providing second doses. 

· School staff participation was 43% of the school workforce.

· Students: consent rate was 94%; vaccination rate in participating schools was 43%; vaccination rate of children aged 5-13 years was 46%.

· The proportion of vaccine formulation administered to students was 61% for TIV and 39% for influenza nasal spray. When buying vaccine in January, before having the consent form preferences, the program ordered half of each. The preferences were 56% for TIV, 26% for LAIV only, and 18% with no preference. The program defaulted to the shot for the “either” responses, as long as it was not contraindicated.

· Transit times from clinic entry to departure was 72% for 0-5 minutes, 20% for 6-10 minutes, 5% for 12-15 minutes and 3% for >15 minutes. The average time was 5 minutes. 

· The greatest cost (50%) for the 2007-08 program was for vaccine, followed by nursing services (10%), public relations (8%), and medical supplies, print materials and staff (each 5%). Expenses were minimal (≤1%) for data entry, curriculum/training, courier, etc. Significant cost savings came from the efforts of health department staff and volunteers.

Dr. Chu emphasized the importance of this program’s major benefit, that being strengthened relationships with all community partners, including the public, private, and professional sectors, and individuals in the community.

Discussion included:

· Appreciation was frequently expressed of this thoughtfully planned study, which could benefit many public health clinics. Dr. Tan added that the HDHHS won the National Vaccine Summit’s Innovation Award; at www.preventinfluenza.org, the slides and videos broadcast on TV can be viewed.

· Further analysis is being done of why parents picked injectable- versus nasal vaccine. Most were unaware of the differences between live and inactivated vaccine.

· The department has not considered expanding to simultaneously vaccinate younger siblings and parents due to the formidable associated logistics, such as amount of vaccine to purchase.

· The program will be done again this next season. While most support was from federal funding, some was from state general funds and some from vaccine manufacturers.

· Measures to evaluate the program’s ability to keep children healthy and in school will include school absenteeism data analysis for this year.  They are trying to analyze that relative to previous years, but that is challenged by the differences between influenza seasons. They have expanded PCR lab influenza testing at a couple of doctors’ sites and are working with insurance companies’ influenza claims data to conduct a retrospective study.

· Parents were very surprisingly cooperative and gave fairly complete responses to the legal size single sheet of all screening questions for TIV and FluMist. 

· The difference between the 94% consent rate and 43% actual vaccination rate stemmed from absences on clinic day and some children’s refusal to the vaccine, and provider vaccinations.

· The HDHHS is evaluating the sustainability of this program. Over 15,000 person hours were spent, not including all the planning by committees that began in January, and work with Hawaii nursing and AAO chapter committees. Those hours will be included in the costs analysis to assign national rates (e.g., for a vaccinator) whether from public health nurse or others. 

· HDHHS did a lot of promotion to prepare parents, children and staff, for influenza vaccination. The year before, they distributed DVDs/videos on influenza, including hand wash, etc., and to show children receiving the shot or nasal spray (the latter to reassure they would not have a needle going up their nose). They partnered with the AAP chapter to do a commercial and addressed whether live vaccine was appropriate for all in school. Memos were sent to the school superintendent about vaccine effect on immunocompromised children and radio spots and newspaper ads about keeping children healthy at school were done as much as possible.

Federal Perspective of Implementing Expanded Seasonal Influenza Vaccination

Presenter: Jeanne Santoli, MD, CDC, NCIRD, Immunization Services Division

Dr. Santoli outlined the factors of vaccine supply, financing, coverage and safety monitoring relevant to the expanded vaccination recommendation, implications to the public health infrastructure, and current supporting activities.

Vaccine Supply. The estimated production for the 2007-08 season is 143-144 million doses. If production yields, lot releases and product demand are as anticipated, they will pose a great opportunity as well as a lot of work. There are now four manufacturers of TIV vaccine: Sanofi-Pasteur (Fluzone®), CSL (Afluria®), Novartis Vaccine( Fluvirin®), and Glaxo SmithKline (Fluarix® and Fluluval®). MedImmune remains the sole producer of LAIV (FluMist®).

A chart of influenza vaccine production and distribution in the U.S. from 1980-2007 showed dramatic increases in the doses available for use and those distributed, with the exception of the 2004 vaccine shortage. Doses have increased steadily in the last three years, from 81 million in (2005-06), to 102 million (2006-07), to 113 million in 2007-08. 

However, there also is a growing gap between the doses produced versus those distributed, as recommendations changed and production increased (with pandemic planning). In all, 27 million vaccine doses were not distributed in 2007-08. While the changing recommendations and supply contribute to this, that gap is of concern and is being discussed.

Given the upcoming season’s projected production and data on uptake of the new vaccine recommendations, including the recently expanded influenza recommendations, CDC anticipates a sufficient supply (hopefully, not more than) to meet demand. 

A chart was shared of thimerosal-free or -reduced vaccine for last season and projected for this season, showing an increase from 12 million to 20 million in the last season. The total population of 6-35 month-olds, for whom these formulations are indicated, is ~10 million, but coverage in that population is only 20%-30%. If that remains true, despite many needing two doses, the vaccine supply will likely exceed demand, in addition to the physicians’ variable ordering patterns of multiple products now available.

Influenza Vaccine Financing

VFC. A February, 2008, ACIP resolution was adopted to cover expanded recommendations for the Vaccines for Children (VFC) program. The vaccine available on CDC contracts has increased steadily to meet state/local vaccine demands; the 2008-09 VFC total was ~12.5 million (doses across all products), adequate for demand. But the barrier of low VFC administration fees continued to affect children’s influenza vaccination.

Section 317. A Section 317 program report called for increased funding for underinsured children and adolescents to cover routine vaccines, including influenza. CDC is speaking with congressional representatives interested in that report to support greater vaccination of this group.

Private insurance coverage is good for influenza vaccine, but there is often a time lag between recommendations and vaccine releases, so the impact of the expanded recommendations for the upcoming season remains to be determined. 

A chart from 2002-2006 was shared of National Immunization Survey (NIS) data on influenza vaccination coverage among children aged 6-23 months. Although the data are a year behind, coverage remains low, at 32.2% for ≥1 doses and 20% for full vaccination.

Measurement of Seasonal Coverage. The NIS data are the gold standard for measuring coverage, as they are provider-verified (although that also makes them less timely). 

