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	CABINET FOR HEALTH AND FAMILY SERVICES

DEPARTMENT FOR PUBLIC HEALTH


Novel 2009 H1N1 Influenza (Swine Influenza)
Updated Clinician Guidance

October 13, 2009


Dear Kentucky Clinician:

The ongoing pandemic caused by novel 2009 H1N1 influenza A virus continues to expand in Kentucky, in the United States, and internationally.  The Centers for Disease Control and Prevention (CDC) and the Kentucky Department for Public Health (KDPH) expect that more cases, more hospitalizations, and more deaths from this pandemic will occur over the coming weeks to months. 

SURVEILLANCE
Kentucky experienced a steady, but low rate of novel 2009 H1N1 influenza activity over the Summer and into the Fall.  In recent weeks, almost all laboratory specimens that have tested positive for influenza A virus at KDPH’s Division of Laboratory Services (DLS) have been the novel 2009 H1N1 influenza virus rather than seasonal influenza virus.  Following CDC’s lead, KDPH is no longer counting individual cases of novel 2009 H1N1 influenza infection, but rather using usual statewide influenza surveillance methods to report aggregate levels of activity. At this time, surveillance in the state indicates widespread flu activity.  Most of this activity is due to 2009 H1N1 influenza, because it is the predominant circulating strain of flu.  As of September 12, 2009, 99% of circulating influenza viruses across the U.S. were 2009 H1N1 influenza viruses susceptible to both oseltamivir (Tamiflu) and zanamivir (Relenza).  
REPORTING
KDPH requests that all hospitalized pregnant women with influenza-like illness OR confirmed influenza A infection and all pediatric seasonal and 2009 H1N1 influenza-associated deaths be reported to the Kentucky Department for Public Health at 1-888-9REPORT.
TESTING
Since more influenza cases caused by novel 2009 H1N1 influenza virus are anticipated to occur in Kentucky in the next few weeks to months, clinicians should use appropriate medical judgment, surveillance data and recommended public health guidelines to make determinations about laboratory testing or the use of antivirals.  Most patients who present with influenza-like illness during the next few months will likely have novel 2009 H1N1 influenza infection.  The sensitivity of rapid tests ranges from 10-70%, therefore, a negative test may not rule out influenza.  Fortunately, many patients who have been infected with 2009 H1N1 influenza virus infection, but who are not in a high-risk group, have had a self-limited respiratory illness similar to typical seasonal influenza (http://www.cdc.gov/H1N1flu/recommendations.htm).  

Because of novel 2009 H1N1 influenza’s comparable severity to seasonal flu, most patients with influenza will NOT require definitive diagnostic virology testing in order to receive appropriate treatment and guidance on preventing further transmission.  However, KDPH requests that specimens from patients who meet the following criteria be sent to the DLS in Frankfort. 

Criteria for Submission of Laboratory Specimens to the Division of Laboratory Services:  

Currently, KDPH is asking the health care community to submit specimens for novel 2009 H1N1 influenza virus testing only from patients with acute febrile respiratory illness who are (Please indicate on the laboratory specimen paperwork the group(s) that applies):
(1) pregnant OR 
(2) have a clinical condition that has required hospitalization OR 
(3) are living in an institutional setting where previous cases have not been identified.
KDPH does not request specimens from patients who are contacts of confirmed cases, unless they meet the above criteria.  KDPH also does not request specimens from patients who have been observed for prolonged times in Emergency Rooms or other observation areas but were discharged prior to 24 hours of care.  Furthermore, specimens from patients who test positive for rapid influenza A are not requested, unless the patient meets the criteria stated in the box above.  If patients do not meet the criteria for testing at DLS, but the clinician feels a need to test, specimens can be sent by health care providers to private (non-public health) reference laboratories that are also performing novel 2009 H1N1 influenza testing.  
When definitive novel 2009 H1N1 influenza testing is indicated at DLS based on the above criteria, the following should be collected as soon as possible after illness onset: nasopharyngeal swab, nasal aspirate or a combined nasopharyngeal swab with oropharyngeal swab.  If these specimens cannot be collected, a nasal swab or oropharyngeal swab is acceptable.  Per CDC guidance, nasal washes are no longer recommended for specimen collection.  Ideally, swab specimens should be collected using swabs with a synthetic tip (e.g. polyester or Dacron®) and an aluminum or plastic shaft. Swabs with cotton tips and wooden shafts are not recommended.  Specimens collected with swabs made of calcium alginate are not acceptable.  Specimens should be placed into 1 to 3 mL sterile viral transport medium (M4RT) and immediately placed on ice or cold packs or at 4°Celsius (refrigerator) for transport to the laboratory.  Label specimen container, package and ship to DLS, as directed at: http://www.chfs.ky.gov/dph/info/lab/.  Before sending the specimen to DLS, please call DLS at 502-564-4446 for tracking and guidance.

