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Disclosures

* William Atkinson is a federal government
employee with no financial interest or
conflict with the manufacturer of any
product named in this presentation

°* The speaker will discuss the off-label use
of pneumococcal and meningococcal
conjugate, Tdap and zoster vaccines

* The speaker will not discuss a vaccine not
currently licensed by the FDA
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Disclosures

* The recommendations to be discussed
are primarily those of the Advisory
Committee on Immunization Practices
(ACIP)

—composed of 15 experts in clinical
medicine and public health who are
not government employees

—provides guidance on the use of
vaccines and other biologic products
to the Department of Health and
Human Resources, CDC, and the U.S.
Public Health Service

www.cdc.gov/vaccines/recs/acip/
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Childhood and Adolescent
Immunization Schedules

* Published at least annually since 1995

* Child and adolescent schedules published
by AAP, AAFP, and CDC in January or
February of each year

* Schedules for children 0 through 6 years
and 7-18 years separated in 2007

* 2011 schedule published as a QuickGuide
In Morbidity and Mortality Weekly Report
on February 11, 2011
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Recommended lmmunization Schedule for Persons Aged 0 Through 6 Years—United States * 2011
For thosa who fal behind or start late, see the catch-up schadule

Neningoooacl

23

T achedale nc ok

0 ot m of

21, 2010, Awy dzee ret

* & 25 sequenk Wdt, whes nchcated snd

fescithe The wae of W-n'mu-‘n

nd e pential for advene st I'mm nm :wmlu Mh’m-qcm :alw‘nmu Fractices saternert for cetalled .

pthhcplhml gmy 3 el thoudd be repored 13 1he Vacd se Advens Bveet Baposing Spssee MARRY .mP’hv.nclzugwaby

1

i folow

Haglme B vacone (HepB). (MInimur age: birth)

«Adninkter monovakrt H Bb.\lnutm bl hospitd dacharge

= ¥matharis hepatss B ou rlg.m B2Ag)podive, aaminisie Hope
m:--smolmpmsalnm.m cbulin (H ;.mwmmunn

. lm.lmr* HBsAQ siTLE I3 W, adminkstor HepB within 12 hours

t:on'rlrfbrloruws.&qmsu = z;o:woru. r

Neuﬁ aamiister HSI3 (Mo later than age 1 waek).

lcnll 1ha birth dose:

. Tha:»fn:a»-‘n- id ba adminiaterad at 1«2morma Morovalark
HepB ahculd be Lsed F2r J0364 adrinlaeny: o 230 € Macka

= Infamisbom o H! mmnnusn-u:tom e H and ani-
D:gb |b‘rn'mum\:\cnphl:ndnm3muo NeHepB
) through 18 months (ge Iy ot 1o Nt wad shild izt

mmmrhwuo'ﬂsomegsn rnm:bp«mssth when v.cmum-
tion vaccing contal tha trh @ss.

. Imrmfoa:mlmamnummammro,w-BO.ﬁnlmm
asredusof 0, 1, ard Smoahs.

. TN!MI'JDG umr.m;n e HopE series should ba administered no
earfer than age 24 wes

3 eb.dm

Fx Vaco ed?n'j M.

« Admiisier he st d2ce ot age & 03h 14 wasks (madrium aox 14
wacks 6 | Waccinath n.(ba faksd orinfants 2093 15 Geaks
2d

. 'ﬁmunn:rcnmuoxenmwmuen.nuo

« Il Fowriis mn‘humauou. ard 4 morths, a Jo3e af & months Is
natindioaled

Diphiheria and tetanus foxcids and acelular pertusek vaccine (DTaP)

M age: 6 wecks)

- The mwmmlaﬂnmasmyumu’nm pratded
al lsast € months ha! 1&9«1 0%a.
H..maphhunﬁ-mo oon]ugab\u:dno (HD) Minimum age
6 wacks
o HiiJa:NF (PodvaxHIE or Comwax [HepS-Hi]) Is aaminiatersd of ages 2

ard 4 maeths, a dose nm-:m-mulsm n3cakd.

« Hibart ahculd nat ba weed for Joses o ages 2, 4, or § manhs o hs pe-
muymubuumtomwuumu wlncnm:gadvzm' s

l& Ivmm-ummemr(m'(o:u ‘a-
ir

‘p-“-fv?“ P e s J;

1 cbasof FCV o all ;Nmn. uiwo;hson'mmn
nzt compl ol y vas cnated

« APCY “"‘"Fl"‘ win wun PC‘J (PCY7) ahould be compleed mh
13.vabent FCV { .14
200 of PCYW13 I3 recommiendad for ol chikion aaed

ronhs who have reoel 12k seres of FOVT.
emental d2secfPCVIS s mxmu of chikren aged

71monthswih mh:m&h‘.«:mm“ hava reca ved
priate sorios of PC

" ed nhuenza vacore [TIVE 2 ?«n

8. Measles, mum)

o Vlﬂmlb waccing. |

provider patiet

Vu:h-

emantal 0093 of FCV1S Wmtemﬂllﬂﬁﬂmz
© pravious dose of PCVT. Eea MUAR %N R

mm»rFPsnmuewmm« cbo-  crddon

2 years o chdor with certan undeying medcal c-.o:rm n:

hmnhdmm'rm vaocing (IPY). (MInimum age £ wasks)
« I 4 or mors J03e¢ &0 adMINktERI PNl 0 300 4 yaus an addional doze

shoudte adninktered 21 age 4 tho!