· NIS routinely assesses state-level coverage of children aged 19-35 months and, beginning in 2008,will do so for adolescents aged 13-17 years. However, this does not cover all children in the new recommendation.
· The National Health Interview Survey (NHIS) covers all ages, but is national is scope and it collects self-reported data. 
· The Behavioral Risk Factor Surveillance System (BRFSS) also collects self-reported data on adults, but is not a monolithic instrument. States can choose different modules and add their own question. A module on child influenza vaccination was made available in 2006, but not used since then. It may be reinstituted in 2009 due to pandemic influenza preparedness activity, but the states’ use still is optional.
· Immunization Information Systems (IIS) data comes from CDC-supported sentinel sites. It is timely and offers provider verified data, which make small area/practice level estimates possible. However, IIS status varies by region, with some using it and others not.

Vaccine Safety Monitoring

The ACIP Influenza Workgroup’s discussions included review of available vaccine safety data, which suggested the safety of widespread TIV/LAIV use. Existing systems conduct initial safety monitoring, but more is needed to optimize safety monitoring in non-traditional or non-healthcare settings. This could entail a big increase in needed capacity. Preparation for that and linking providers to the system will be needed.

Public Health Infrastructure for Influenza Vaccine Delivery

There has been much discussion about the use of venues unrelated to traditional vaccination or healthcare delivery, to capture school-aged children. Schools are a good capture point, but as Hawaii’s program demonstrated, such non-traditional sites pose challenges, such as gaining school support and bringing in staff to vaccinate. 

· If effected, vaccine delivery will likely either be by, or overseen by, public health staff, and the current public health infrastructure is likely insufficient to manage that. Additional funding has been requested from the VFC program to support the needed infrastructure, but not yet granted.

· Use of non-traditional and/or non-healthcare venues also increases the need for information-sharing to preserve continuity of care. The IIS system development continues, but its traditional focus has been on younger children (65% of participating children were aged <6 years in 2006). Most (84%) grantees maintained IIS vaccination data for persons aged 11-18 years, but not necessarily providers or other information systems. Training would be needed to ensure uniform data entry. 

New Knowledge

CDC has posted two RFAs targeting state and local health departments this year. They are focused on school-based vaccination, one focusing exclusively on influenza and the other on broader immunization (which could include influenza). The goal was to identify sustainable projects, which requires the billing entity to wean away from donations supporting infrastructure. Another RFA focuses on strategies to encourage private providers’ use of a longer vaccination season for their patients. The idea of the focus is to ensure some providers’ adoption of this, rather than restricting to a few.

Local/state Promotion of the Expanded Seasonal Recommendations

CDC’s traditional seasonal campaign was enhanced with new materials for providers and parents to take on the new age group (and, in some cases, the children themselves). The materials highlight the benefits of decreased school absenteeism and more time for learning. Routine childhood and pre-teen/adolescent materials are being updated to include influenza recommendations for these children.

National Influenza Vaccination Week will be sponsored from December 8-14, 2008 to emphasize the importance of a longer vaccination season. More information is available at:  http://www.CDC.gov/flu/NIVWITH NIVW2008-index.htm. During this week, CDC is collaboration with the Families Fighting Flu campaign to sponsor Children’s Vaccination Day. 

Summary

· Expect a robust supply: manufacturers project a large supply of vaccine for the 2008-09 season.

· Vaccine financing issues are similar to other childhood vaccines where underinsured children/adolescents are the primary gap.
· Vaccine coverage is low in young children. 
· Enhancements to current systems are needed to monitor vaccine coverage and safety. Current such mechanisms are not optimized to the newly added age group and potential new providers and venues.

· Increased public health infrastructure is needed to support implementation of expanded recommendations.
· Knowledge gaps around immunization delivery exist. Efforts are being made to fill them and more will be needed as new gaps are identified.
Discussion included:

· To prompt increased immunization rates, has CDC solicited help from payers, and attended to software to consolidate records and pool information? CDC is doing ongoing work, but nothing specific, with payers on vaccinate financing in general. The Immunization Congress and NVAC are working on that. There has been no discussion yet about a database to hold all these provider data points to identify gaps, regarding individual records and groups in broader populations. It is hoped that the RFAs will address that. Regarding information systems, CDC’s work is not specific to influenza. There is an initiative to facilitate health record standards’ inclusion of immunization records overall. That aggregation of data would avoid requiring providers’ double report.
· Vaccine coverage in younger children is low. This year, with 12.5 million doses through VFC, will we be able to achieve desired goals? 
The fact that that is more than what has been administered and more than was ordered last year indicates progress, but Dr. Santoli could not translate that state demand for product into coverage. However, the VFC contract allows the states to order additional doses beyond their initial order. 

· CDC’s ability to do media outreach will never match that of the private sector, but a lot of resources have been put behind this. Part of this is due to pandemic funding and, this year, for increased demand for seasonal vaccination. Most of that money goes out to states, but it can also supplement CDC’s budget to support states with synergistic messages. CDC has been able to do more of that in the last few years and this year some additional funding is available.

· The ACIP recommendation for children now is universal. CDC is working with insurance plans to finance the recommendations on all vaccines, not singling out influenza vaccination. However, this is not easy for them, since they have much more to consider than vaccination. This is an ongoing partner negotiation process.

Logistics of Universal Childhood Influenza Vaccination
Presenter: Matthew Daley, MD, Children’s Hospital of Denver

A time chart of the expansion of childhood influenza vaccination recommendations showed rapid progression in the last six years. The ACIP has recommended further expansion to vaccinate all those aged 5-18 by 2009 at the latest and by 2008 if feasible. By 2009 at the latest, all children age 6 months-18 years are recommended to receive influenza vaccine. That entails ~40 million children in the 2007-08 season and ~74 million subsequently. Currently, with <33% of recommended children actually vaccinated, achieving a 50% coverage rate among 6 month-18 year-olds entails a ~300% increase; 90% coverage would be a ~500% increase.

These numbers pose several implications: the need for new influenza vaccine delivery strategies in primary care, the need for new vaccination settings such as schools, and improved financial incentives for influenza vaccination. And, where public health infrastructure plays a huge role: influenza vaccination efforts need to be broad, community-based, and collaborative.

A bar chart of the percent of U.S. children with >1 visit to primary care (October-December 2002) indicated that >70% had a usual source of care, a medical home, where they can be vaccinated. But they may not have insurance accepted by the medical home, or transportation to be vaccinated in the appropriate window.

