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MODERATOR:  Hello and welcome to this session of the EpiVac Pink Book Webinar Series.  My name is JoEllen Wolicki and I’m a Nurse Educator in the Immunization Services Division, which is part of CDC’s National Center for Immunization and Respiratory Diseases.  I’ll be the moderator for today’s session.  The learning objectives for today’s session are one, describe the different forms of immunity; two, describe the different types of vaccines; three, for each vaccine-preventable disease, identify those for whom routine immunization is recommended; four, for each vaccine-preventable disease, describe characteristics of the vaccine used to prevent the disease; five, describe an emerging immunization issue; six, locate resources relevant to current immunization practice; and finally, implement disease detection and prevention healthcare services (such as, smoking cessation, weight reduction, diabetes screening, blood pressure screening and immunization services) to prevent health problems and maintain health.  Today we will be discussing both meningococcal vaccines, meningococcal conjugate and meningococcal B vaccines.  Our presenter is Dr. Andrew Kroger.  He is a Medical Officer in the Immunization Services Division here at CDC.  We’ll have a question and answer session following Dr. Kroger’s presentation.  Continuing Education or CE is available only through the CDC ATSDR Training and Continuing Education Online System.  The web address is shown on your screen.  The course number for today’s session is WC2645-080818.  CE credit for today’s session expires on September 10th, 2018.  Enduring CE is available for those watching the archived recast of this webinar; the course number for the archived recast is WD2645-080818.  Enduring credit will expire on June 1st, 2019.  A course access code is required to obtain CE, which will be given out after Dr. Kroger’s presentation.  CE requirements only allow us to distribute the access code during this webinar.  Please be prepared to write it down.  The access code will not be given out outside of this webinar.  Detailed instructions outlining the steps for acquiring CE are available in the Resource Pod. In compliance with Continuing Education requirements, all presenters must disclose any financial or other associations with the manufacturers of commercial products, suppliers of commercial services or commercial supporters, as well as any use of unlabeled products or products under investigational use.  CDC, our planners, content experts and their spouses or partners wish to disclose they have no financial interest or other relationships with manufacturers of commercial products, suppliers of commercial services or commercial supporters.  Planners have reviewed content to ensure there is no bias.  Today’s presentation will include the discussion of the unlabeled use of meningococcal conjugate and meningococcal B vaccines.  Dr. Kroger will be discussing use of meningococcal vaccines in a manner recommended by the Advisory Committee on Immunization Practices, but not yet approved by the Food and Drug Administration.  It will not include discussion of a product under investigational use.  CDC does not accept any commercial support.  If you have questions that are related to the content of this presentation, please type your question into the QA Pod located in the lower left right hand portion of your computer screen.  We will address as many questions as we can, following the presentation.  Now I’d like to turn the session over to Dr. Kroger.
DR. ANDREW KROGER:    Thank you JoEllen.  Hello from Atlanta, it’s my pleasure to present meningococcal disease and meningococcal vaccines.  I’m going to be discussing content that appears in the 13th Edition of the Pink Book and the supplement to the 13th Edition of the Pink Book, which contains important information about the serogroup B meningococcal vaccine.  I’m going to begin with a discussion of disease. Meningococcal disease is an acute, potentially severe illness caused by the bacterium Neisseria meningitidis.  Illness believed to be meningococcal disease was first reported in the 16th century.  The first definitive description of the disease was in 1805.  The bacterium was first identified in the spinal fluid of patients in 1887.  Neisseria meningitidis or meningococcus is an aerobic gram-negative bacteria.  Meningococci are classified by using serologic methods based on the structure of the polysaccharide capsule.  Twelve antigenically and chemically distinct polysaccharide capsules have been described.  Almost all invasive disease is caused by serogroups A, B, C, Y, and W.  the relative importance of serogroups depends on geographic location and other factors, such as age.  Meningococcus is a leading cause of bacterial meningitis and sepsis in the United States.  It can also cause focal disease such as pneumonia and arthritis.  Meningococcus is also a cause of epidemics of meningitis and bacteremia in Sub-Saharan Africa.  The World Health Organization has estimated that meningococcal disease was the cause of 171,000 deaths worldwide in 2000.  Meningococci are transmitted by droplet aerosol or secretions from the nasopharynx of colonized persons.  The bacteria attach to and multiply on the mucosal cells of the nasopharynx.  In a small proportion, less than 1% of colonized persons, the organism penetrates the mucosal cells and enters the bloodstream.  The bacteria spread by way of the blood to many organs.  