« Tre frad d2ee In Me saries shoukd l91;:#.r»:‘mw on or afr tha outh
and ai khast £ moans kllowng he pravicus
vacolne (seasonal ) | wrruﬂ Em-nmnrnmﬂ nacawal-
mmumw«n |.Ar-']

yomrd cher .5, DHoze who @ ol have
that p  thar 1 infuaraa compla-
teuw.m: t LAV “Jl‘ln‘(to N0 0
who hava had! Inthe past 12Martha.

m“mum mmd o lhastd wesks| o mrmmSm.
TecU2h 2 yours wha o e Saazonalinflusnza vaccine iof M frstime
crwho w-w:amn:r«wummamgn;vmmrm 20

tmruyra.wo: 0%
« Chilr, 6d € monhs NImuF Bya s who o hed o dbees clmonovaknt
NOHHI VasCing ahoud ret e 200368 of 2010-2011 ssasonad infuanza
vacoire. Sos MMRR 201050(No. RR-9)33-34.

, and rubsila vndnog 12 menths)

. Thnw:om 6 maybe adminkslared l'r-apty-u’x?" M atleast

s have dlapsed dnoe he frstdoss

l'lrluh;’im 1 n‘a’mt:

» The second doze maybe a MHMN vamé 3, proviced atleast
3 morths have A et 0259 Poyoene

« For chikdron aped nm hru‘.n 12 s recommendod miniraum
niarvel bewosn doses Is 3 mcate. I the s6cond dose was
ednnistered atleas! 4 weoks afer the MkOM lcante Moapted a3 vkl
He, |I|b A vndm(HopA) (Minirum a20: 12 nonte)
. 1or 2 oose of Akt S monte apurt.
nraxmumu h’m mow than 23 meahswho Ive 0
5 WNGND Va.C0IN 0N pro grama hiren, who ors ot Ircreased

i for Inlacton, orhrumnlnmr\im daskad
Menlingoooo cal conjugate vacohe,q mmmfucw) (VT 30
2y-n for Meractn s or Marso)

"wolm. Wt uslema ot 0 chicken .m?mw&
?::s wih parsisient complement conipafant datciancy dnd anak
'wul n;uu and 1 Joze avary £ tharoater.
1 human immunc arum]w (HIV) nlacion who o5 vaco-
chm uln MC'W4 shoud reoahe 2 03595 at (east S wesks

« Adminisiar 1 30%% of MCVW4 1 children aged 2 ficugh 10 who ravel

nc-:amos Wi Pighly erda o or epidemic d20326 and Ay ng cutbroaks

caused bya vaccine usl:?:cf.
= Adminkshir MCV4 o childen 31 coninusd risk o meningococcal dsease
who Ware pravi nth wih MW o rmr:'?.coru g:}qr.

charde valore 3 yours I e frst Jose was adminisiered M 8ga 2

Frough 8 years

b
nfuen:

« For heaity chidran 3
Wﬂﬂ!tﬂ C o
$208), cifer LA or TIV ma
chirinaged2 frough 4

The Raconmanded mnunizascn s-nmm for Parzons Aged O Thic
(hipetww L m

anAc WolF

15 'Yoars aro approved by e Adviscry Comnites on immunization Practices
DWWW.AD 0rg), 3ndhe An erican Acadeiyaf Family Priys ans (INHpeSwww.aafp. onglL

[‘pnm« =f Heakh urd Huran ‘«w as » Cortarn for Disnnse Contral ard Pravention

sons Aged 7 Through 18 Years—United States * 2011
& tha schadule below and the catch-up schedule

1-12 yours

HPY (3 m--xﬁndn)

o.ﬁnumwo: at the reccmmandsd a3e should b adminisirsd of 2
thlhmw npctons of ks vﬂcfup'muv;.m
p.:mu Commitos

u:lc-’cml ol evanT] Ao Ty O
neapubatacipdsthim. Cinical

g‘om Moart aderse ovenis hat ibow
| at hitp:twww 'acrs.hhe gow or qm:rn 800227067

1Mo or who WEre Vaozinaled f2r 1ha frst ime during e provios nhueraa
£02200 Eut rly recel ved 1 Jose.

» Chikren & nontre Frough 2 years of 203 who recelved no doees of men-
cvalomt 2009 H1K1 vaodne ahould razehvs 2 dosse of 2010-2011 seascnal
e vaozing. Sas MMWA Z01G:50No. FR.E 33-34.

. Pneumocce cal vacones.