More revealing was examination of visits as reflected on an MEPS bar chart. Of children aged 5-18, ≤30% make a routine visit, and so will need an additional one.

At question is whether primary care practitioners have the time and resources to accommodate this bolus of children. Szilagyi (Arch Pediatr Adolesc Med, 2003) studied influenza vaccination-only visits by pediatric patients in primary care offices in 2000-2001. The median time was 22 minutes in urban practices (mostly waiting), and while suburban offices took only 9 minutes, it is clear that primary care capacity is lacking to meet the anticipated increase. Adding visits during regular hours would occupy treatment rooms, impair clinic flow and defer other activities. 

It seems to be more practical to extend the vaccination “season” and to have dedicated influenza vaccination clinics outside of regular hours. Data to be published by Rand (Arch Pediatr Adolesc Med, in press) on current pediatric visits indicate that extending the season accomplishes little, since 70% of children don’t come in. 

More interesting is the option to hold vaccination clinics outside of regular office hours. This offers the advantages of minimized interference with other routine office functions, potentially more efficiency from better processes, and the ability to link this to reminder calls and letters. However, staff flexibility will be necessary (weekends, evenings) and overtime pay will be incurred. It is unclear how administrative costs will differ compared with delivering vaccine during regular visits, and advance planning is required. Vaccine supplies must be reliable vaccine – one statement reported was that vaccine must “in the fridge before we’ll plan a vaccination clinic”)

Studies of Influenza Vaccination Clinics

· Kempe (Pediatrics, 2005; Fontanesi, J Med Pract Manag, 2006) studied efficient influenza vaccination strategies in five pediatric practices. They found large-volume weekend clinics to be most efficient, due in part to the fact that they did not pull medical records. However, that prevented data analysis to determine if this was, in fact, more cost efficient. In terms of adult influenza clinics versus routine visits, the clinics were more efficient, but documentation of vaccines given was poorer. The administrative costs were similar ($9.33 vs. $10.01/dose)
· Carpenter (Pediatrics, 2007) studied the 2005 Knox County, TN, 5-week school-based influenza vaccination drive. It targeted 53,420 students enrolled in the 76 county public schools and achieved a relatively high 45% overall influenza immunization rate. But billing was not done to cover the person-hours of health department staff (4200 person-hours) and school nurses (2700). Adult preventive and indigent care clinics were temporarily closed for 84 half-days (9000 visits). This made the vaccinate campaign an expensive and disruptive endeavor, even with donated vaccine.
· A Colorado study of a middle school catch-up hepatitis B vaccination program achieved an 85% rate among those who completed the 3-dose series. But billing private insurance incurred staff time costs and incorrect information led to denials, so many schools only vaccinated VFC-eligible children. And a national survey of school-based health centers indicated that 62% of school-based health centers are not billing private insurance. Obtaining parental consent also was a barrier to immunization. (Deuson, Am J Public Health, 1999; Kempe, National Immunization Conference, 2008).
Influenza immunization is provided in other settings, such as the >50,000 pharmacies in the U.S., EDs, and public immunization clinics. Each has its strengths and weaknesses. The pharmacies vaccinate only 25% of the eligible children and most of them do not know how to track the child through the IIS. EDs can vaccinate children and handle adverse events, but they are neither convenient nor inexpensive. Public clinics’ mass immunization capacity is questionable and most provide only publicly financed vaccine. 

In addition, of the 36% of those aged 50-64 years who are immunized for influenza, only 44.6% receive it in their medical home. That poses many problems for community physicians, who likely do not know their patient’s vaccination status and challenges their ability to order the right amount of vaccine. It wastes the cost of unnecessary reminders sent and prevents estimation of the practice’s coverage rate. At least, the vaccination sites’ record entry to community registries minimizes the effect of such record scatter. 

Vaccination Administration Fees

Glazner (Pediatrics, 2004) studied the actual costs of all routine infant vaccination-related activities. Even excluding the cost of the vaccine, every injection incurred a loss. The study is being repeated, this time focusing only on administration costs.

Summary. There are multiple challenges to achieve universal childhood influenza immunization. The current strategies have not produced high immunization rates. The expanded recommendation means that many more children will need annual vaccination, but vaccination is time-consuming, and current primary care capacity is limited. Most schools lack the resources and infrastructure to serve as an alternate vaccination setting and billing private insurance is difficult for them. Other settings have other substantial limitations and current vaccine administration fees provide little incentive to vaccinate. 

Another issue not raised as yet was the disincentive to practices of lost income from unused vaccine, even if they are adequately reimbursed for the vaccine distributed.

Solutions. Some solutions were suggested:

· Influenza immunization clinics could answer the barriers of limited vaccination capacity and competing clinical priorities. 

· Adequate and early vaccine supply will overcome shortage fears. (One comment at this meeting was “There’s nothing like having 2000 doses in the fridge to improve vaccination willingness.”) 

· Improved reimbursement for vaccine administration and providing vaccines on a consignment basis can help overcome the barrier of limited financial incentive to vaccinate. 

· Parental consent at school registration would ease the process, as would centralized billing and universal influenza vaccine purchase. 

· The engagement of community vaccinators and improved reimbursement would strengthen the necessary resource supply and infrastructure. 

Influenza immunization needs to be a community effort, a collaboration of partners. Public health can coordinate the clinics, track supplies and redistribute vaccine as needed, but not provide the vaccinations. Other sites such as pharmacies or EDs can vaccinate, as can primary care offices. The latter can also send reminders, as can schools, which also can provide space for clinics if possible. Multiple sites allow individuals missing one Saturday clinic to attend another on the following weekend. 

Conclusions

· “Tinkering” with current approaches will fail to achieve adequate vaccination coverage

· Transformational change is needed and the immunization “silos” need to be eliminated. Close cooperation between primary care, public health, and schools needs to be promoted and the health care system must place a higher value on influenza vaccination

Discussion 
· The Rochester group study data included analysis of immunization given earlier than in October/November (e.g., during children’s back to school visits). Even with the adequate vaccine supply of the last 4-5 years, less vaccine was given in September and most children don’t come in the fall. Many back to school physicals are given in August, especially those done for sports activities. Earlier vaccination would help, but perhaps not greatly. However, the raw data from that study are not available.

· The point was made that everything is tied to financing. Even in Hawaii, >50% of their $2 million expenditure was on vaccine itself; $300,000 was for the nurses and $150,000 was for other resources. A national effort to encourage people to donate their time during influenza season would be advantageous (e.g., national partnerships, high school or college community service requirements for graduation). 