In about 50% of bacteremic persons, the organisms crosses the blood brain barrier into the cerebral spinal fluid and causes purulent meningitis.  An antecedent upper respiratory infection or URI may be a contributing factor.  Meningococcal meningitis occurs following hematogenous dissemination of the organism to the meninges or the membrane covering the brain and spinal cord.  The incubation period for meningococcal disease is three to four days with a range of two to ten days.  This is followed by abrupt onset of fever and meningeal symptoms like headache and stiff neck.  Other symptoms include nausea, vomiting, photophobia, which is eye sensitivity to light and altered mental status.  Meningococcal infection is similar to other forms of acute purulent meningitis.  Meningococci bacteria can be isolated from the blood in 75% of persons with meningitis and the case fatality rate is 10 to 15%.   Another form of invasive meningococcal disease is meningococcemia or meningococcal sepsis.  This is reported in 38% of invasive meningococcal cases.  In 5 to 20% of invasive meningococcal infections, meningococcemia occurs without meningitis.  After a similar incubation period this condition is characterized by abrupt onset of fever, gastrointestinal symptoms, petechial or purpuric rash, hypotension, shock, acute adrenal hemorrhage and multi organ failure.  The case fatality rate of meningococcemia is 40%.  Less common presentations of meningococcal disease include pneumonia in 5 to 15% cases, arthritis in 2% of cases, otitis media in 1% and epiglottis in less than 1%.  One hallmark of invasive meningococcal disease is its severity.  This is the hand of a child with meningococcal sepsis.  Septic shock includes a condition which is known as disseminated intravascular coagulation, which involves problems with clotting.  And so this child is at risk of losing this limb.  This is an adolescent with meningococcal sepsis who’s going to lose the right arm because the tissue is not being perfused with blood secondary to the blood clotting process.  Another hallmark of meningococcal disease is how rapidly disease can progress to severity, which makes this a very unpredictable and scary disease and a very scary microbe as well.  An adolescent like this can develop mild cold-like symptoms in the morning and by the afternoon he looks like this, needing immediate lifesaving intensive care treatment.  Risk factors for invasive meningococcal disease can be divided into host factors, environmental factors and occupational factors.  Host risk factors for the development of meningococcal disease include deficiencies in the terminal common complement pathway (and complement is a term for a group of proteins that function in the host immune system).  Sometimes people are born with deficiencies of complement.  This is a very rare condition.  Another risk factor is taking the drug eculizumab, which goes by the trade name Soliris; this drug is used for the treatment of paroxysmal nocturnal hematuria or hemolytic uremic syndrome.  And when this drug is taken, it affects host complement; it helps with the disease processes, but because it affects host complement it mimics complement deficiencies.  So this is an acquired form of complement component deficiency.  So it treats the disease for which it’s prescribed, but it makes someone at risk for invasive meningococcal disease.  Another risk for invasive meningococcal disease is functional or anatomic asplenia and functional means that a patient has a medical condition that weakens or damages the spleen and probably the most common of these conditions is sickle cell disease.  HIV infection is also an independent risk factor for many forms of invasive meningococcal disease.  Environmental risk factors for invasive meningococcal disease include household crowding, active and passive smoking and an antecedent viral infection.  Finally, microbiologists working with Neisseria meningitidis isolates are at increased risk of infection.  Cases of meningococcal disease including at least two fatal cases have been reported among microbiologists; these persons worked with Neisseria meningitidis and not patient specimens.  Through the National Notifiable Diseases Surveillance System, we’ve tracked the incidence of meningococcal disease from 1996 through 2015.  We’ve seen a sustained decline in the incidence of meningococcal disease from 1.3 cases per 100,000 population to 0.12 cases per 100,000 population.  As you can see, this decline in incidencebegan prior to the introduction of quadrivalent meningococcal conjugate vaccine, which is abbreviated MenACWY and prior to the availability of serogroup B meningococcal vaccines, here abbreviated MenB vaccine.  This graph shows the incidence by serogroup over time.  You can see that the incidence has decreased for all three of the primary disease causing serogroups, B in blue, C in green, and Y in yellow.  However, the decrease has been less dramatic for serogroup B compared with serogroups C and Y.  the incidence of serogroup W and other serogroups, including disease due to non-groupable meningococcal bacteria, has remained stably low.  This chart shows the proportion of meningococcal disease cases reported in the U.S. from 2006 to 2015 that were due to each serogroup.  During this period, serogroups B, C, and Y each caused roughly 25 to 35% of meningococcal disease cases, while serogroup W caused 7% of cases.  However, as you could see in the previous slide, the proportion of cases due to serogroup B has been increasing a bit in the most recent years.  