* A 5ings do%% of 13-vaknt pnaumocccodl condgak vaoine [FCV13) may
ta hirhslﬂ:n chiden aedd mu;ﬂ 12 years who hava functonal or
anatomic asplenia, HIV infsciion or oh ing condifon,

Aart or C5F k. See anzmosw RR-11

PCY13 shaukdba adninisterod a1 laaet & weaks ater the prew.
cus doss of PCYT.
= Adminksher préunzcoozel poiysacchands vaotine af laast B wecks afr 1o
last doss of FCV to chikdon 2ged 2 years of chder with oartain urds
nedcal condions, Inchudng 2 cochiear mplant. A dnge revaccination
shoukdbe adninlaterad afor 5 yoars 1o chikdren mih Jinctional or anasomic

larda of an lrlmrccorlpmnun; cordition

Hopatltk A vaocing (HopAl

« Adminishar 2 dosse ubuorrnrc

« HipA & recomniendod kr chiidren
In araae whare vazcnation programs
ncreased risk dor inSction, or
daskod

Hopatitk B vaccine [ngtn

= Adminkshar e 38055 5 :rmrmpwn.szwxmm For thaze
wih Inconplets vaodnaton, ilow he caichLp scheduls.

* A 2005 seros (ssparaled by ai Isast 4 monte) of adut formuatcn
Faccmbivax HE |5 Boensed for Childnen aged 1 frcugh 15 years

noctivaled poliovirus vaocine (1IPY).

. ‘n'o rad g2z In e 2erkes shoukd be adminkaterad on of aer the fosth

tirthday and atieast 8 menhs following e prRviows deea

« kot OF Y and 1PV ware adminisiard of aseron atotalol 4 d0zes
shoukd ba adminisiared, re Nﬂ:mm of tha chikfs cument age.

©. Measiea, mumps, and mul aocine (HMA)

« Tria mirkmum imarvel Eetwean e 2 62293 of MMA & 4 wecks.

10. Vnnoolh accing.

. Fu or aged 7

d oidar than 23 montte wha N
| cider chiron, or wha are af
whom immunity aganst hepatis A is

18 yoars wihout evdancs of Inmundy (sse
f-x 2.AR4]), 20368 1 not previcusly vao: ated
flha’xu‘ﬂﬂ.&o"my1 0220 has baen administrsd
« Forperscns a0ed7 Nicudh 12 years, e reconmendsd miniman v
batwosn d0es & 3monns. Howewer, I e 260ond dte was adminislarsd
o loast 4wosks afer he Irstdoss, 1 canbe aocepied as valid.
« Forpersons aged 13 yoars andokder, tha minimum Intr vl batwesn dozes
15 4 waaks.

o vz

Tha Recommendsd In nmmms'mmkrmw
ok gowvaocine S0 w'a0 ), ths Amenzan A
Depatmant

0 Trecuah 16 Years are
:uﬁcsmﬂb W20

rack of ulh ard Human Servicas » Cortaen for Civanss Corwrcl and Prevention

Commitee on Immunizason Prctices (hHpsiwww.

L ndhe M»rtm Jadomy of Family Fripsicians (hiipsiwww.aalp.cegl

Start Late or Who Are More Than 1 Month Bohind—untted states = 2011
Boses for chidren whoss vaccinations have baen dilayed. A vaccn
d batwosn dosss. Uz the sectien sppropriste for the 'childs age

@ weabs

(And iieant Simena tir i done|
Twwmial
i vty

§ wenka’
A merwr s it pagx tan Uinavie
IM‘MIMMF
12moatu ot dc wt b goen
» pep he nph"ﬂ
3 S At e K K Far & Brd
Mo farther doass rescled
08 1 EE VI R Knerts v Sie
1 wets
A oerws g it e far tinavie
L
na Pira | coes 1ot bea My oM Kiverd
Famve el G oot s sde

Tha S204 5% ran
O citen aput 0w

Nk who woewd )
L

& roehal

JGH 18 YEARS

BN 1 o S ige I noete € rosta
‘ - bt Ilu-x-tu-ul
reontha P Oeren
i atrimcwnd 1 Qrose moiae | —

@ wabe
g et Simasa 1h Bl tone|
1 wanks®

. hhﬁmomh cf e, mnimun age nnmnnn-t\dau-myma»
manced if the perscn iz af rek for inmirent wgosum o amuleing polovinue

4., travel 1o & polio-enderric region or dunrg an I8

VR
"’Au‘lmdﬁmd!owm The mramum
"

interval batwwan the 2 butd

» Adrrinwter the second dzes routn

=l ld\'.‘n?!l years.
was adnristen ulma nnb’-thind«-

i shodd M“n::\h! ‘atpn ln#cb;bu d‘:‘d&h catchup secies for
?ﬁ' = 10 poars o ae o boomter ke o on aged 11thesugh 18
your;use T4 for chee do u’:
rean papdlcmavirue vecoine (HPVL
st age 13 frouzh M year i nat preacurly
the vassne senes.
"MMII!IHV\ accne r:":‘“nnq be ndrirastared n & 3dzes secies to
males azed 3 firmugh 18 years to reckcs ther ikl #ozd of genital varta.
-Uur»eﬂu‘:bdrmdu tarvals For seces catchup (Lo, e secced
dotes thﬂ.ﬂboﬁnmhﬂdn 112 and & morths aber e Frat
45- Thmmnwdbﬂom&o‘.mdlum&hﬂ weeks
mérarum mmbecval betw sen e second and third dz wa ok
M-Mhuﬁm«dnlmxu-‘u-hvh F'I&u