TREATMENT
The majority of patients with influenza will probably not need antivirals prescribed for their illness. Treatment is recommended for any suspected/confirmed case of 2009 H1N1 influenza which requires hospitalization.  Treatment is also recommended for all high-risk (described below) suspected/confirmed cases.  Treatment is further recommended for suspected/confirmed cases with warning signs/symptoms of severe illness, such as dyspnea, tachypnea, and unexplained oxygen desaturation.  
The following groups of persons are at high-risk for severe illness: 1) children younger than 5 years old, especially those younger than 2 years old; 2) adults aged 65 years or older (because they are more likely to have severe complications if infected); 3) pregnant women; 4) persons with chronic conditions, such as pulmonary (including asthma), cardiovascular (except hypertension), renal, hepatic, hematological (including sickle cell disease), neurologic, neuromuscular, or metabolic disorders (including diabetes mellitus); 5) immunosuppressed individuals, including medication-induced and HIV-positive; 6) persons younger than 19 years old who are receiving long-term aspirin therapy (due to an increased risk for Reye syndrome). Treatment is not recommended for those without risk factors for severe complications who present with uncomplicated febrile illnesses.
Ideally, treatment should begin within 48 hours of illness onset.  Antiviral doses recommended for treatment of respiratory infections caused by H1N1 influenza in adults or children 1 year of age or older are the same as those recommended for seasonal influenza.  Treatment dosing is available at: http://www.cdc.gov/H1N1flu/eua.  Oseltamivir use for children younger than 1 year old was recently authorized by the U.S. Food and Drug Administration (FDA) under an Emergency Use Authorization (EUA) and dosing for these children is age-based although some experts prefer weight-based dosing, particularly for premature or underweight infants.  Please see the CDC recommendations at: http://www.cdc.gov/h1n1flu/eua/tamiflu.htm. 
For current information for clinical considerations of pregnant women please see CDC recommendations at: http://www.cdc.gov/h1n1flu/clinician_pregnant.htm
2009 H1N1 influenza viruses are susceptible to the neuraminidase inhibitor antiviral medications, oseltamivir and zanamivir, but are resistant to the adamantane antiviral medications, amantadine and rimantadine. This susceptibility pattern is the same as that observed among seasonal influenza A (H3N2) and B viruses in recent years. Oseltamivir resistance appears to be rare at this time. However, oseltamivir-resistant 2009 H1N1 influenza viruses have been identified, typically among persons who develop illness while receiving oseltamivir for chemoprophylaxis or immunocompromised patients with influenza who are being treated. These findings underscore the importance of careful and limited use of antiviral medications for chemoprophylaxis and the need for persons taking antiviral medications to continue to follow recommendations for hand and respiratory hygiene to prevent the spread of antiviral resistant viruses. Additional information on oseltamivir resistance among 2009 H1N1 influenza viruses is available at: http://www.cdc.gov/h1n1flu/HAN/070909.htm.
Chemoprophylaxis dosing is available at http://www.cdc.gov/H1N1flu/eua.  Chemoprophylaxis should be considered in high-risk individuals (described above) who have close contact with persons likely to have active 2009 H1N1 influenza such as those in group settings such as nursing homes or correctional facilities.  Health care workers who have close contact with such persons should also consider chemoprophylaxis.  Chemoprophylaxis is not recommended if more than 48 hours have passed since last contact with an infectious person.  Chemoprophylaxis is not recommended for healthy children or adults in group settings, such as schools, camps, and workplaces.
Currently the national commercial supply chain for Tamiflu oral suspension may be inadequate.  KDPH has released guidance for pharmacists to compound suspensions following guidelines from the FDA.  This information can be found at:  http://healthalerts.ky.gov/Pages/HealthProfessionalsInfo.aspx under “Updated Clinician’s Guidance for Pediatric Prescription of oseltamavir (Tamiflu) for H1N1 Treatment” (September 28, 2009)
Through a network of participating pharmacies, KDPH is implementing a program in collaboration with the Kentucky Pharmacists Association for those patients who cannot afford the cost of antiviral medicines that have been prescribed.   State stock antiviral medications are available in limited supply to serve the uninsured and underinsured who otherwise could not afford the cost of the antiviral medication they have been prescribed.  If a patient is given a prescription for antiviral medication but is unable to pay for the cost of getting the prescription filled, then state stockpiles of antivirals can be used to fill the prescription either without charge or for a minimal $5 fee, but only at participating pharmacies. In an effort to control and monitor for proper use and dispensing of the state owned antiviral cache, prescribers should identify on the prescription “KPhA Rx” which will alert the participating pre-identified pharmacies to utilize the state cache to dispense antivirals to those who cannot otherwise pay for them.  More information about this program and its participating pharmacies will be sent in the near future.
During previous influenza pandemics, bacterial co-infections caused by Streptococcus pneumoniae, Haemophilis influenzae, Staphylococcus aureus, and group A Streptococcus have been contributors to morbidity and mortality.  A recent MMWR article (October 2, 2009 / 58(38):1071-1074) reported that these same pathogens were identified in lung tissue from 22 of 77 cases of fatal H1N1 influenza A infections.  Bacterial pneumonia and bacterial coinfections should be considered in patients with ILI or confirmed influenza illnesses who suddenly worsen. 
SCHOOL AND WORKPLACE EXCLUSION
CDC has recently issued guidance related to school and work exclusion policies for persons with influenza-like illness. “CDC recommends that people with influenza-like illness remain at home until at least 24 hours after they are free of fever (100° F [37.8°C]), or signs of a fever without the use of fever-reducing medications.”  This is a change from the previous recommendation that ill persons stay home for 7 days after illness onset or until 24 hours after the resolution of symptoms, whichever was longer.  The new recommendation applies to camps, schools, businesses, mass gatherings, and other community settings where the majority of people are not at increased risk for influenza complications.  This guidance does not apply to health care settings “where the exclusion period should be continued for 7 days from symptom onset or until the resolution of symptoms, whichever is longer,” http://www.cdc.gov/H1N1flu/guidance/exclusion.htm 
PREVENTION
Transmission of 2009 H1N1 influenza and seasonal influenza appear to be by similar mechanisms. Spread of both seasonal influenza and 2009 H1N1 influenza can be prevented through proper handwashing, coughing in one’s elbow or sleeve, avoiding contact with sick persons, and staying home from school or work if illness occurs.