So next I will discuss the meningococcal vaccines.  There are two vaccines licensed for the prevention of serogroup A, C, W and Y disease; they are known as Menactra and Menveo.  They are surrounded by the red box on this table and we’re going to discuss these two vaccines first and then we will discuss the other two, Trumenba and Bexsero, the two vaccines licensed for prevention of serogroup B disease.  Menactra and Menveo are meningococcal conjugate vaccines; they are composed of polysaccharide conjugated to a protein carrier which varies by brand.  Conjugate vaccines elicit both T and B cell immunity, which means they are capable of generating a long-lasting immune response making them an ideal vaccine for the pediatric population.  There are two brands currently licensed and available in the United States, Menactra, manufactured by Sanofi Pasteur and Menveo manufactured by GlaxoSmithKline.  So I’ll discuss Menactra first; this was manufactured by Sanofi, as mentioned, and was licensed by the FDA in January of 2005.  Each dose contains meningococcal A,C,W and Y polysaccharide conjugated to a diphtheria toxoid protein carrier we abbreviate D.  So we refer to this vaccine by the abbreviation MenACWY-D.  This vaccine is approved for persons 9 months through 55 years of age.  It is administered by an intramuscular injection and it is supplied as a liquid in a single dose vial and does not contain a preservative or an adjuvant.  Menveo was licensed by FDA in February 2010 manufactured and now owned by GlaxoSmithKline.  This is a conjugate vaccine in which the capsular polysaccharide from serogroups A, C, W and Y are conjugated to CRM, which is a non-toxic form of diphtheria toxin.  The serogroup A portion of the vaccine is lyophilized and needs to be reconstituted with the liquid form containing the conjugate for serogroups C, W and Y.  This vaccine is approved for persons 2 months through 55 years of age for whom the vaccine is indicated and may be used for revaccination doses.  It’s administered by intramuscular injection and is supplied in single-dose vials.  Limited data suggest that different conjugate vaccine products can be used interchangeably, whenever feasible, the same brand of vaccine should be used for all doses of the vaccination series.  If vaccination providers do not know or have available the type of vaccine product previously administered, then any product should be used to continue or complete the series.  You know, this is an off-label recommendation in the sense that for some age groups there are two doses recommended.  The Menveo product actually is approved only for a single dose; however, ACIP does recommend that Menveo can be used for both primary and booster dose.  And either vaccine, Menveo or Menactra can be used to boost the other one as well.  For historical purposes, it’s important to mention the pure meningococcal polysaccharide vaccine, abbreviated MPSV4 and has the trade name Menomune.  This manufacturer has discontinued production and supply of Menomune in the United States.  The last remaining lots of vaccine expired in September 2017.  Menomune was the only meningococcal vaccine licensed for persons older than 55 years.  Since this vaccine is no longer currently available in the United States, the ACIP recommended in February of 2017 that persons 56 years of age who are recommended for meningococcal conjugate vaccination because they are at increased risk for invasive meningococcal disease, should receive the MenACWY conjugate vaccine.  So this is an off label recommendation.  This specific recommendation is important to keep in mind as off label for those persons who have never received a dose of meningococcal vaccine who’s 56 years and older, they anticipate requiring only a single dose of vaccine.  This may include travelers to the meningococcal belt in Africa or to the Hajj in Saudi Arabia, persons at risk in community outbreaks; this group was recommended for Menomune but now, since there’s no longer Menomune, they are recommended for MenACWY.  And I’ll make a final point that persons who have always been recommended for repeat dosing with MenACWY are still recommended for MenACWY.  This group included persons who are recommended for a revaccination or booster dose or persons for whom multiple doses were anticipated, for instance, persons with asplenia, HIV, microbiologists.  
So I’m going to now move on to a more formal discussion of the conjugate vaccine, MenACWY, recommendations and I’ll begin with routine adolescent vaccine recommendations.  On the 2018 recommended Childhood Adolescent Schedule, you can see the meningococcal MenACWY vaccine row surrounded by a red line.  and you can see that the routine recommendation is that which is depicted by the color yellow, one dose at 11 through 12 years of age and a booster dose at 16 years of age.  There are also high-risk recommendations based on the presence of risk factors depicted in the color purple and catch-up recommendations depicted with the color green.  But I’ll begin with the routine recommendations which are that ACIP recommends routine vaccination with MenACWY vaccine at 11 or 12 years of age with a booster dose at 16 years of age.  For adolescents who received the first dose at 13 through 15 years of age, a one time booster should also be administered preferably at age 16 through 18 years.  There is a minimum interval between two doses of MenACWY, it is eight weeks, but this eight week interval is not recommended routinely.  It only exists because of those who need a primary series of two doses, someone who has a high risk condition.  It’s really more important when looking at these routine recommendations to note that someone needs to receive a dose after the 16th birthday; very, very important for healthy adolescents that they receive a dose after the 16th birthday.  They are not recommended on an every five year cycle like the high risk group and their highest period of risk is between 18 and 21 years of age so they might miss the chance to receive that protective dose if you don’t get that dose in after 16 years of age.  So make sure they receive a dose after that age.  Recommendations for persons at increased risk for meningococcal disease begin at younger ages and I’m going to go through these recommendations focusing on different age groups.  So I’ll begin with patients younger than two years of age.  Now the choice of your vaccine is going to vary and depends on age as well as the risk condition for whom you are vaccinating.  So for the group younger than two years of age, if someone has functional or anatomic asplenia and this includes the use of Eculizumab, as mentioned before, really the only choice of vaccine is Menveo.  If you are initiating vaccination before seven months of age, we recommend a four dose series at 2, 4, 6 and 12 months.  If you are starting the vaccine series after seven months of age, the recommendation is a two dose schedule, 12 weeks between the two doses and at least one of the doses should be administered after 12 months of age.  Moving down to HIV infection, note that this schedule and choice of vaccine is identical for patients with HIV infection.  So we treat HIV similar to functional or anatomic asplenia.  The reason that Menactra is not recommended in these two risk groups is because the vaccine interferes with the pneumococcal conjugate vaccine, which is a very important vaccine for patients with these conditions, especially when they are an infant or a young toddler and they need the pneumococcal conjugate vaccine.  You don’t want interference from the meningococcal conjugate vaccine.  So that’s why we don’t recommend Menactra.  For patients with complement component deficiency, we don’t have this concern with Menactra; however, Menactra is not licensed until nine months of age.  So note, that from two months to nine months of age Menveo is the only choice and is the same schedule described above.  For patients nine months of age or older, either Menactra or Menveo can be administered.  If you are initiating the series at nine months of age, it is a two dose series for both vaccines.  For patients with complement component deficiency, providers should be aware that if a previous dose of DTaP has been administered there is a recommendation to withhold Menactra for a six month period after receipt of DTaP.  Ideally, DTaP and Menactra should be administered simultaneously, but it’s very likely that someone may have received a dose of DTaP previously and so you’d need to be aware of this spacing recommendation.  However, if there is violation of the interval between DTaP and Menactra, neither vaccine needs to be repeated.  And again, this kind of concern comes up often, probably most often in your young travelers who might need a dose of Menactra for travel and are routinely receiving DTaP.  