NPIIG Wastene Mar r"a:ml ldmwbnmhmlwuwwu RO T .cw e ¥ #\uf.-o«—-un Seeniet Brout te meooed © Pa
e i

munumm~c

VERATIACN 1 e P B o Iz eon axd Aupessy Doews 8

mm #00-CDCINFO ld}ﬂ"-x

Nmmm
Dwparinast of Healh ard Muman Servioas « Centers i

=t Disesss Corerol and Prynaston




Changes in the 2011 Schedule for
Persons O Through 18 Years

Recommendations for PCV-13 added

Guidance for administration of 1 or 2 doses of
seasonal influenza vaccine based upon the child’s
history of monovalent 2009 H1IN1 vaccination

Use of Tdap among children aged 7 through 10
years who are incompletely vaccinated against
pertussis is addressed

Reference to a specified interval between Td and
Tdap vaccination removed

Addition of a routine 2-dose schedule of MCV4 for
certain persons at high risk for meningococcal
disease

Recommendation for a routine adolescent booster
dose of MCV4

g
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Adult Immunization Schedules

* Published annually since 2002

* Collaborative effort of the ACIP, the
American Academy of Family
Physicians, the American College of
Obstetricians and Gynecologists, and
the American College of Physicians

—officially endorsed by each
organization




Adult Immunization Schedule
Indications by Age Group - 2011

Recommended Adult Immunization Schedule
UNITED STATES - 2011

_Note: These recommendations must be read with the footnotes that follow
containing number of doses, intervals between doses, and other important information.

Figure 1. Recommended adult immunization schedule, by vaccine and age group

VACCINE « AGE GROUP» 19-26 years 27-49 years 50-59 years 60-64 years 265 years

Influenzal.* 1 dose annually |

| | |
1 1 1

(T}a:’z?;\::b)zizi.ghtheria. pertussis | Substitute 1-time dose of Tdap for Td booster: then boost with Td every 10 yrs ||[Td booster every 10 yrs|
: | | I

1 1 1
Varicella3." | |

Human papillomavirus (HPV)‘-' |3 doses (females)]

Zosterd

Measles, mumps, rubella (MMR)5." 1 or 2 doses

Pneumococcal (polysaccharide)?.8 1 or 2 doses

Meningococcal?d.’ 1 or more doses

Hepatitis A10." [ 2 doses

I
T

Hepatitis B11.* [ 3 doses

| |
) & Vaccir ry or f
*Covered by the Vaccine Injury Compensation Program
For all persons Is this calegory who meel lie 8&8 Recommended If some other risk faclor Is No recommendation
quu"G enis and who lack'evidence of Immun ¥ rezent cje.g.. based on medical, occupallonal.
n'e.g.. lack documentation of vacqlnanon or have llexlyte. or olher indicalions)
ho vidence of previous Infection)

Report all dinkzally significant posbacdnation reactions 1 the Vacdne Adverse Event Raporting Systam (VAERS). Reporting orms and instructions on fling 2 VAERS report are avalabke at hitp:/www va2rs hhs.gov of by
Elephone, 800-522-7967 .

Informaton on how 1o ke a Vaccine Injury Compensation Program claim Is avallable at hitp/www.hrsa gowvaccinecompensalion o by telephons, 900-338-2352. Information about 1ling a clalm ¥r vacdne njury ks aval-
able Trough the U.S. Courtof Federal Clims, 717 Madison Flace, N.W., Washington, D.C. 20005; telephone, 202-357-5400.

Additional Information about the vaccines In this schadule, axient of avalable data, and contraindcatons for vaccinaticn alkso Is avallable at hitp:Awww.ode.gowvacsines of from the COC-INFO Contact Cenier a1 500-CDC-
INFO (500-232-4636) In Englich and Spanish, 24 hours 3 day, 7 days 3 week.




Adult Immunization Schedule
Indications by Condition - 2011

Figure 2. Vaccines that might be indicated for adults based on medical and
other indications
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Td [| Substitute 1-time dose of Tdap for Td booster; then boost with Td ever)
T I 1 T
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1
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| 1 |
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1 1 | 1 |
Human papillomavirus (HPV)%." [ 3 doses for females through age 26 yrs
1 [

|
| |
Zoster® Contraindicated 1 dose
- | +
Measles, mumps, rubella (MMR)8." . indicated 1 or 2 doses
3 | |

I | I
Pneumococcal (pelysaccharide)?-8 || || 1 or 2 doses

1
|

Meningococeal?.” 1 or more doses
T -

1 §
Hepatitis A10." 2 doses

3 |
Hepatitis 811, [ |]| 3 doses
H | |

*Covered by the Vaccing Injury Com pensation Program.
For all persoss In this cale‘? r{ who meel ke age Recommended If some other rizk faclor Iz No recommendation
raqulr enls and who lacKevidence of Immus Kresem (e. % on he basis of medical, occupa-

shyl

% lack documentalios of vaccinallon or have @, or olher Indicallons)
vidence of previous Infection)

onal, Iife
Thes= schadukes Indcale the recommendsd age groups and medical indcaticas for which administration of currently lkzensed vaccines k5 commcnly indicated for adults a2es 12 years and obdzr, as of February 4, 2011.