· There may be a push for that to allow more community-based involvement. One part of Barack Obama’s platform is for more community volunteerism.   

· There is some movement toward that in the bioterrorism preparedness programs’ Citizen Medical Corps, which could perhaps be tapped into. 

· Similarly, pandemic preparedness plans could be tapped into. In fact, seasonal vaccination would keep people involved and trained even without a pandemic or bioterrorism attack.

· However, none of this will be easy. Dr. Counard related her department’s experience, when Tdap had just been released, of a pertussis outbreak in a high school with 4000 children. Even with a homogeneous population and physicians’ messages home to the parents, the children did not come for vaccination until the high school had 36 cases and an onsite vaccination clinic was held. With no fear of mortality, the parents and children didn’t perceive this as a real risk. Other than the perceived (lack of) need and suspicion that the vaccine causes influenza, there is the perception that school age children do not die of influenza. Children not in public school or those home schooled are missed by public school vaccination campaigns. 

· Most private physicians prefer to vaccinate in their offices, but they accept having it done in schools, especially for the older children they are less likely to see. But for younger children, vaccination is the magnet to pull to bring them in. And they prefer to have their high risk patients, such as children with asthma or other chronic illnesses, to be immunized in their office. They are a little less comfortable with vaccination sites other than schools, such as pharmacies. 

Dr. Tan gave instructions to the participants before they adjourned into their small group discussion. He asked them to consider particularly that influenza vaccination differs from other immunizations and to think outside the box. For example, one innovative tool could be establishing registries for children aged ≥10 years.

JULY 15, 2008

Review/Previous Day

Dr. Tan greeted the returning participants and summarized the previous day.

There have been fewer influenza-related deaths/hospitalizations among the 5-18 year-old age group, but there are 5-7 outpatient visits per 100 children and an increased frequency of antibiotic use. The disease rate frequency in this age group results in frequent school absenteeism. The adopted ACIP recommendation presents a paradigm change, to focus not only on populations with high mortality and morbidity but also those with more indirect benefits from immunization, such as 5-18 year-olds.

It must be remembered that children with chronic illness must be immunized, hopefully in their medical home. This universal recommendation might help increase coverage among them.

It needs to be determined how to evaluate the impact of this recommendation’s successful implementation, as well as its impact on disease burden. Both will be challenging.

Implementation can be a complicated issue, depending on the setting. Barriers can be political, for example in schools, due to concerns about liability for adverse events, or a child trips/falls entering a van. But there are successful approaches such as use of existing relationships with a WIC clinic, with the healthcare provider, or other access sites to children. With commitment and will, resources can be found to implement statewide programs. Even in such programs, new ideas are needed to capture the last 50% population not gained to date. But with good planning, media outreach, and forecasting, Hawaii shows that a 94% coverage rate can be achieved among children with parental consent.

The vaccine supply should be more than ample in the upcoming season, with 143-160 million doses expected to be available, and 50 million thimerosal-free or preservative-free vaccine.

As with other pediatric vaccines, a gap remains in payment for underinsured children. This is a national vaccine financing issue being addressed by NVAC, AAP and others.

In order to support the recommendation, CDC will have to enhance the current systems of monitoring vaccine coverage and safety surveillance, and acknowledge that the current systems are not optimized to do that (e.g., NHIS, NIS). Vaccine safety will be particularly important as the field expands to non-traditional immunization settings for 5-18 year-olds.

The public health infrastructure will have to be improved to support implementation of the recommendations and address existing knowledge gaps. CDC issued RFAs to address the latter, two on school-placed immunization and one on expanding immunization in private practices.

The private sector remains concerned about meeting the challenge of this new recommendation. The new age group does not normally present to care; how to reach them will need to be figured out by private practices.

Thought is also needed about how to overcome entrenched provider immunization patterns, in order to extend the vaccination season through February and get more children vaccinated in the medical home. (Dr. Tan’s and Dr. Daley’s data on child visits differed as a result of difference in the time covered by the study; Dr. Tan’s was to February and Dr. Daley’s was to December.) Clearly, the expanded season increases opportunity to capture more children.

Even so, a collaborative model is needed to ease the additional burden of expanded vaccination on the private sector. Dr. Daley had summarized, to agreement, that this could be accomplished through a collaborative model in which non-traditional settings work with the medical home, through a command-control system led by the health department. Vaccine supply and financing issues will have to be alleviated at the private practice level. The participants at this meeting can begin such collaborative approaches. 

Breakout Group Reports

School Settings

Reporter: Larry Edmonson

Consent forms were the first topic discussed by the school settings workgroup, as this is the starting point of school immunization. 

Getting the consent forms filled out and returned involves multiple challenges: 

· Parents may find the forms hard to understand and a language barrier may be an issue, especially in areas of big immigrant families.

· Students may not give parents the form.

· Schools may need to have the consent forms approved by the school legal counsel.

· Parents don’t understand the importance of annual seasonal influenza vaccination.

Solutions/approaches discussed were:

· Develop standardized consent form by nationally recognized legal experts that school boards will accept. Such a template could be used by school attorneys. Examples were the Immunization Action Coalition’s model physician order form and MedImmune’s model consent form.
· Require return of the consent form from students and provide incentives to encourage that, whether or not consent is given. MedImmune noted the success of this when they offered children small prizes for returning consent forms.
· Social marketing and communication on behalf of vaccination will help “sell” the benefits of seasonal influenza immunization to parents, employers (less absenteeism) and coaches (healthy athletes). CDC assistance to identify effective messages would be helpful.
· Communicate to parents the importance of annual influenza vaccination, using existing tools. Program examples included the “Say Boo to the Flu,” “Don’t Get Sidelined by the Flu,” “Spread the Word, Not the Flu,” and National Influenza Vaccination Week.
· Organize a national focus to arrange a unified message – e.g., Gardasil’s “One Less” and “I Choose” commercials. 

· Partner with local organizations to target messages to the local community, for example, by using focus groups to advise on the types of messages relevant to a particular locale.
· Get the word out to parents through multiple methods, such as email or reverse 911 for those without email. Communities’ differences will require a menu of a wide variety of messages and approaches to be made available to health departments, schools, and parents.
Funding

Funding challenges discussed included:

· Paying for vaccine, even in universal children’s vaccine coverage states. There are still administrative fees that are not built into the public health or private sector structures. 