I’m now going to move onto increased risk groups, but now look at patients two years of age or older.  For those with functional or anatomic asplenia, we still recommend Menactra, there’s a preference, but either one is on the schedule and can be used.  But you need to realize that with Menactra, you cannot administer this vaccine simultaneously with PCV13 for the reasons I mentioned with the last slide; there will be interference.  PCV13 should be administered first and Menactra should be administered four weeks later.  Note that this same recommendation applies to HIV infection and the concern with PCV13 does not exist with complement component deficiency, but remember that Menactra you do have to be concerned about your spacing with DTaP.  For meningococcal conjugate vaccines, local reactions occurred 11 to 59% of the time.  Post licensure data from the Vaccine Adverse Event Reporting System or VAERS demonstrates that the most frequently reported adverse event for Menactra in adolescents and adults includes injection site erythema in 14.6% of vaccine recipients.  Injection site pain occurs in 60% of vaccine recipients.  Local reactions in Menveo include 13.7% of recipients experiencing injection site erythema and injection site swelling in 13.7% as well.  Low grade fever was reported in 5 to 17% of recipients of meningococcal conjugate vaccines, that includes 16.8% of Menactra recipients.  Systemic reactions range from 4 to 54%, these include headache occurring in 16% of Menactra recipients and syncope in 8 to 10% of reports involving either vaccine.  Of all reported events for Menactra, 6.6% are coded as serious, meaning they resulted in death, life threatening illness, hospitalization, prolongation of hospitalization or permanent disability.  Serious events included headache, fever, vomiting and nausea.  There were no patterns among these serious adverse event reports for either vaccine, including the few reported deaths.  All of the higher estimates for the local and systemic reactions on the slide by the way come from the pre-licensure studies reported in the package inserts.  So we have that data as well as the VAERS data that I mentioned earlier contributing to these wide ranges.   