Vaccination is the best way to prevent influenza.  The initial shipments of the vaccine against 2009 H1N1 influenza started becoming available in October from the federal government.  This vaccine is separate from seasonal influenza vaccine.  Based on the epidemiology of the illnesses, target groups for the two vaccines are distinct, though there is some overlap in the targeted groups: http://www.cdc.gov/flu/professionals/vaccination/ and http://www.cdc.gov/H1N1flu/vaccination/ .  If your clinic or facility is interested in receiving and administering novel 2009 H1N1 influenza vaccine please contact your local health department.  
There are four different brands for 2009 H1N1 vaccines.  Indications and contraindications vary by brand and formulation.  Details for each specific type are available at the following FDA site: http://www.fda.gov/BiologicsBloodVaccines/Vaccines/ApprovedProducts/ucm181950.htm.  Summarized information is available in the protocol section of the following KDPH site: http://healthalerts.ky.gov/Pages/H1N1InfluenzaToolkitforClinicians(Fall2009).aspx.  Although additional considerations vary by specific brand and formulation, the following information is true for all types.  Children less than 9 years old require two doses of vaccine given one month apart.  People 10 years old and older require only one dose of vaccine.  Contraindications include life-threatening reactions to previous influenza vaccine as well as hypersensitivity to eggs or vaccine components.  Only IM vaccines from multi-dose vials contain the preservative thimerosal.  Details about thimerosal are available at these CDC sites. http://www.cdc.gov/FLU/ABOUT/QA/thimerosal.htm
http://www.cdc.gov/h1n1flu/vaccination/thimerosal_qa.htm  The 2009 H1N1 influenza vaccine is being made by the same processes used for seasonal influenza vaccine and is expected to have a similar safety profile: http://www.cdc.gov/h1n1flu/vaccination/vaccine_safety_qa.htm  Any adverse events related to vaccine administration should be reported through the Vaccine Adverse Events Reporting System (VAERS), as is customary for events related to any vaccine. A VAERS form may be downloaded from the VAERS website at info@vaers.org


. Alternatively, you may request a VAERS form by sending an email to: http://vaers.hhs.gov/esub/index, by calling toll-free 800-822-7967, or by sending a faxed request to 877-721-0366.
Recent findings published in MMWR (http://www.cdc.gov/mmwr October 2, 2009 / 58(38);1071-1074) confirm that bacterial lung infections are occurring among patients with fatal cases of novel 2009 H1N1 influenza and underscore both the importance of pneumococcal vaccination for persons at increased risk for pneumococcal pneumonia and the need for early recognition and treatment of bacterial pneumonia in persons with influenza. Persons at greatest risk for invasive pneumococcal disease include young children, older adults, and persons of any age with certain conditions, including chronic lung or cardiovascular disease and immunosuppressive conditions. All children aged less than 5 years should receive pneumococcal conjugate vaccine (PCV7) according to current Advisory Committee on Immunization Practices (ACIP) recommendations. In addition, pneumococcal polysaccharide vaccine (PPSV23) is recommended for all persons aged 2 through 64 years with certain health conditions and all persons aged 65 years and older.
Thank you for your willingness to work with us to prevent and appropriately treat influenza.  Please see our newly available Clinician Toolkit at: http://healthalerts.ky.gov/Pages/H1N1InfluenzaToolkitforClinicians(Fall2009).aspx for extensive literature on all aspects of H1N1 prevention and treatment.  More information, including guidance for health care workers, PPE recommendations, and care of patients in the home, can be found at KDPH’s Health Alerts website (http://healthalerts.ky.gov) and the federal government flu website (www.flu.gov).  
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