· Billing Medicaid. Medicaid reimbursement differs between states. In some states where it is insufficient, they do not offer influenza immunization. 

· Timing of funding – Late notice prevents sufficient time to file a claim.

Solutions/approaches:

· Encourage insurance companies to invest in helping states purchase school clinic vaccine, something currently being discussed in Vermont.

· Identify ways to partner with 3rd party billing. This will take a collaborative effort between the public and private sectors.

· Advocate for practical private/state grant funding to promote program sustainability.

· An additional challenge of sustainability is how to maintain annual vaccination momentum. Influenza immunization differs from one-time vaccinations such as hepatitis B. Sustainability relates to building infrastructure and the funding to support it.
· CDC’s issued RFAs for local health departments and schools to build infrastructure to conduct annual clinics (previously described) were noted.
· The annual nature of influenza vaccination has to be considered when building infrastructure. The latter has to include the ability to provide the shots and ensure the necessary staffing. Linking to and integrating with public health preparedness infrastructure services was suggested.
Logistics:

The logistical challenges for a vaccination campaign include:

· The need for advance planning, months ahead.

· Many schools don’t have a large enough space to accommodate this, or have competing priorities for that space.

· Receiving vaccine in time for clinics.

· Scheduling the clinics.

· Staffing: The school nurse-to-student ratio varies radically, as does what they are allowed to do in the school setting. Some are not allowed to vaccinate. The schools may need help for immunization campaigns.

Solutions discussed included:

· Coordinate schools in advance to reserve space for campaigns and to ensure the scheduling doesn’t overlap with other school activities. Teachers could schedule coordinated flu-focused lessons.

· Team up with nurses serving multiple schools.

· Provide helpful materials such as Anne Arundel County’s “Clinic in a Bag.”

· Use public health staff or other individuals to assist. Examples discussed were sanitarians, residents and student nurses to give the shots; individuals to supervise them (which involves liability). The latter could be drawn from the preparedness activities’ Medical Reserve Corps. The campaign could provide a fulfillment opportunity for high school students’ community service graduation requirement. 

School buy-in: 

Gaining school buy-in to an immunization campaign is challenged by: 

· Competing priorities in schools already addressing NCLB, asthma, obesity, school safety, and other issues. Adding an annual campaign is rarely welcomed.

· The school’s nursing services are not necessarily provided by the school district; this varies according to school district authorization. They may be provided public health

Solutions/approaches discussed included:

· Making immunization requirements a performance measure for school administrators.
· Garnering the administrative support from the district headquarters and individual schools through the support of their management structures, such as the superintendant, principals, boards, etc. A letter from the superintendant or principal recommending vaccination can significantly increase compliance.
· Partner with national and state education associations, boards, etc., for their collaboration and cooperation to make annual influenza vaccination less unique and more universal. Partners discussed included the National Education Association (NEA), National Association of State Boards of Education (NASBE), National Association of School Nurses (NASN), and others. 
· Increase collaboration between CDC/HHS and the Department of Education (DOE) to develop coordinated support and resources.

· Advocate for a standardized method to provide or oversee school health services. Barriers also can arise with the size of larger school districts; for example, King County (Seattle, WA) has 19 school districts, not all of which could be targeted.
Implementation:

Challenges:

· Parents, principals, school boards, etc., have to be convinced that annual vaccination will prevent disease and vaccination should be done. The necessary high degree of involvement is lacking. 

· There is no clear picture of students’ actual coverage, schools’ current practices (e.g., in tracking the status and site of student immunization), or of the public health impact of school-based clinics. 

· Even universal coverage states don’t achieve a higher coverage rate in the targeted age groups. Why that is so remains unknown.

Approaches:

· Establish a centralized system to collect best practices.

· Promote the use of personal “shot cards,” although these may not be appropriate for everyone.

· Advocate to: 1) promote the number of and use of immunization registries and the compatibility and interoperability of registries; 2) link registries with student databases (granted that this is still challenged by limited IT capacity in health departments and schools). This would allow evaluation of campaigns, and tracking/analysis of vaccination and coverage rates in the public and private sectors (given an interface between public, private, and school records to which all have access). 

Discussion

· In one local school setting, free vaccine was obtained through a physician and friend of schools in the pharmaceutical industry.

· The Maryland initiative was supported by the state Health Officer, the Immunization Department and the Superintendant of Schools. The latter directed the principals to cooperate. They accepted the campaign when it was clear that the program would minimize the impact on the school/do all the logistics for the schools. The campaign has been done for two years and has gotten easier with time and experience.

· The breakout group was asked whether they preferred to do vaccination in grade-, middle-, or high schools. Most supported grade schools for their greater access to students.

· Competition for time in schools: In Olmstead County, Minnesota, discussions with school nurses revealed that they could not take on any more work, not even a one-page information sheet on meningitis and HPV vaccines. There was no funding to do that and many of them cover multiple schools. They refused to do it, although they understand the value of vaccinating students against influenza. Minnesota decided to try a model through a state coalition to not do school-based clinics, but after-hours school-placed clinics, with someone else coming in to carry out the program. The same will be done with faith-placed programs, after school and church hours. Maxim and VNA are willing to help effect this. They will see how this works. One problem with the No Child Left Behind Act (NCLB) has been that the school day agenda is so crowded that they can’t do anything extra – such as taking the students to an immunizing clinic.

· The National Association of School Nurses has a lot of relevant resources on influenza and vaccine that can help take the burden off the state. The Website is nasm.org – resources are on the home page’s right hand side.

· One person wished to see a national network set up, a system such as the national library or Little League system, that links to the local level to support annual immunization. It would rely on local volunteerism but be supported by a national organization and infrastructure focused on the clinical and educational aspects of immunization. With that, it would not matter if the clinic was held in a school, local library or church, and immunization at the library would be as common as a little league game at the local park.

· It was generally agreed that very few school districts’ nursing resources could take primary responsibility for an immunization campaign. The lead would likely be by the local health department, which will need the resources to set up a permanent infrastructure.