Now I would like to discuss meningococcal B vaccines and the recommendations for their use.  There are two vaccines recommended for prevention of serogroup B meningococcal disease, Trumenba, manufactured by Pfizer and licensed by FDA in October 2014, has the abbreviation MenB-FHbp.  This is approved by FDA for persons 10 years through 25 years of age.  There are two distinct series for Trumenba and which one you choose is dictated by the reason you’re using the vaccine.  Each dose is 0.5 cc and is administered by intramuscular injection.  One of the schedules is three doses at 0, 1 to 2, and 6 months.  The other schedule is at 0 and 6 months.  The other serogroup B meningococcal vaccine is Bexsero manufactured by GlaxoSmithKline and licensed by FDA in January 2015.  This vaccine has the abbreviation MenB-4C, it is approved for 10 through 25 years of age.  It is administered in two doses, 0.5 cc, each by intramuscular injection and the timing is 0 and 1 to 6 months.  Serogroup B meningococcal vaccines should be administered either as a two dose series of MenB-4C or a three dose or two dose series of MenB-FHbp.  These two products are not interchangeable, one should use the same vaccine product for all doses.  Thankfully there are no interval issues with respect to other vaccines, either serogroup B meningococcal vaccine may be administered concomitantly or at any interval with the other vaccines indicated at this age, but you should administer at a different anatomic site, which means more than an inch away from other vaccine sites if feasible.  ACIP states no product preference for MenB-FHbp or MenB-4C.  there are two distinct recommendations for serogroup B meningococcal vaccines. there is a recommendation for use in adolescents and young adults not at increased risk for a disease.  There also is a recommendation for use in individuals ten years of age or older at increased risk of disease.  This second bullet is an off label recommendation since the vaccine is licensed for persons 10 through 25 years of age or I should say approved for persons 10 through 25 years of age, but ACIP recommends the use of this vaccine for persons at increased risk of disease in all persons 10 years of age and older, which includes those older than 25 years.  So I’m going to start with the recommendations for adolescents and young adults.  A serogroup B meningococcal vaccine series may be administered to adolescents and young adults age 16 through 23 years to provide short term protection against most strains of serogroup B meningococcal disease.  The preferred age in this range is 16 through 18 years.  This recommendation has been called a category B recommendation in the past; what this basically means is there was not adequate safety or effectiveness data for ACIP to make a full recommendation for this group.  However, providers may offer this vaccine to non-high risk persons subject to individual clinical decision making.  The recommendation for all persons 10 years and older is specific to increased risk groups.  These persons include those with persistent complement component deficiencies, which include those taking Eculizumab, persons with anatomic or functional asplenia, microbiologists routinely exposed to isolates of Neisseria meningitides and persons identified as at increased risk because of a serogroup B meningococcal disease outbreak.  There are several groups who are excluded from the full ACIP recommendations, this includes all children through nine years of age, whether they have an increased risk for meningococcal disease or not.  Persons who travel to or reside in countries where meningococcal disease is hyper-endemic or epidemic are excluded.  This makes meningococcal B vaccine very different from the meningococcal conjugate vaccine and the reason for this is that overseas travel risk is generally not caused by serogroup B.  another group excluded from the full recommendation are first year college students living in residence halls, military recruits or all adolescents, although several of these folks will be included in the category B recommendation.  HIV infected people are excluded from the full recommendation for meningococcal B vaccine, as you’ll note, this is another difference between the meningococcal B vaccine and the meningococcal conjugate vaccine.  As mentioned previously, the MenB-FHbp or Trumenba exists as a two dose and a three dose schedule.  For persons with the full recommendation, those with increased risk for meningococcal disease, a three dose series should be administered at 0, 1 to 2, and 6 months.  for the category B healthy adolescents a two dose series should be administered at 0 and 6 months.  And I’ll repeat that for the purposes of Bexsero it is a two dose series at 0 and 6 months for both groups of recommendations, the full recommendations as well the category B healthy and adolescent recommendations.  The only contraindications to all meningococcal vaccines, whether conjugate vaccine or serogroup B vaccine is a history of severe allergic reaction to a vaccine component or following a prior dose.  