For all vaccines being recommeanded on the adull Immunization schedule, a vacdne seres doas not nzed 1o be restaried, regardisss of the 1iM= that has elapssd betwaen d2ses. Licanssd combination vaccines may be ussd
whenaver any companznts of the combination are indkcaked and when the vaccine's other components are net contraindicatad. For detaled recommendations on all vac cin2s, ncluding 1hoze usad primarily for travelers or
thatare Issued during tha year, consult the manulacturers” package Inserts and the complete statemeats from the Advisory Commitiee on Immunization Practioss (MHp: 4 www.odc.gowvaccings jpubs acip-Ist.him).

The recommesdations In this schedule ware approved by the Centers for Disease Control and Prevestion’s (CDC) Advisory > T
Commitiae on Immanization Practices (ACIP), the American Academy of Family Physiclans (AAFP), the Amarican College of { _/(
Obstetriclans and Gywecologists (ACOG), and the American College of Physiclans (ACP).

J.S. DEPARTHENT OF HEALTH AND HUMAN sSERVICES
CENTERS FOR DISEASK CONTROL AND PREVENTION




Adult Immunization Schedule
Footnotes - 2011

Footnotes
Recommended Adult Immunization Schedule—UNITED STATES . 2011

For complete statements by the Advisory Committee on Immunization Practices (ACIP), visit www.cde.gov/vaceines pubs/ACIP-list.him.

1. Seasonal influenza vaccination
Annual vaccination against influenza is recommended for all persons aged 6 months and older, including all adults, Healthy, nonpregnant adults aged less than 50 years without
high-fisk medical conditions can reczive either i lly admi d live, d influenza vaccine (FuMist), or inactivated vaceine, Other persons should receive the inactivated
vaczine. Adults aged 85 years and okder can receive the standard seasonal infiuenza vaccine or the high-dosz (Fluzone) seasonal influenza vaccine. Additional information about influenza
vaccination ks available at http /Avew.cds.govAaccinesivpd-vac/fiu/default. him.

2. Tetanus, diphtheria, and acellular pertussis (Td/Tdap) vaccination

Administer a one-time dose of Tdap to adults aged less than 85 years who have not reczived Tdap previously or for whom vaccing status is unknown to replace one of the 10-year Td
boosters, and as soon as feasible toall 1) postpartum women, 2) clese contacts of infants younger than age 12 months (e.g., grandparents and chik-care providers), and 3) healthcare
personnel with direct patient contact. Adults aged 65 years and older who have not previcusly received Tdap and who have chse contact with an infantaged less than 12 months also
should be vaceinated. Other adults aged 65 years and older may receive Tdap. Tdap can be administered regardiess of interval since the most recent tetanus or diphtheria-containing
vaccine.

Adults with uncertain or incomplete history of completing a 3-dose primary vaccination sries with Td-containing vaccines should begin or complete a primary vaczination series. For
unvaccinated adutts, administer the first 2 doses atleast 4 weeks apart and the third dosz 6-12 months after the second. If incompletely vaccinated (i.e., kess than 3 doses), administer
remaining doses. Substitute a one-ime dosz of Tdap for one of the dosas of Td, either in the primary series or for the routine booster, whichever comes first.

If a woman is pregnant and received the most recent Td vaccination 10 or more years ua\'ioust{/, administer Td during the szcond or third trimester, If the woman reczived the most
recent Td vaccination less than 10 years previously, administer Tdap during the immediate postpartum period. At the cliniclan's discretion, Td may be deferred during pregnancy and Tdap
substitutzd in the immediate postpartum period, or Tdap may be administered instead of Td to a pregnant woman after an informed discussion with the woman

The ACIP for reo datio jsteri is in wound is available at http/Awww.cdc.govivaccines/pubsacip-list.htm.

ons for adk 0 Td as prophyl
3. Varicella vaccination

All adults without evidence of immunity to varicella should receive 2 doses of single-antigen varicetla vaccing if not previously vaccinated or a second doss if they have reczived only
1 dosz, unless they have a medical ¢ indication, Special ideration should be given to those who 1) have closs contact with persons at high risk for severe disease ( ealthcare
personnel and family contacts of persons with immunocompromising conditions) or 2) are at high risk for exposure or transmission (e.q., teachers; child-care employess; resilents and
staff members of institutional szttings, including correctional instituions; college students; military perscanel; adolescents and adults living in households with children; nonpregnant
women of childbearing age; and international travelers).