Healthcare and Other Setting Workgroup

Reporter: Mitch Rothholz

The Healthcare and Other Settings Workgroup’s discussions proceeded from the basic goal of getting every patient aged 18 years and younger vaccinated, regardless of the setting. The target groups selected to accomplish this were provider organizations, mass vaccinators, community partners, and pharmacists. 
Improving coverage rates in healthcare settings involves multiple issues: the time-frame of vaccination, missed opportunities, vaccine demand (or lack thereof), misperceptions about vaccine, laws and regulations, getting and maintaining active physician support, achieving lifespan vaccination, compensation, lack of access/medical home issues, administrative burden, staffing, vaccine safety, liability issues, legal and regulatory issues, dealing with adolescents, immunization documentation, and vaccine supply issues. Using out-of-the-box thinking to achieve lifespan immunization is needed, and was used in this workgroup.
Vaccination time frame

The age-specific vaccination time frame and the small percentage of children/adolescents coming in pose a barrier to the expanded recommendation. Solutions/approaches discussed were:

· Use physicians’ reminder-recall capacity; take advantage of patients’ trust in their provider. 

· Support funding to community-based, culturally sensitive approaches to target messages.

· Build on registries’ advantages – support the communication and documentation they need to advance.

· Methods to target patients:

· Reminders on pharmacy labels/vials.

· Educate caregivers about the importance of vaccination and to remind their patients at every opportunity.

Missed opportunities. Solutions/approaches discussed were:

· Provider education to vaccinate at every opportunity.

· Expand the pool of vaccination providers to vaccinate the target population. 

· Consistent messages by CDC, local public health and providers are needed – and all should educate on the importance of seasonal influenza vaccination.

· Lack of parental demand: Provide education/consistent messages from government and healthcare providers

Misperceptions. Healthcare providers need to educate themselves, their peers and patients. Solutions/approaches discussed involved messages:

· Adolescent-directed messages, delivered through adolescent leaders (peer, community leader).

· Convey the risk of disease versus that of vaccination.

· State the risk-benefit of vaccination versus disease.

· Remind that influenza vaccination is an annual event.

· Increase recognition of influenza as a significant disease and its impact on health, lifestyle, etc.

Physician buy-in. Healthcare providers need to “walk the talk,” demonstrate their buy-in to the importance of vaccination. Solutions/approaches discussed were:

· Have physicians discuss their own cases with other physicians/peers; the health problems encountered and how vaccination could prevent them; how they approached resistant patients; how influenza could have been prevented.

· Perhaps mandate that healthcare practitioners and their staff’s get influenza vaccination; make that a standard of care.

· Make this an OSHA issue. The Summit also asked that question. OSHA resisted that idea, but it continues to be pushed (e.g., make influenza vaccination an OSHA issue, as was done for not smoking in hospitals).

· HEDIS measures, public report cards: Require reporting of healthcare provider staff’s influenza vaccination. 

· Medical education for healthcare providers before they leave to practice, about extending the vaccination season.

· Examine medical/nurse/pharmacist training about the importance of vaccination.

Out-of-the-box thinking to help advance immunization included:

· Vaccinate people where they’re comfortable getting it, not worrying so much about who would provide it.

· Provide tools for providers to make it easy to implement the recommendation.

· Make vaccination a CME requirement or link it to the licensure requirement of volunteer service in the community. 

· Involve youth programs, such as the San Diego California Medical Association Foundation’s program link to a Girl Scouts merit badge. 

· Enlist community groups to educate their community about the importance of influenza vaccination.

· Encourage merchants (e.g., Abercrombie and Fitch) to provide benefits to adolescents to promote vaccination (e.g., discount coupon with proof of vaccination).

· Insurer-issued vouchers for vaccination.

· Using school-, faith- or work-placed locations for vaccination programs, and backup/comfort points for vaccination.

· Private insurer promotion/incentives to get the whole family immunized in one place.

Compensation/Recognition. Programs cost money; who pays? Reminder systems costs related to letter, email, voice/phone call reminders, all demonstrably valuable and costly. How to recoup the costs? Solutions/approaches discussed were:

· Not all vaccinators are recognized for reimbursement. Expand the types of practitioners recognized as immunization providers so all vaccines are covered. 

· Provide lifespan coverage.

· Resolve related issues of state identifying or recognizing the VFC versus SCHIP programs, so that vaccination is covered by something.

· Incentivize performance/provide better compensation to reward improved immunization rates.

· Expand VFC coverage to non-traditional providers, especially for those to adolescent populations. Explore methods to have them recognized by the VFC program.

· Vaccination should be profitable in any vaccination site.

· Compensate for needed counseling time with patients to convince them of vaccination’s benefit.

· Consider vaccine consignment terms, to remove the barrier of incurred vaccine cost while waiting for patients to present.

· Address the risk of those left with unused vaccine; consider compensation options.

Access/ Medical Home. Address the lack of access and/or lack of a medical home. Solutions/approaches discussed were:

· Allow easy access; clarify that the medical home is not a location or a control factor.

· Collaboration, coordination, communication systems between healthcare providers are needed to track patients wherever they present for vaccination. 

Reporting: Self-report or system documentation issues were discussed. The workgroup concluded that, for patients aged >10 years, examination is needed of the importance of the doctor-patient relationship versus the value of getting vaccinated in a setting other than the medical home. The latter is important for the recording and tracking of vaccination rates, but requiring that setting might be a barrier to increasing immunization rates.

Administrative burden solutions/approaches discussed were:

· Compensate for providers’ necessary vaccination-associated activities.

· Publish success stories/models – not just evidence-based science, but also field practice ideas that people can try/implement.

· Standing orders – For states that don’t allow standing orders, use “Stand on Chart,” a sheet on the chart through which the physician authorizes to immunization.

· Immunization clinics are efficient, but still impose an administrative burden. There are other ways to do those without disrupting normal practice activity. 

· Disseminate tools/templates/algorithms to help providers incorporate immunization to their practice flow, as well as help decisions about vaccine ordering.

Staffing. It is hard to add immunization into already pressed practices. Opportunities to alleviate the staffing demands included:

· Community immunizers can collaborate with private practice to make access to immunization clinics easier. 

· Have office after-hour immunization clinics staffed by volunteers. 

· Better reimbursement leads to better staffing.

· Models of successful volunteer programs are needed.

Vaccine safety: Consistent and credible messages are needed to emphasize the safety of vaccines.

Liability: Address the potential liability relevant to those who do not typically vaccinate, to foster the ability to vaccinate the whole family.

Legal/regulatory issues:

· Emphasize messages to lawmakers about the importance of vaccination to avoid potential barriers being included in laws and regulations. The latter should proceed from the public health perspective

· Review the issues of access to school data: is there a need for those data?; are there state or federal regulations to prevent access?

