


Influenza Questions and Answers, Pink Book Webinar, September 7, 2016

1. Does Influenza IIV4, IM, Preservative-free, (Pediatric) have maximum age above which it is invalid?

A:  If you are referring to the 0.25 mL single dose syringe, it is only recommended for use in children 6 through 35 months of age.

2. Aside from the dose amount, is there a difference between pediatric flu [vaccine] and regular flu [vaccine]?

A: Generally, no.  Please check the package inserts of the relevant vaccines on the Resources and References pages to be sure, because each vaccine varies in formulation.

3. One of my patients received influenza vaccine last year early in the season.  In April, months later, she got a bad bout of the flu.  Can a "booster" influenza vaccine be given later in the season? 

A:  Only one dose of influenza vaccine is recommended each year for persons 9 years of age and older.  There are some studies that suggest immunity wanes after inactivated influenza vaccine at about 6 months after vaccination, but the data are not consistent, and do not necessarily account for variant influenza viruses, for which a season’s vaccine may not offer good protection.  It would be helpful to know if the person had a diagnostic test documenting influenza infection, or if the diagnosis was on clinical grounds only.  If the latter, other infections can mimic influenza symptoms, against which influenza vaccine will not protect the patient. 

4. In validation of a shot should we observe age limits? For example, are pediatric formulations given to adults are valid, or do they not offer sufficient antigen for protection?
A:  The pediatric formulation (0.25 mL) single dose vial or syringe of inactivated influenza vaccine (IIV) is not indicated for, nor likely to protect, persons 3 years or older.  Such persons who receive a 0.25 mL dose in error can receive another dose of 0.25 mL on the same day as the first dose, and expect to be protected, or if they return to clinic another day, they should receive a 0.5 mL dose.
5. Is influenza intranasal [LAIV] (once given) still acceptable as a valid dose?

A: CDC guidance for persons who received the live attenuated [intranasal] influenza vaccine (LAIV) either in the past, or receive it in the 2016-17 season:  Past doses may count as one or both the two doses necessary for young children as primary series, and if a 2016-17 LAIV dose is given to a patient, it may count as valid.  Revaccination with IIV is not recommended.

6. With ACIP's recommendation not to use LAIV this flu season being an "interim recommendation," is there any chance the LAIV recommendation could change mid-flu season?

A:  The recommendation to not use LAIV is for the entire 2016-17 influenza season.  ACIP and CDC will review available data early in 2017 to determine recommendations for LAIV use in 2017-18.

7. Were there a large number of cases of the flu in those who received Flumist [LAIV] during the three seasons it was noted to have low effectiveness?
A:  The data CDC and ACIP reviewed in making the decision to not recommend LAIV for use in 2016-17 are summarized here:  http://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2016-06/influenza-05-flannery.pdf.  Briefly, LAIV demonstrated no effectiveness in 2013-14 and 2015-16 against the dominant influenza A/H1N1 virus, and limited effectiveness against influenza B viruses, in children 2 through 17 years, depending on which study was reviewed.  More data are summarized on pages 16-17 at http://www.cdc.gov/mmwr/volumes/65/rr/pdfs/rr6505.pdf.  


8. What are the absolute minimum intervals: a) between two LAIV vaccines; b) between LAIV and live vaccines from other groups, e.g., MMR? (24, 28 days?)

A:  The recommended interval between two LAIV doses is 28 days, and the grace period of four days can be applied to this interval, making the absolute minimum interval 24 days.  For two different live vaccines, the minimum interval is 28 days, with no grace period.  This issue is discussed in detail in the ACIP General Recommendations on Immunization at http://www.cdc.gov/mmwr/pdf/rr/rr6002.pdf, on pages 5-9.

9. Do people who are infected with influenza who don't get sick have asymptomatic infection?  Are they infectious to others?

A:  Some experts estimate up to 20% of persons infected with influenza viruses will have no or minimal symptoms, and only 50% will have “classic” influenza symptoms with sudden onset of fever, myalgia, fatigue, nonproductive cough, headache, and sore throat.  Regardless of symptoms, infected persons are infectious to others, beginning one day before symptoms, and up to five days after symptoms begin.