Evidence of immunity to varicalla in adutts includes any of the following: 1) documentation of 2 doses of varicella vascine at least 4 weeks apart; 2) U.S -bom before 1980 (although
for healthcare personnel and pregnant women, birth before 1980 should not be considered evidence of immunity); ) history of varicella basad on diagnesis or verification of varkella
by a healthcare provider (for a patient reporting a history of or having an atypical case, a mikd case, or both, healthcare providers should sesk either an epidemiologic link with a typical
variczlla case or to a laboratory-confirmed casz or evidencz of laboratory confirmation, if it was performed at the time of acute disease); 4) history of herpes zoster baszd on diagnosis or
verification of herpes zoster by a healthcare provider; or 5) laboratory evidence of immunity or laboratory confirmation of diseasz.

Pregnant women should be assessed for evidencs of varicella immunity. Women who do not have evidence of immunity should receive the first dose of varicalla vaccing upon
completion or termination of pregnancy and before discharge from the healthcare facility. The sacond dese should be administered 4-8 wesks after the first doss.

4. Human papillomavirus (HPV) vaccination
" H ﬁ'{%uo:imtim with either quadrivalent (HPV4) vaceine or bivalent vacsine (HPV2) is recommended for females at age 11 or 12 years and catch-up vaceination for females aged 13
rough 26 years,
Ideally, vaccing shoukl be administered before potential expesure to HPV through sexual activity, however, females who are saxually active should stll be vaccinated consistent with
e-based recommendations. Sexually active females who have not been infected with any of the four HPV vaccine types (types 6, 11, 16, and 18, all of which HPV4 prevents) or any
of the two HPV vaczine types n;ty&e: {6 and 18, both of which HPV2 prevents) receive the full benefit of the vaccination. Vaccination is less beneficial for famales who have already been
infectsd with one or more of the HPV vaccine types. HPV4 or HPV2 can be administered to persons with a history of genital warts, abnormal Papanicolaou test, or positive HPY DNA test,
because these conditions are not evidence of previous infection with all vaccine HPV r(p-':s‘
i Hﬁ'.'lt ma‘{ be administered to males aged 9 through 26 years to reduce their likelinood of genital warts. HPV4 would be most effective when administered before exposure to HPY
rough sexual contact
_.'? complete saries for either HPV4 or HPV2 consists of 3 doses. The second dose should be administered 1-2 months after the first doss; the third dose should be administered &
months after the first dosa.
Although HPV vaccination is not specifically recommended for persons with the medical indications described in Figure 2, *Vaczings that might be indicated for adults based on
medical and other indications,” it may be administered to these persons because the HPV vaccing is nota live-virus vaceing. However, the immune response and vaceine efficacy might be
less for persons with the medical indications described in Figure 2 than in persons who do not have the medical indications described or who are immunccompetent.

Saudi Arabia for all travelers to Mecza during the annual Hafj.

Meningococcal conjugate vaccine, quadrivalent (MCV4) is preferred for adults with any of the
ﬁ:hsao:hande vaccine (MPSV4) is Eretened for adults aged 56 years and older. Revaccination wi

whether they reporta previous episcde of herpes zester, Persons with chronic

in 1057 of later should have documentation of 1 or more deses of MMR vaccing
the three diseases, or documentation of provider-diagnosed measles or mumps
ce of immuni
e first dose, is recommended for adults who 1) have been recently ech»srﬁ to

ina healthcare facility; or 4) plan to travel internationally. Persons who received
revaccinated with 2 doses of MMR vaccine.

first dose, is recommended for adults who 1) live in a community exfefiwcing
tutions; 3) work in a haalthcare facility; or 4) plan to travel intemational h{, Persons
at high risk for mumps infection (.9. persons who are working in a healthcare

puld be determined. If ther is no evidence of immunity, women who are not
e MMR vaccine upon completion or of pregnancy and before disch

who lack kaboratory evidenoz of measkes, mumps, and/or rubella immunity or
nel with 2 doses of MMR vaccine at the appropriate intarval (for measles and
interval during an outreak of measles or mumps, and 1 dose during an
rovisional ‘default.htm.

tus; chronic liver diszasss; cirhosis; chronic alcoholism; f nal or anatomic

2 weeks before surgery]); immunocompromising conditions (including chronic renal
to HIV diagnosis as pessible.

. Routing use of PPSY s not recommended for American Indians/Alaska Natives
ations. However, public health authorities may consider recommending PPSV for
the risk for invasive pneumococcal disease is Increasad

chronic renal failure or nephrotic syndrome; functional or anatomic asplenia (2.9.,
s aged 65 years and older, cne-time revaccination is recommended if they were
tion.

nctional asplenia, or persistent compl icdencies. Adults with
iministered at0 and 2 month

students living in dormitories; microbiologists routinely exposed to isolates
ingococeal disease is hyperendemic or epidemic (2.9., the “meningitis belt’ of
ocal populations will be prolonged. Vaczination is required by the govemment of

recading indications who are aged 55 years and younger; meningococcal
MCV4 every 5 years is recommended for adults previously vaccinated with MCV4 or
deficiencies).