· Standing orders/protocol barriers identified on the state level.

· Who can vaccinate; age restrictions.

· Who indemnifies volunteers/mass vaccinators? Address risk management issues. It may be the health department or corporate attorney who blocks programs and needs education.

Dealing with adolescents: Peer messages are important.

Documentation is a barrier needing address: who does the record go to? The patient, provider, registry?

Supply concerns: address the risk of who is left with unused vaccine at the end of the season.

Vaccine Supply, Distribution, and Financing

Presenter:  Catherine Counard 

This workgroup focused on children, this meeting’s focus, recognizing that there are issues particular to adults as well. The workgroup had representation of manufacturers, healthcare providers, and public health, school based vaccination clinics. Representation of insurance companies and nontraditional providers (drugstores, big box providers) was missed. 

Vaccine Supply. 

Barriers to vaccine supply discussed included:

· Unpredictable production, a factor inherent in all vaccine production, not just influenza. But with more manufacturers, a more stable supply is hoped.

· Multiple formulations are a mixed blessing. Providers may get in only adult formulation and not pediatric.

· Timing of vaccine availability until cell-based production is a practical reality, which may shorten production time even to four weeks. This shortened production time could allow vaccination to begin in August/September rather than October/November.

· Plan the timing of clinics is difficult, due to the six-week window to delivery.

· Unpredictable balance of supply and demand, and loss risk if vaccine supply exceeds demand.

Distribution

Barriers were discussed.

· The information about the distribution system among all stakeholders is uncoordinated. The routes of distribution differ and are not necessarily parallel, nor are the relevant messages. Vaccine could be delivered for insured children before the VFC supply arrives, posing ethical problems to the provider. This also is the first year for the new CDC centralized distribution system for VFC vaccine, so how that will work remains unknown.

· NACCHO polls 120 health departments every week to assess the supply, but a better way to know the granularity of the distribution is needed. Also at question is who is responsible to track “who gets what and when;” public health/CDC, the federal government, vaccine manufacturers, providers?

· Additionally, there may be some opposition among healthcare providers to extend vaccination to nontraditional sites. This is inconsistent with the push to extend the vaccination season and eliminate barriers to vaccination. 

· Over the last seven years, Kaiser has studied vaccination demand and determined that it drops off by December 1st, regardless of vigorous outreach and vaccination promotion. That mindset needs to be changed, and the provider reassured that vaccine received late will not be wasted. The vaccine shortages created a mindset of uncertainty which needs to be changed, among providers and even among patients. Some high-risk patients volunteered to forego vaccination so other high risk patients can get it. Consistency in the supply chain may be needed for the next five years or so to readjust that perception.

Solutions to Distribution and Supply Challenges

· To help generate consistent messages about seasonal influenza vaccination that can be delivered simultaneously by all the stakeholders, CDC could approach the Ad Council to craft national message that a yearly influenza shot is needed and should be sought, even through February.

· To issue such messages, insurance companies and vaccine manufacturers could be approached to support a national, simultaneous message campaign. Kaiser examined their messages’ effectiveness over the years and found that complex messages were not as effective as a simplified “everyone should get vaccinated” message.

· Multiple levels of communication are needed between stakeholders about vaccine yield and production. Information about contingency plans should be communicated to maximize message consistency and to combat rumors and misperceptions. It needs to be ensured that all the information trickles down to the levels of implementation. Better communications to providers and the public will helps combat complacency. Work is needed to identify message maps that are effective in driving demand. 

· Vaccine manufacturers are working to improve communication as to when vaccine will be distributed. 

· CDC described their new FluFinder database, which can monitor vaccine location down to the zip code level, and identify who needs it. That kind of granular data needs to be more readily available to local level vaccinators.

· Operational support to implement the expanded recommendation needs improvement. The expanded pool of vaccinees will require an additional investment. The actual dollars needed should be estimated and clearly stated to ensure the appropriate resources are made available.

· Identify and disseminate best practice models. Kaiser studies indicate that the private provider appointment is not the best way to vaccinate over a short period of time. Their collaborative model could be followed by a number of physicians, even with different insurance companies, to jointly sponsor a vaccination clinic for their patients for maximum efficiency. 

Vaccine Financing

· Ensure appropriate state/local funding support. Public health departments could coordinate the physician collaborations described above, having the local relationships with providers and the public. However, they would need funding to take on that extra task. Dr. Counard estimated that implementing the expanded recommendation would require an additional $600 million in funding.

· Funding also will be needed for whoever takes charge of documenting, evaluating, warehousing, disseminating best practices, etc. If CDC, they also will need related funding.

· VFC/Section 317 funding: Accountability for vaccines and different points of access require clarification. Dr Counard noted that Illinois has 160,000 children who are underinsured and not covered for influenza vaccine. It costs her state $15 million a year to vaccinate them with the recommended basic vaccines, not including influenza. Nationally, that would be another $150 million investment in VFC to cover all children who are not covered by insurance. Having those kinds of financing gaps puts health departments in “ethically tense” situations.

· Different insurers’ coverage is complicated, leaving at question how quickly (absent a national mandate) they will cover every child aged to 18 years for influenza vaccine.

Solutions

· Work with state Medicaid agencies to increase the administration fee toward the allowable amount. That is are needed to encourage private sector implementation.
· Continue the dialogue on vaccine financing being done by NVAC, the AAP and the Influenza Summit.
· Encourage funding to build coalitions and community planning. Illinois, for example, has no funding to support these. In fact, immunization as a whole has been a low priority since the measles epidemic subsided.

· Make influenza vaccination a standard of care issue. Perhaps this could resolve the embarrassment of low healthcare worker vaccination rates.

· Focus on resources – it is an open secret that bioterrorism grant funds are channeled as possible to anything potentially related. Work is needed to build infrastructure.
· Mobilize state and local resources, focusing on resources versus deficits.
· The discussion should not be about how much money is being spent on implementing influenza recommendations, but on how it is being spent. For example, one question compared the expenditures on anthrax versus the nation’s inability to even fully immunize the population against influenza.

· The inability to intermingle the public and private vaccine supplies should be reviewed, to allow vaccination whenever the patient presents. A simplification is needed in the VFC’s required accounting. That limitation may actually discourage providers from participating in VFC.

Implementation

· It needs to be stated nationally that influenza vaccination is an important priority, to state the expectation of vaccination regardless of insurance coverage, and then to find the will to carry it out. The current view seems to be that “it’s all local” and that where the 5-18 year-olds live decides their immunization status.