10. Is a signed consent required by the State of California for influenza [vaccination]?
A:  Consent for immunization is a prerogative left to state and local jurisdictions.  The California Immunization Branch can be reached at (916) 558-1784, and their website is http://www.cdph.ca.gov/programs/immunize/Pages/default.aspx.   For others interested in contacting their state or local immunization program, you can find information here:  http://www.cdc.gov/vaccines/imz-managers/awardee-imz-websites.html.  
11. What is the best way to explain to a patient that they do not get sick with the influenza vaccine?
A:  No influenza vaccine can cause influenza illness.  Influenza (flu) vaccines administered with a needle are currently made in two ways: the vaccine is made either with a) flu vaccine viruses that have been 'inactivated' and are therefore not infectious, or b) with no flu vaccine viruses at all (which is the case for recombinant influenza vaccine). The nasal spray flu vaccine does contain live viruses. However, the viruses are attenuated (weakened), and therefore cannot cause flu illness. The weakened viruses are cold-adapted, which means they are designed to only cause infection at the cooler temperatures found within the nose. The viruses cannot infect the lungs or other areas where warmer temperatures exist.
While a flu vaccine cannot give you flu illness, there are different side effects that may be associated with getting a flu shot or a nasal spray flu vaccine. These side effects are mild and short-lasting, especially when compared to symptoms of bad case of flu.
The flu shot may cause some minor side effects:
•Soreness, redness, or swelling where the shot was given
•Fever (low grade)
•Aches

The nasal spray vaccine viruses are weakened and do not cause severe symptoms often associated with influenza illness, though some of them are like influenza symptoms (but last only a day or so). In children, side effects from the nasal spray may include:
•Runny nose
•Wheezing
•Headache
•Vomiting
•Muscle aches
•Fever

In adults, side effects from the nasal spray vaccine may include:
•Runny nose
•Headache
•Sore throat
•Cough
12. Why are Native Americans and Alaskan Natives at increased risk for influenza complications than other persons?
A:  Experts aren't sure exactly why, but reasons that these populations are at high risk of influenza complications could include social and economic factors that often result in reduced access to health care and crowded living conditions.  More information is at http://www.cdc.gov/features/AIANFlu/index.html. 
13. When we are told that the manufactures are "waiting for the FDA to release the influenza vaccine" what does that mean?
A:  Each vaccine undergoes quality control tests, including testing for sterility. Manufacturers submit the results of their testing, along with sample vials from each lot to FDA for "lot release." FDA releases lots and the manufacturers begin shipping vaccine throughout the United States for use by the public.  More information is at http://www.fda.gov/ForConsumers/ConsumerUpdates/ucm336267.htm.  
14. For persons with a history of Guillain-Barre Syndrome (GBS), is there a certain influenza vaccine these people should receive?
A:  No.  As a precaution, persons who are not at high risk for severe influenza complications (see Persons at Risk for Medical Complications Attributable to Severe Influenza) and who are known to have experienced GBS within 6 weeks of influenza vaccination generally should not be vaccinated. As an alternative to vaccination, physicians might consider using influenza antiviral chemoprophylaxis for these persons. However, the benefits of influenza vaccination might outweigh the risks for certain persons who have a history of GBS and who also are at high risk for severe complications from influenza. If a provider decides to vaccinate a patient with a history of GBS, any licensed age-appropriate vaccine may be used. More information is at http://www.cdc.gov/mmwr/volumes/65/rr/rr6505a1.htm?s_cid=rr6505a1_w#safety_inactivated_influenza_vaccines.  
15. Are there any vaccines that CANNOT be given concomitantly with influenza vaccine?
A:  No.  In some influenza seasons, an increased risk of febrile seizures was documented when IIV was given pneumococcal conjugate vaccine, but not after IIV alone.  However, ACIP does not recommend separating these vaccines if they are indicated for a child at one time.  More information is at http://www.cdc.gov/mmwr/volumes/65/rr/pdfs/rr6505.pdf on page 18.
16. What are the changes [in IIV recommendations] as far as patients with egg allergies?  Can all patients with egg allergies receive IIV?
A:  There are several significant changes:
· Persons with a history of egg allergy who have experienced only hives after exposure to egg should receive influenza vaccine. Any licensed and recommended influenza vaccine (i.e., any age-appropriate IIV or RIV3) that is otherwise appropriate for the recipient’s age and health
status may be used.

· Persons who report having had reactions to egg involving symptoms other than hives, such as angioedema, respiratory distress, lightheadedness, or recurrent emesis; or who required epinephrine or another emergency medical intervention, may similarly receive any licensed and recommended influenza vaccine (i.e., any age appropriate IIV or RIV3) that is otherwise appropriate for the recipient’s age and health status. The selected vaccine should be administered in an inpatient or outpatient medical setting (including but not necessarily limited to hospitals, clinics, health departments, and physician offices). Vaccine administration should be supervised by a health care provider who is able to recognize and manage severe allergic conditions.