"SV4 who remain at increased risk for infection (e.q., adults with anatomic of

| asplenia,

orp comp P

s Avirus (HAV) infection:

9.
tis A (alist of countries is available at http:/Awwwn.cdc. govAravel
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months (Havrix), or O and 6-18 months (Vagta). If the combined hepatitis A
kehedule may be used, administered on days 0, 7, and 21-30, followed by a

is Bvirus (HBV) infection:
0., persons with more than one sex partner during the previous 6 months);
n-drug users; and men who have sex with men.
ntiall y infectious body fluids.
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Changes in the 2011 Adult
Immunization Schedule

* Universal influenza vaccination

* Re-ordered list of vaccines to keep all
universally-recommended vaccines
together

* Restarting vaccination series
°* Revaccination with PPSV
°* Meningococcal conjugate 2-dose series

°* Permissive use of Tdap vaccine in adults
65 years of age and older and removal of
minimal interval

g
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Pneumococcal Conjugate Vaccine,

13-valent (PCV13)

° [n 2008, 61% of invasive
pneumococcal disease cases among
children younger than 5 years were
attributable to the serotypes included
in PCV13

* Serotype 19A accounted for 43% of
cases

DEPARTM ENT OF HEALTH AND HUMAN SERVICES



Rates of Invasive Pneumococcal Disease (all
serotypes) Among Adults >18 Years-Old
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Pneumococcal Conjugate Vaccine,

13-valent (PCV13)

* Contains the same serotypes of S.
pneumoniae as PCV7 plus 6
additional serotypes (including 19A)

* Approved by FDA for use among
children 6 weeks through 71 months
of age

* Same 4-dose schedule as PCV7

* Series started the PCV7 should be
completed with PCV13 if possible

MMWR 2010;59(No. 6):258-61




ACIP Recommendations for PCV13
Supplemental Dose

°* A single supplemental dose of PCV13
IS recommended for children who
have received a complete age-
appropriate series of PCV7/

—all children 14 through 59 months

—children with an underlying medical
condition 60 through 71 months
(including those who have already
received a dose of PPSV)

MMWR 2010;59(No. 6):258-61




TABLE 2. Underlying medical conditions that are indications for pneumococcal vaccination among children, by risk group

Risk group Condition

Immunocompetent children Chronic heart disease*
Chronic lung disease!
Diabetes mellitus
Cerebrospinal fluid leaks
Cochlear implant

Children with functional or anatomic Sickle cell disease and other hemoglobinopathies
asplenia Congenital or acquired asplenia, or splenic dysfunction
Children with immunocompromising HIV infection

concitions Chronic renal failure and nephrotic syndrome

Diseases associated with treatment with immunosuppressive drugs or radiation therapy, including malignant
neoplasms, leukemias, lymphomas and Hodgkin disease; or solid organ transplantation

Congenital immunodeficiency®

Source: Advisory Committee on Immunization Practices, 2010.

*Particularly cyanotic congenital heart disease and cardiac failure.

tIncluding asthma if treated with high-dose oral corticosteroid therapy.

5 Includes B- (humoral) or T-lymphocyte deficiency; complement deficiencies, particularly C1, C2, C3, and C4 deficiency; and phagocytic disorders (excluding chronic
granulomatous disease).

MMWR 2010;59(No. 6):258-61




ACIP Recommendations for PCV13
Supplemental Dose

°* A single dose of PCV13 may be
administered to children 6 through 18
years of age* who are at increased risk for
Invasive pneumococcal disease

—functional or anatomic asplenia,
iIncluding sickle cell disease

—HIV infection and other N
Immunocompromising conditions

—cochlear implant
— CSF leak

*off-label recommendation. MMWR 2010;59(No. RR-11):1-19
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TABLE 9. Recommended schedule for administering doses of 13-valent pneumococcal conjugate vaccine (PCV13) to children aged <24
months by PCV vaccination history and age — Advisory Committee on Immunization Practices, United States, 2010

Vaccination history: total number of PCV7 and/or PCV13
Age at this visit (mos) doses received previously Recommended PCV13 regimen*

2-6 mos 0 doses 3 doses, 8 weeks apart; fourth dose at age 12-15 mos

1 dose 2 doses, 8 weeks apart; fourth dose at age 12-15 mos

2 doses 1 dose, 8 weeks after the most recent dose; fourth dose at age 12-15 mos

0 doses 2 doses, 8 weeks apart; third dose at 12-15 mos

1 or 2 doses before age 7 mos 1 dose at age 7-11 mos, with a second dose at 12-15 mos, =8 weeks later

0 doses 2 doses, =8 weeks apart

1 dose before age 12 mos 2 doses, =8 weeks apart

1 dose at =12 mos 1 dose, =8 weeks after the most recent doset

2 or 3 doses before age 12 mos 1 dose,=8 weeks after the most recent dose’

4 doses of PCV7 or other age-appropriate, 1 supplemental dose =8 weeks after the most recent dose
complete PCV7 schedule

Abbreviation: PCV7 = 7-valent pneumococcal polysaccharide-protein conjugate vaccine.

