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On Monday, November 8, 2004, the Committees on Health and the Aging and the Subcommittee on Senior Centers will hold a hearing on the shortage of the flu vaccine.  The focus of the hearing will be to address how the City of New York is responding to the flu vaccine shortage and what plans have been put in place to deal with the possibility of a flu epidemic this season.  Among the responses the Council will be looking at is how City agencies are disseminating information to the public on how to get the flu vaccine, the efficiency of the vaccination process at agency-run locations, availability of vaccine to priority groups, coordination with state and federal government entities, coordination with public and private hospitals and private physicians and preparation for possible increased cases of the flu.  Those expected to testify include the New York City Department of Health and Mental Hygiene (DOHMH), Department for the Aging (DFTA), the Health and Hospitals Corporation (HHC), the Greater New York Hospital Association (GNYHA), medical associations, clinical facilities and advocates for impacted groups.  

BACKGROUND

According to the Centers for Disease Control and Prevention (CDC), every year in the United States, an average of 5% to 20% of the population become ill with the flu, more than 200,000 people are hospitalized from flu complications, and approximately 36,000 people die from flu.  In 2002, the flu was associated with more than 2,500 deaths in NYC.  To prevent the flu, the CDC recommends getting the flu vaccine each fall and states that older people, young children and people with certain health conditions, including pregnancy, are at high risk for serious flu complications.  Such complications may include: bacterial pneumonia, dehydration, and worsening of chronic medical conditions, such as congestive heart failure, asthma or diabetes.  In addition, children may develop sinus problems and ear infections.

FLU VACCINE SHORTAGE
On October 5, 2004, Chiron Corporation, one of the only two companies that the Food and Drug Administration (FDA) approved to produce the flu vaccine for sale in the United States (U.S.) during the 2004-2005 flu season, announced that its license to manufacture Fluvirin influenza virus vaccine in Liverpool, United Kingdom was temporarily suspended due to contamination.   The suspension of Chiron’s plant has prevented any release of its product and reduced the expected supply of the flu vaccine in the U.S. by approximately half.  Aventis Pasteur, the other company approved to provide trivalent inactivated vaccine (or the flu shot), was scheduled to supply approximately 58 million doses in the U.S. this season.
  Since this announcement, the U.S. has been scrambling to ensure that those with the greatest health risks for serious flu complications are able to access the significantly diminished flu vaccine supply.

FEDERAL RESPONSE

The CDC recommends that the following groups be prioritized to receive the flu vaccine this season because they are either people who are at high risk for serious flu complications or are in contact with people at high risk for serious flu complications:  
· all children aged 6–23 months; 

· adults aged 65 years and older; 

· persons aged 2–64 years with underlying chronic medical conditions; 

· all women who will be pregnant during the influenza season; 

· residents of nursing homes and long-term care facilities; 

· children aged 6 months–18 years on chronic aspirin therapy; 

· health-care workers involved in direct patient care; and 

· out-of-home caregivers and household contacts of children aged <6 months. 
Generally, the type of chronic medical conditions that are considered high risk are people with impaired or suppressed immune systems, heart or lung conditions, metabolic diseases (such as diabetes), kidney problems or blood disorders (such as sickle-cell anemia).
  Presently, there are approximately 42.8 million Americans that are considered at high risk.
  The CDC recommends that those who are not included in one of the priority groups listed above be asked to forego or defer vaccination because of the vaccine supply situation.
In an effort to offer more direction, the CDC further recommends that: 

· Persons in priority groups should be encouraged to search locally for vaccine if their regular health-care provider does not have vaccine available. 

· Intranasally administered, live, attenuated influenza vaccine, if available, should be encouraged for healthy persons who are aged 5–49 years and are not pregnant, including health-care workers (except those who care for severely immunocompromised patients in special care units) and persons caring for children less than 6 months. 

· Certain children less than 9 years require 2 doses of vaccine if they have not previously been vaccinated. All children at high risk for complications from influenza, including those aged 6–23 months, who present for vaccination, should be vaccinated with a first or second dose, depending on vaccination status. However, doses should not be held in reserve to ensure that 2 doses will be available. Instead, available vaccine should be used to vaccinate persons in priority groups on a first-come, first-serve basis. 

In an October 28th press release, the Department of Health and Human Services (HHS) announced that it is working with several foreign vaccine manufacturers, in an attempt to acquire five million additional doses of flu vaccine.
  The agency stated that it would allow the importation of vaccine from additional manufactures only after it has inspected the manufacturing plants and products.  If approved, the vaccines would most likely be distributed as an investigational new drug, or an IND, requiring recipients to sign a consent form and follow-up with a health care worker after receiving the shot.
  

DEPARTMENT OF HEALTH AND MENTAL HYGIENE RESPONSE


Each year, DOHMH orders vaccines for older adults who visit the City’s senior centers, uninsured clients of DOHMH clinics and children who participate in the Vaccines for Children program.
  This year DOHMH’s supply of flu vaccine was also diminished, as a significant portion of the agency’s vaccine was ordered from Chiron.  According to DOHMH, 90% of NYC residents ordinarily rely on their private doctor to provide their flu shots.
  Since a great number of physicians will also not receive their vaccines, DOHMH, in coordination with DFTA, has taken on increased responsibility this year in an effort to meet the public’s demand for the flu vaccine.