· Adequate, timely federal and state discretionary funds are needed to implement this recommendation 

· A robust public health infrastructure is needed to support this recommendation. The fact is, “we don’t have the money or the infrastructure” to implement this recommendation, which all value; in fact, health department budgets have been cut. 

Stakeholders have to buy in: state officials, nontraditional partners, medical care providers and institutions. It is hoped that the ACIP recommendation will lead to a commitment to ensure the population is vaccinated each year. In favor of success is the renewed vigor of relationships between the stakeholders, including social service agencies able to access the hard-to-reach populations, the business and faith communities, and a renewed emphasis on communications.

Discussion included: 

· Further comments by a vaccine manufacturer:

· Note that influenza vaccine is plentiful; the supply problem now is too much supply. Frame that properly in the document.
· Distribution: The private sector delivery mechanism is to private physicians, but VFC distribution is controlled by the government, not the manufacturer. Be sure that is clear.
· It might be useful to have discussion/stakeholder meeting in January 2009 to actively promote vaccination into February, with the support of the AMA, manufacturers, etc. The initiatives by the Summit in this regard may make them the appropriate leader. 
· If there is a January meeting, it should be a public meeting so the media can be present, which could generate free media publicity. One problem with this idea was that the Summit meeting also discusses sensitive information that might be misconstrued by the media. Nonetheless, it was agreed that a Summit meeting bears discussion.
· Avoid mixed messages in the meeting document. Frame this as “expanding” the vaccination term, rather than “extending” it, so that, for example, adolescents will automatically be vaccinated during their regular August or September visit. 

· Coordinate overarching strategic messages for the public, which might change by the time of the season. For example, adolescents and compliant patients may get their vaccinations early, while late-season vaccinees may be better reached by the more convenient nontraditional vaccination sites. Work on a national message to unify the approach to capture the “other 50%” not being reached.

· CDC was asked to share vaccine supply/distribution data with the local level vaccinators. That has not been generally available, except for during the vaccine shortage to help immunization programs plan. However, it was also noted that an analysis of distribution data by provider type demonstrated no preference in distribution. Those data are available; the Summit tries to gather all information on their Website, which should be consulted.

· Agreement was expressed that providers’ perceptions set during the shortages and delays could take 5-10 years to readjust. The manufacturers pointed out the risk in this; if plentiful vaccine is not purchased, production will lower (or cease), and the shortage could be repeated. The Summit is also very wary of this cycle; the demand must be encouraged to match the supply. The ACIP recommendation is part of that effort and NACCHO may be able to help as well.

· The need now is to invest money in getting the nontraditional venues up and running.

· Changing the vernacular:

· Encourage a change of reference from the influenza “shot” to the influenza “immunization” or “vaccination” could be helpful. This is an optional recommended vaccine for adolescents, who are influential in their families, and such a change could help overcome the reaction by those who are needle-phobic.

· Encourage proper use of  “flu” and “influenza.” Even healthcare workers misuse the term. Emphasizing the difference could help to acknowledge the seriousness of the latter and why someone vaccinated ”for influenza” can still come down with ”the flu.” Explain about vaccine strains to counter the perception that influenza vaccine doesn’t work. 

· Foster better partnerships with the pharmacy chains and other big providers who do their own marketing and can help to fund such messages. For example, the National Association of Chain Drug Stores uses the Summit’s messages in their corporate entities. The challenge, then, is developing the unifying message that can be used by all.

· A celebrity endorsement could have great public impact. Examples include actress Jennifer Garner, spokesperson for the American Lung Association’s “Faces of Influenza” education initiative (http://www.facesofinfluenza.org/). The National Association of School Nurses will provide NACCHO with a pro-vaccination message by a star of High School Musical, if it can be extracted from a video to be posted on the Web. 

· The need was noted for the field to adopt 21st century mechanisms to disseminate the vaccination messages. A better connection with the public is needed, which can be accomplished in a variety of much more informative ways, many of which are also inexpensive. NACCHO is working with its members on a number of these, as are others, such as the AAP and the Every Child By Two program. But the use of peer-to-peer, social networking, and Web communities such as FaceBook and My Space is still far behind. CDC’s high national profile might be most successful in working with the Summit and others to explore these venues (perhaps at the January meeting), particularly to reach adolescents. (Action)

· The attendees at this meeting should provide their relevant resources and best practices to NACCHO to share with each other. (Action) Dr. Tan offered to put that information on the Summit Website. (Action)

· The Childhood Influenza Immunization Coalition, supported by the National Foundation For Infectious Diseases and chaired by Drs. Carol Baker and Richard Carmona, has a variety of good information on its Web site (www.preventchildhoodinfluenza.org).

· School nurses may not always be able to vaccinate, but they all should be educators and advocates. They have great reach to parents of school age children and should be part of any immunization coalition.

· Hire a major branding expert to create a “brand” for influenza immunization and a consistent message. 

· Possible innovation: A small excise tax added to fund such influenza immunization message development; or perhaps the vaccine manufacturers and insurers would support that. 

· Relevant consideration: Low opinion among healthcare providers and the public of pharmaceutical companies, the federal government, and medical organizations. 

· Facesofinfluenza.org has a national component involving celebrities, families affected, and regional/ethnic components. Basically, it provides a “campaign in a box,” a toolkit to help the local level do their own influenza immunization campaign. It includes consumer education, media materials, etc. It is on the Web for download and hard copies can be ordered. 

Closing Comments

Mr. Ransom stated that the presentations provided at this meeting will be shared as allowed by the presenters. The draft report will be generated and electronically shared with the participants for their comments before finalization. The meeting proceedings will be developed by August/September to guide the development of a national strategy and to identify areas in which further discussion among partners is warranted. The draft strategy will be shared with attendees for feedback and endorsement from August to December. Publication of a special proceedings document that describes the meeting and the national strategy is planned for April 2009, but will be completed this year.

Dr. Tan thanked NACCHO and CDC, and Novartis/MedImmune for their support of this meeting. He stressed the importance that the attendees take away and liberally share what they had learned. The ACIP recommendation is important and will greatly impact influenza vaccination in the United States, and those attending can do much to advance this among all our populations.

With not further comment, the meeting adjourned.

Respectfully submitted,

Marie J. Murray

d/b/a SoWrite

Atlanta, Georgia

sowrite@bellsouth.net
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