· Removal of the recommendation that egg-allergic recipients should be observed for 30 minutes post vaccination for signs and symptoms of an allergic reaction. Providers should consider observing all patients for 15 minutes after vaccination to decrease the risk for injury should they experience syncope, per the ACIP General Recommendations on Immunization (see http://www.cdc.gov/mmwr/pdf/rr/rr6002.pdf).


17. Should a toddler who throws up every time he eats eggs get a flu vaccine?
A:  Yes.
18. What is the recommendation regarding vaccinating individuals that have an allergy to a component of the vaccine used in manufacturing?
A:  If the allergic reaction included anaphylaxis, the person has a contraindication to receive any vaccine with that component.  If it was a less severe or different reaction, the person can probably receive the vaccine.  If uncertain, ask the patient to check with the primary care provider or an allergist.

19. When handling an anaphylaxis, due to administration of the flu vaccine and a person is allergic to eggs do we give Epi pen or the reversal drug of the vaccine; or both?

A:  CDC’s General Recommendations on Immunization state:
“All vaccination providers should be familiar with the office emergency plan and be currently certified in cardiopulmonary resuscitation. Epinephrine and equipment for maintaining an airway should be available for immediate use.

Anaphylaxis usually begins within minutes of vaccine administration (78–80). Rapid recognition and initiation of treatment are required to prevent possible progression to cardiovascular collapse. If flushing, facial edema, urticaria, itching, swelling of the mouth or throat, wheezing, dyspnea, or other signs or symptoms of anaphylaxis occur, the patient should be placed in a recumbent position with the legs elevated if possible (81,82). Administration of epinephrine is the management of choice. Additional drugs also might be indicated (Table 8) (83). Maintenance of the airway and oxygen administration might be necessary. After the patient is stabilized, arrangements should be made for immediate transfer to an emergency facility for additional evaluation and treatment.”  More information is at http://www.cdc.gov/mmwr/pdf/rr/rr6002.pdf. 

20. With the recommendation to not use the LAIV vaccine this season, will insurance companies still cover the cost of the immunization if LAIV is used?
A:  Given the vaccine is still a licensed product, one would expect it would be covered by insurance companies.  Ideally, patients should check with their insurance company about coverage before vaccination.
21. How effective is this flu vaccine expected to be this year?
[bookmark: _GoBack]A:  We have no prediction about the vaccine’s effectiveness, because there are very few surveillance data from the United States as yet.  Southern hemisphere influenza viruses isolated from ill persons in 2016 have been similar to the strains in the 2016-17 U.S. vaccines, suggesting the vaccines here will be effective. 
22. Is IIV okay for a breastfeeding mother?
A:  Yes.  There are no limitations on IIV for breastfeeding women.  More information is at http://www.cdc.gov/breastfeeding/recommendations/vaccinations.htm. 
23. Can the IIV flu vaccine be administered to any pregnant woman anytime during the pregnancy or is there certain time not to or to give it during pregnancy?

A: Because pregnant and postpartum women are at higher risk for severe illness and complications from influenza than women who are not pregnant, the ACIP recommends that all
women who are pregnant or who might be pregnant in the upcoming influenza season receive IIV. Influenza vaccination can be administered at any time during pregnancy, before and during the influenza season.  More information is at https://www.cdc.gov/mmwr/volumes/65/rr/pdfs/rr6505.pdf