From the outset of the announced shortage, DOHMH has replicated federal and state health official’s recommendations for prioritization of the flu vaccine to individuals who are at highest risk for serious complications of the flu.  The department has also cited ways in which to reduce the chance of getting the flu, such as hand washing, covering one’s mouth and nose with your arm when coughing or sneezing instead of your hands and staying home from school or work if sick with a fever and cough.
  Administratively, DOHMH and DFTA have set up over 300 senior centers where DOHMH will be administering the flu shots on specific dates and in limited numbers.  DOHMH has also specified seven immunization clinics around the city as “walk-in” sites on particular dates for citizens in priority groups to get the vaccine as supplies last.     DOHMH also developed a flu vaccine finder, listed on its website and by calling 311, to find available locations.  

On October 26th, Mayor Bloomberg and Dr. Thomas Frieden, DOHMH Commissioner, called on employers and health care providers with excess flu vaccine to donate such vaccine to DOHMH to redistribute it to those at highest risk of flu complications.  In addition, DOHMH announced that it has requested 600,000 additional doses from the CDC for NYC medical providers to vaccinate high risk New Yorkers.  DOHMH also announced that they would expand its clinic operations by establishing additional sites in facilities close to existing health clinic locations to accommodate the overflow of people who are coming to DOHMH clinics and to reduce their wait time.  Also, additional staff and 60 phone lines were added to address flu-related calls to 311 and the City’s Flu Information Line.  


DEPARTMENT FOR THE AGING’S RESPONSE

Generally, DFTA has a limited role in flu vaccine dissemination.  Each year, DFTA sends forms to senior centers so that such centers may sign seniors up for the flu vaccine.
  Once a senior center obtains at least 50 seniors who express an interest in receiving the vaccination, the senior center coordinates with DOHMH to arrange a date and time to provide the requested vaccinations.
  Immediately prior to the flu season, DFTA and DOHMH jointly organized a public relations campaign to encourage people to get flu shots.
 

This year, DFTA has been working with DOHMH to assist with the flu vaccine shortage by providing information on its website about the flu and offering a link to DOHMH’s “Flu Information” website.
  In light of the flu shortage, DFTA officials have been meeting daily with DOHMH officials.
  DFTA informs DOHMH when a senior center has used all of its allocated flu vaccines so that DOHMH can take that senior center off of its website as a place to obtain a flu shot.
  According to some advocates, DFTA has not provided any formal communications with senior centers about how best to respond to the vaccine shortage.  DFTA officials state that they have been consistently updating senior centers about the status of the shortage via email and fax, and, in turn, rely on the senior centers to keep seniors updated.
 

Because the DOHMH website lists senior centers as one of the locations to obtain a flu vaccine, senior centers have been inundated with persons who want the vaccine, including persons from outside of NYC and the state.  Some senior centers have developed organized systems to cope with the overwhelming public response, such as creating lists of potential vaccine recipients (after those who had originally signed up received the vaccine) and scheduling time-slots for those persons to receive the vaccine.
  
Other Jurisdictions

Some jurisdictions are experiencing flu vaccine shortages that cannot be fully addressed by strict adherence to the CDC guidelines.  For example, when contacted by Council Staff, a number of cities, including the city of Houston, Texas, reported that they had absolutely no flu vaccine inventory in their public health system.
 Other Cities reported that they do not possess a sufficient quantity of vaccine that would be required to vaccinate its citizens that are listed in the CDCs priority categories.  In response, the City of Boston, following Massachusetts revised guidelines, is reserving its inventory of flu vaccine for those 75 years of age and older.  This is more restrictive than the CDC guidelines, which include people 65 years of age and older in their high-priority group.
   A number of municipalities in New Jersey will be delivering the limited number of flu shots they have available to high-priority group members through a lottery system.
 

A major concern for public health administrators nationwide is the lack of coordination between the municipal public health system and private practitioners.    Despite the critical role played by the public health system in efforts to combat the spread of influenza, the vast majority of anti-flu vaccine is provided to private physicians and clinics.
  There is often an additional “information barrier” that separates private practitioners who have an excess supply of vaccine from those who need additional vaccine stock.  In response, cities that are facing flu vaccine shortages need to ascertain where excess vaccine supplies exist in order to reallocate them to clinics and practitioners that lack sufficient vaccine inventories. In order to facilitate this effort, Aventis Pasteur has divulged the name of its institutional public and private providers to the CDC, names which are listed on a secure portion of the CDC’s website.
  Only State health departments are privy to the information contained on this website and the database does not include any information regarding vaccine inventories that are stored at the sub-hospital level.  