The only precaution to meningococcal vaccines, again, both the conjugate vaccine and the serogroup B meningococcal vaccine is moderate or severe acute illness.  So, one of the primary considerations for use of meningococcal vaccines, whether they’re conjugate vaccines or the meningococcal B vaccines are outbreaks.  We are now seeing an increasing number of serogroup B meningococcal disease cases in the college student age population.  During 2014 through 2016, 31.7% of those serogroup B cases in college students were outbreak related.  I’ve listed the outbreak states by year, those in which CDC was consulted between the years 2013 and 2017 and you can see that in an undergraduate population of what totals 176,600 students between 2013 and 2017 there were 41 total cases and two deaths.  MenACWY is also recommended for control and outbreaks caused by A, C,W and Y as well, (faculty revision to erratum – delete “B”) and I want to take this opportunity to mention the definition of an outbreak, this has changed in recent years and now exists in the document included at the url on the bottom of this slide and encompasses, you know, all strains, so A,B,C,W and Y.  An outbreak is defined as either a community based outbreak, which is an increase in incidence above expected in a three month period and an organization based outbreak, which is defined as two to three cases (or more I presume) in an organization in a three month period.  So that is the definition of outbreaks.  And with that, I’m going to give the concluding slide that contains a list of resources.  meningococcal recommendations of course are extremely detailed and complicated, most of the answers to detailed questions should be available on one of these resources that you see here.  And so with that, I will turn the microphone back over to JoEllen.  
MODERATOR:  Thank you Dr. Kroger.  I’d like to point our viewers to the Resource Pod in the lower right hand corner of your screen.  It contains some very useful information including the slides from today’s presentation and detailed instructions and information about obtaining CE for attending today’s session.  Before addressing some of the questions we received, I’d like to go through the Continuing Education information.  CE is obtained through CDC’s CE system at the website noted on your screen, www.cdc.gov/getCE.  The course number for today’s session is WC2645-080818.  CE will expire on September 10th, 2018.  IF you are watching the archived version, the course number is WD2645-080818.  CE for the archived version will expire on June 1st, 2019.  If you need instructions on how to apply for CE, you can find a document outlining the process in the Resource Pod.  The access code for this session is 2018-Mening, with a capital M.  unfortunately, course access codes cannot be given outside of the course presentation so please write this down.  Again, the access code for this session is 2018-Mening, with a capital M.  we’ve received a few questions during Dr. Kroger’s presentation and now we’d like to address as many as time allows.    
Dr. Kroger, someone wants to know if a healthy adolescent received two doses of quadrivalent meningococcal vaccine or meningococcal conjugate vaccine, MenACWY, at 11 years of age, those doses were more than eight weeks a part, but does she need another dose of quadrivalent vaccine after the 16th birthday?
DR. ANDREW KROGER:  Yes.  You should plan of giving this dose.  We don’t have this recommendation in writing anywhere in the documents, but colleges are going to recommend a dose within the last five years for those students matriculating.  And since first years living in a dormitory have a requirement to have a dose after the 16th birthday and that recommendation is in the adult schedule, we have begun saying that you should plan on making sure that you do in fact give this dose.  So the eight week interval really is a minimum interval only for high risk persons that need a primary series.  They need their two dose primary series eight weeks apart.  If they were 11 years old, they would need those two doses and then they would need another dose after the 16th birthday.  So I want to emphasize that for healthy persons, the key point is make sure that dose is given after the 16th birthday.  It will be a third dose for some that may have received two before.  Ideally, we want to make sure that these two doses in the healthy persons are about three to five years apart, that’s how quickly antibodies decline.  So that’s kind of the ideal for giving your routine series.
MODERATOR:  Thanks Dr. Kroger.  We just received this question and it seems rather timely considering the one that we just answered.  Can four day grace period be applied to the second dose of MenACWY that’s given at 16 years of age?  So what she’s saying is it okay if the…can they count the dose if it’s given four days shy of the 16th birthday?