24. If a parent claims that their 8 year old or younger child had previous flu vaccine, but have no record to prove it, can we take that verbal claim?
A: CDC’s written recommendation is to accept only written documentation of vaccination, with the exception of adults who report receiving either influenza or pneumococcal polysaccharide vaccine.  There are several published studies demonstrating parental report of their child’s prior influenza vaccination is generally sensitive and specific.  Therefore, you must decide whether to rely on parental report of vaccination, or on written records.  
25. Why do some people that do not get the flu vaccine never get sick with flu symptoms? 
A:  In any given year, 5% to 20% of the population are infected with influenza, and while most of those people become ill, some do not, or have a mild illness that may not require medical care.  Therefore, the risk of influenza infection in any one year ranges from one in five to one in twenty per year, and is somewhat less for medically attended illness caused by influenza.  One can then understand how some persons believe they have never been infected with influenza.
26. Should the vaccine be given as early as August?
A: The ACIP and CDC recommend influenza vaccine should be offered to patients as soon as it is available, and ideally no later than the end of October. 
27. Is there any way to prolong the expiration date of the vaccine? Several hundreds of doses are disposed of every year at my facility.
A:  The expiration date for IIV has been standardized by FDA as June 30 of each year, to allow maximum benefit from each year’s vaccine, balanced with the need to avoid confusion with the following year’s vaccine.  Vaccine often becomes available in late July, and therefore the previous year’s vaccine should have been discarded by that time.
28. If a 67 year old patient comes in to get their flu shot, and the high dose flu shot is not available, should they receive the regular flu shot rather than telling the patient to come back later when the HD product is available?  If they receive the regular flu shot due to shortage of high dose flu shot, and the patient returns a month later asking if they can now receive the high dose flu shot, should the high dose shot then be given?
A:  CDC and ACIP recommend persons 9 years of age and older receive only one dose of influenza vaccine each year.  While there are limited data demonstrating improved vaccine effectiveness of the high dose influenza vaccine compared to the same company’s standard dose vaccine, there are no data demonstrating enhanced effectiveness if the high dose vaccine is given after receipt of a standard dose of IIV.  If you prefer to give the high dose vaccine to older patients, but it is not yet available, it is reasonable to ask the patient to return for that vaccine if you are confident the patient will return, AND the vaccine will be available before the end of October.  Otherwise, you should vaccinate the patient with the available vaccine.
29. So for 2016-2017 flu season, anyone under age 9 who has either never had a flu vaccine, or only had 1 flu vaccine in the past would receive 2 doses at least 4 weeks apart this year. Is this correct?

A:  Yes.  See the Figure on page 28 at http://www.cdc.gov/mmwr/volumes/65/rr/pdfs/rr6505.pdf. 

30. What about the statement, "I had my flu vaccine last May.  I will get the vaccine in May again?"
A:   This person should be vaccinated, because more often than not, including for this 2016-17 season, the vaccine viruses change, and while antibodies from last year’s vaccine may last until May, 2017, they will not optimally protect against the expected influenza viruses for this season. 
31. Do the names of the antigens - hemagglutinin and neuraminidase have anything to do with how the virus is pathogenic?
A:  Both proteins, or antigens have important roles in influenza virus pathogenesis.  Hemagglutinin facilitates binding of influenza viruses to cells, and neuraminidase assists new viruses to escape their host cells, so they can move to infect others.  More information about these topics is at http://www.cdc.gov/flu/glossary/index.htm, and standard virology textbooks.
32. How quickly should Tamiflu (oseltamivir) be administered after contracting the flu?
A: From CDC’s website:  “In observational studies conducted among severely ill patients, both early initiation of antiviral treatment (less than 2 days from illness onset) and treatment up to less than 5 days after onset were associated with reduced morbidity and mortality, with greater benefit associated with earlier initiation of treatment [6, 7, 51]. Additional research is needed to better assess the impact of treatment, but on the basis of these limited data, treatment of severely ill patients as soon as possible is strongly recommended. Treatment should not be delayed while the results of diagnostic testing are awaited. Empiric antiviral treatment is often necessary, and providers should not delay initiation of treatment while awaiting confirmatory diagnostic tests results or if specimens are not obtained. Patients with suspected influenza should complete antiviral treatment for a full treatment course regardless of negative initial test results unless an alternative diagnosis can be established and clinical judgment suggests that influenza is unlikely [28, 51].”  More information is at http://www.cdc.gov/flu/professionals/antivirals/antiviral-use-influenza.htm. 
33. Can you please review the naming of flu virus?  Many patients like to know what H1N1 means.
A:  CDC follows an internationally accepted naming convention for influenza viruses. This convention was accepted by WHO in 1979 and published in February 1980 in the Bulletin of the World Health Organization, 58(4):585-591 (1980) (see A revision of the system of nomenclature for influenza viruses: a WHO Memorandum at http://www.ncbi.nlm.nih.gov/pmc/articles/PMC2395936/pdf/bullwho00427-0070.pdf).  The approach uses the following components:
•The antigenic type (e.g., A, B, C)
•The host of origin (e.g., swine, equine, chicken, etc. For human-origin viruses, no host of origin designation is given.)
•Geographical origin (e.g., Denver, Taiwan, etc.)
•Strain number (e.g., 15, 7, etc.)
•Year of isolation (e.g., 57, 2009, etc.)
•For influenza A viruses, the hemagglutinin [H] and neuraminidase [N] antigen description in parentheses (e.g., (H1N1), (H5N1).
For example:
•A/duck/Alberta/35/76 (H1N1) for a virus from duck origin
•A/Perth/16/2009 (H3N2) for a virus from human origin 
34. How are strains of flu virus predicted [for influenza vaccine production] for the coming flu season?
A:  That process is described here:  http://www.cdc.gov/flu/about/season/vaccine-selection.htm. 
 