In an effort aimed at improving the level of information exchanged between the public and private sectors, the Los Angeles County Department of Health Services has posted a web page where all health care providers can post their influenza vaccine needs.  Providers who have a surplus of vaccine are encouraged to check the websites message section and contact listed providers who need vaccines for high-risk patients.
  The National Association of County and City Health Officials (“NACCHO”) has posted an Influenza Vaccine Reallocation Database on its website, where public health agencies and their community partners can share information regarding influenza vaccine supplies.
  Additionally, Massachusetts has issued a public health order that requires health care providers to complete an Influenza Vaccine Tracking Survey.
  The survey collects information about vaccine supplies: the amount ordered, current inventories and the amount of vaccine a provider may need.  Once registered, a provider is requested to complete this survey on a weekly basis.


San Francisco has issued a local state of emergency in response to the flu vaccine shortage.  Under the terms of the emergency decree:  a number of private groups have agreed to only vaccinate high-risk individuals; the City’s Department of Public Health was instructed to immediately purchase vaccine directly from corporations or other private sources without the usual City purchasing rules and the Director of Public Health was given the authority to confiscate vaccine if it was not being assigned to high-risk populations or if anyone was found to be “price-gouging” high risk populations.


One State has undertaken a unique initiative that seeks to secure additional flu vaccine supplies for its residents.  The State of Illinois is requesting that the FDA inspect 262,000 doses of European flu vaccine that it wants to purchase for use by its residents.
  Approval by the FDA of Illinois’ initiative is currently pending.
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� � HYPERLINK "Http://www.cdc.gov/flu/protect/shoshould" ��Http://www.cdc.gov/flu/protect/whoshould�get.htm.


� Centers for Disease Control, available at www.cdc.gov/flu/about/qa/0405season.htm; see also WebMD.com at Health Guide, available at http://mywebmd.com/hw/health_guide_atoz/hw248072.asp.


� Centers for Disease Control, available at www.cdc.gov/flu/about/qa/0405season.htm.


� Http://www.hhs.gov/news/press/2004pres/20041028a.html.


� See Title 21 Section 312.23 of the Code of Federal Regulations for more rules regarding INDs.


� � HYPERLINK "Http://www.nyc.gov/html/doh/html/public/press04/pr135-1005.html" ��Http://www.nyc.gov/html/doh/html/public/press04/pr135-1005.html�.  Vaccines for Children (VFC) is a CDC program which provides free vaccines to doctors who serve children who are uninsured, Medicaid recipients, Native Americans, and Alaska Natives at their doctors' offices. VFC also provides immunizations for children whose insurance does not cover immunizations at participating federally-qualified health centers and rural health clinics (� HYPERLINK "http://www.cdc.gov/nip/vfc/Default.htm" ��http://www.cdc.gov/nip/vfc/Default.htm�).


� Http://www.nyc.gov/html/doh/html/public/press04/mr286-1026.html.


� Http://www.nyc.gov/html/doh/html/public/press04/pr143-1015.html.


� Phone interview with Caryn Resnick, Deputy Commissioner, Department for the Aging on November 4, 2004.


� Id.


� Id.


� Id.


� Phone interview with Linda Whitaker, Assistant Commissioner, Bureau of Community Services, Department for the Aging on October 2004.


� Id.


� Phone interview with Caryn Resnick, Deputy Commissioner, Department for the Aging on November 4, 2004.


� Phone interview with James O’Neal, Associate Director of Marketing, Visiting Nurses Service CHOICE/HomeCare on October 29, 2004.


� Telephone Conversation, City of Houston Health Department, October 28, 2004.


� Boston Public Health Commission, � HYPERLINK "http://www.bphc.org/programs/initiative.asp?I=177&p=93=&b=5&d=" ��http://www.bphc.org/programs/initiative.asp?I=177&p=93=&b=5&d=�.


� Flu Shots are luck of draw in Bayonne, November 4, 2004, � HYPERLINK "http://www.nj.com/news/jjournal/index.ssf?/base/news-2/10995632163116212.xml" ��http://www.nj.com/news/jjournal/index.ssf?/base/news-2/10995632163116212.xml�.


� See, National Association of County and City Health Officials (NACCHO) Statement on Flu Vaccine Shortage.


� Telephone conversation, National Association of County and City Health Officials, October 29, 2004.


� � HYPERLINK "www.http://lapublichealth.org/flu" ��http://lapublichealth.org/flu�.


� � HYPERLINK "http://archive.naccho.org/influenza/clearinghouse/Start.asp" ��http://archive.naccho.org/influenza/clearinghouse/Start.asp�.


� http://www.psihealthsurvey.com/.


� Mayor Declares Local Emergency for Flu Vaccine, Office of the Mayor, City and County of San Francisco.


� Medical News, � HYPERLINK "http://medicalnewstoday.com/medicalnews.php?newsid=15770" ��http://medicalnewstoday.com/medicalnews.php?newsid=15770�.


� HHS- � HYPERLINK "http://fda.gov/oc/opacom/hottopics/blagojevichltr1027.html" ��http://fda.gov/oc/opacom/hottopics/blagojevichltr1027.html�.





PAGE  
10