DR. ANDREW KROGER:  Yes, you can give the routine booster for healthy adolescents four days shy of the 16th birthday.  There should be…I will make sure there is if there’s not yet, there should be language in the Table 1 of the General Best Practices to cover this scenario.  It will probably be in the footnote of that table because the grid of the table accommodates high risk recipients of vaccine.  So you’ll see that primary series at eight week minimum reflected in the grid.  But we’ll make sure that there’s some information in the table for those that have a minimum age for the second dose at 16 years that we do in fact also allow four days short of that to count as that dose.

MODERATOR:  Thank you and now we have a question that we really get a lot of questions about.  Which meningococcal vaccines are indicated for persons with asplenia?  And is there an optimal time to give the vaccines for persons who are undergoing a splenectomy?  so before the splenectomy is given versus someone who has may have had an emergency splenectomy.

DR. ANDREW KROGER:  Yes, so both the meningococcal conjugate vaccine and the serogroup B meningococcal vaccine is recommended for patients with asplenia.  We have made recommendations specific in the context of the conjugate vaccine that the vaccine should be given prior to the splenectomy.  We often state two weeks prior to the splenectomy.  I don’t know if similar language exists for the MenB vaccine, but it would seem to make sense that we would allow this as well if you knew someone was going to have a splenectomy and we can check on that.  But yes, both vaccines are recommended.  I’m going to make a couple more points; that for the conjugate vaccine, generally we recommend that vaccine for asplenics across the lifespan.  For the serogroup B meningococcal vaccine, our recommendations for the use of that vaccine are restricted to high risk populations, ten years of age and older.  So keep that in mind as well.
MODERATOR:  Thank you.  Now here’s a question that we get often.  A patient received a dose of meningococcal B vaccine, but we’re not sure which brand it is.  How do we continue the series?

DR. ANDREW KROGER:  So, in circumstances where this happens and I can see why this happens, you know, from time to time; people change providers, you have to technically start over.  You can’t just continue the series because you don’t what that vaccine was previously.  So, you have to…well, let me qualify that a little bit.  You basically have to make the common sense decision to use the vaccine that you have.  and so you know, if someone had received only one dose previously and you didn’t know what it was, you have to start over and use the one that you have.  If someone has received multiple doses previously, with some unknown, that’s a circumstance where you can pick whichever one of those two brands you want to continue with; you’re not necessarily starting over in this case, but you’re invalidating the other one, the other brand that you don’t have and you’re continuing with the brand that you have.  So when you’re spacing for this purpose, make sure that the dose you begin with is four weeks from the most recent dose administered and make sure that you are maintaining your minimum intervals for the vaccine that you’re continuing with as well.  So there are a lot of considerations there.  I’ll conclude by just saying that the key point is document the dose that you gave and the brand that you gave so that this doesn’t kind of continue onward.

MODERATOR:  That’s good because that’s kind of different than the other ones where you don’t…there is no mixed product series for meningococcal B; that’s how I try to remember it.  So here’s a question about MenACWY and the two products that are available for that.  Does ACIP favor Menactra versus Menveo at age 11 for the general population?
DR. ANDREW KROGER:  No, there is no product preference between Menactra and Menveo for the meningococcal conjugate vaccines for the routine adolescent dose.

MODERATOR:  And can you talk about…so if a series was started with Menveo at age 11 and now you’re seeing them at 16, can I give them Menactra?  

DR. ANDREW KROGER:  Yes, you can.  You can mix and match in that sense with the conjugate vaccine.  So again, as you mentioned, this vaccine you are allowed to do that.  It’s not ideal because you’re going to be using two separate package inserts, you know, to make your decisions and that’s always hard to do.  But ACIP has made the recommendation that you can use, in this case, Menactra for the booster routine dose when you’ve used Menveo for the original primary dose.

MODERATOR:  Great, so let’s switch over to…we’re getting a lot of questions about meningococcal B so let’s switch over to a few of those.  So you mentioned that travelers can be high risk for meningococcal disease, do travelers in any part of the world need meningococcal B vaccine?

DR. ANDREW KROGER:  No, we don’t recommend meningococcal B vaccine for travelers and that’s because there is not a high risk of that particular meningococcal B serogroup in travelers.

MODERATOR:  So and here’s another question that we get a lot here at CDC, especially to that email service we have, NIPINFO@cdc.gov, can you, Dr. Kroger, explain further why MenB vaccination is not routinely recommended for all college dorm students?

DR. ANDREW KROGER:  Right, so, the meningococcal B vaccine, you know, is ideally a vaccine that can be used in outbreaks.  It requires two doses or three doses depending on which brand you use, in kind of close proximity to each other.  It’s one of those vaccines that was originally licensed to address the issue of outbreaks and so to expand beyond that to a more routine recommendation for an entire population of college students requires effectiveness data, it requires safety data, it requires cost effectiveness data, all at a level which the ACIP really didn’t feel that it had to make a full recommendation for this population.  But they knew that this is a good vaccine for use in outbreaks and so wanted to make sure that it had that full recommendation for outbreak usage.  ACIP did realize that many people are going to want this vaccine anyway and so they created a level of recommendation called the category B recommendation in which providers are able to offer the vaccine to persons 16 through 23 years of age if they want it and that would include college students.
MODERATOR:  And VFC vaccine can be used for that if they are eligible and in the appropriate age group, correct?

DR. ANDREW KROGER:  Yes.  For both kind of classes or types of recommendation, that VFC vaccine can be used.

MODERATOR:  So here’s another frequently asked question we get about meningococcal B vaccine.  Do adults who are working in a health care setting need a dose of meningococcal vaccine if they’ve never received the vaccine?  Do they need boosters if they’ve received the vaccine?

DR. ANDREW KROGER:  So no, working in a health care setting is not a routine recommendation for meningococcal vaccine.  The only health care personnel that are recommended to routinely receive meningococcal vaccine and this is restricted to the meningococcal conjugate vaccine are microbiologists working with the Neisseria meningitidis bacteria.  Now if a health care worker has a condition that places them at increased risk of invasive disease, then they do need vaccination per the recommendations for that risk condition.  So that might be a reason why they received one previously and if that’s the case, then yeah, they should receive a booster, but not for the healthy health care workers.

MODERATOR:  Great.  And now here’s an administration question that we get often, we mistakenly used the wrong diluent; sometimes the question is because they used Menactra, sometimes the question is because they used some other diluent to reconstitute Menveo.  Can we count that dose if we administer it?

DR. ANDREW KROGER:  So, Menveo’s liquid vaccine component, the diluent, contains the C, the W and the Y serogroups and the lyophilized vaccine contains the serogroup A component so it’s a very unique vaccine in that sense, in that the actual antigen is contained both in the diluent and the powder.  So, if they receive only the diluent, they’re not protected against invasive meningococcal disease caused by meningococcus serogroup A.  however, invasive disease caused by A is rare in the United States, but it’s common in other countries, particularly the African meningitis belt so if the…the key is, if this happens, you should ask if the patient is certain not to travel outside the United States.  In that case, you don’t have to repeat the dose.  However, if there’s a plan for the recipient to travel outside of the United States, you should repeat the dose with either correctly reconstituted Menveo or with MenACWY.  There’s no need for a minimum interval between the incorrect dose and the repeat dose.  And I’ll also mention that you should make sure that you document this error, report it, make sure that everyone is aware that it is an administration error.  You can report it to the Vaccine Adverse Events Reporting System as well.

MODERATOR:  And if they use the wrong diluent the dose does not count?

DR. ANDREW KROGER:  If a diluent besides…yeah, if you use something else and mix that with correct powder, serogroup A, that dose does not count either as a dose of A so they would need to have another dose of correctly reconstituted vaccine.

MODERATOR:  And we would certainly encourage providers to determine how the error occurred and strongly encourage them to put strategies in place to prevent it from happening in the future.  

DR. ANDREW KROGER:  Absolutely.

MODERATOR:  So, that’s all the time we have for questions today.  We’ve received a number of questions, which we will be answering and putting a FAQ document up on the website.  But I’d like to take a few minutes at the end to remind you about the CE information.  So you can see here on the screen that we’ve outlined the website, the course numbers and the access code and when the CE credits do expire, but I’d like to go through it just one last time with you because we often get emails and questions about this.  So to obtain credit, please go to the webpage shown on your screen, 
www.cdc.gov/getCE.  Once there, you want to search for the course number; the course number for today’s live presentation is WC2645-080818.  Soon after the conclusion of today’s webinar, we will be working on an archived version.  It will be available within the next week or so.  If you are watching the archived version of this webinar, the course number is WD2645-080818.  And CE will expire on June 1st, 2019.  The access code for both versions, live and enduring, is 2018-Mening.  As mentioned earlier, course access codes will not be given outside the course presentation, so please write this down.  Again, the access code is 2018-Mening with a capital M.  There are detailed instructions available in the Resource Pod on the CE process.  Assistance with this online CE system is available 8:00 a.m. to 4:00 p.m. Eastern Time by calling 1-800-41-TRAIN or 1-800-418-7246 or you can send an email to ce@cdc.gov.  If you have additional  questions on meningococcal vaccine or other vaccine related questions, please email us at NIPINFO@cdc.gov and we’ll respond as quickly as possible.  Please write Pink Book Webinar for webinar content questions in the subject line.  We also plan to post all questions and answers that we did not get to during this webinar, as I mentioned earlier, on the webinar’s recap and resources page where the archived version of this webinar series will be posted.  There is also a toll-free number you can call for help with immunizations questions.  That number is 1-800-CDC-INFO or 1-800-232-4636 and help is available Monday through Friday, 8:00 a.m. to 8:00 p.m.,  Eastern Time.  Here are three additional resources available at the web addresses shown on your screen.  The first one is the Epidemiology and Prevention of Vaccine-Preventable Diseases book, also known as the Pink Book.  It’s available in its entirety online at the web address shown on the screen.  Next is the CDC’s Vaccine and Immunization homepage and finally, there is the link to our Immunization Education and Training page for health care professionals.  This concludes today’s session.  I want to thank Dr. Kroger for his presentation today and for answering your questions and many thanks to all of you for participating.  We hope you have a great day.  Bye.  
END.

PAGE  
1