* Minimum interval between doses is 8 weeks except for children vaccinated at age <1 year, for whom minimum interval between doses is 4 weeks.

" No additional PCV13 doses are indicated for children aged 12-23 months who have received 2 or 3 doses of PCV7 before age 12 months and at least 1 dose of PCV13
at age =12 months.




New Pneumococcal Polysaccharide
Vaccine Recommendations

°* Routine pneumococcal polysaccharide
vaccination is recommended for adults
19 through 64 years of age:

—with asthma
—wWho smoke cigarette

* Data are insufficient to recommend
vaccination for persons younger than
19 years with asthma or who smoke

MMWR 2010;59(No. 34):1102-6
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Changes in the 2011 Adult Schedule
for Persons 19 Years and Older

* Universal influenza vaccination
 Re-ordered list of vaccines to keep all
universally-recommended vaccines together

« Restarting vaccination series

Changes in the 2011 Schedule for
Persons O Through 18 Years

* Recommendations for PCV-13 added

°* Guidance for administration of 1 or 2 doses of
seasonal influenza vaccine based upon the child’s
history of monovalent 2009 H1IN1 vaccination

"’
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Influenza Vaccination
Recommendation

* Annual Influenza vaccination
IS recommended for every
person in the United States 6
months of age and older

MMWR 2010;59(RR-8)
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Rationale: Recommendation to Vaccinate
All Persons 6 Months of Age or Older

°* Morbidity and mortality occurs in all age
groups, including among adults 19-49 years
of age

* Some persons who have influenza
complications

—have no previously identified risk factors

—have risk factors but are unaware that
they should be vaccinated, or

—might be at risk due to newly identified
risk factors

* Simplicity

MMWR 2010;59(RR-8)
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Obesity as New Risk Factor

for Severe lllness due to 2009 HIN1

* Disproportionate number of obese,
particularly morbidly obese, among
severely ill during 2009 HIN1 pandemic

°* Morbid obesity (BMI240) was associated
with hospitalization, and possibly death,
due to 2009 HIN1 infection among adults
without chronic medical conditions

* Additional studies with larger samples of
patients and appropriate comparison
groups are needed

Morgan OW, et al. PLOS ONE, 2010
25
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FIGURE 3. Number of 2010-2011 seasonal influenza vaccine doses recommended for
children

Children aged 6 months-8years Follow algorithm below

No/ Administer 2 doses
Not sure this season’

hild ever receved Adminster 2 doses
fluse nza vaoci ne? thisseason’

Administer 1 dose
seasonal influenza vacoine? this season

Did the child receive 2 doses of : Administer 2doses
seasonal influenza vaccine last year? thisseason'

Administer 1 dose
thisseason

e




Influenza Vaccination Schedule

* One dose Is recommended for most
people

* 2 doses recommended for

—children younger than 9 years who
are receiving seasonal influenza
vaccine for the first time

—children younger than 9 years who
vaccinated for the first time in the
previous season but received only 1
dose

bC

prapeegs
27 'I%pg

DEPARTMENT OF HEALTH AND HUMAN SERVICES | Immunization |




Pop Quiz #1

To Vaccinate or Not To Vaccinate?

°* An 8 year old child is being
vaccinated for the first time

* When the child returns for the second
dose he/she is now 9 years old

* Should the second dose be given?

DEPARTM ENT OF HEALTH AND HUMAN SERVICES



Pop Quiz #1

To Vaccinate or Not To Vaccinate?

°* An 8 year old child is being
vaccinated for the first time

* When the child returns for the second
dose he/she is now 9 years old

* Should the second dose be given?

* No. The second dose Is not needed In
this situation.
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Pertussis—United States, 1980-2010*
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Reported Pertussis by Age
Group, 1990-2009

m<]lm 11-18 =™ >18
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Pertussis Deaths in the United
States, 2000-2009

Age at onset
<3 mos >3 mos Total

175 19 194
(90%)  (10%)

CDC, unpublished data, 2010
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Tdap

* Tdap reduces the risk of pertussis by
60% - 80%

°* Tdap approved ages
—10 through 64 years for Boostrix
—11 through 64 years for Adacel
—Schedule: One time only dose (IM)

°* Tdap Is not approved by the FDA for
children 7 through 9 years or adults
65 years or older
)

Wei SC et al. Clin Infect Dis 2010;51:315-21 = ¥
DEPARTMENT OF HEALTH AND HUMAN SERVICES | Immunization |
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Immunization Schedule for Persons
Aged 7 Through 18 Years - 2011

Recommended Immunization Schedule for Persons Aged 7 Through 18 Years—United States * 2011
For those who fall behind or start late, see the schedule below and the catch-up schedule

Vaccine ¥ Age » 7-10 years 11-12 years 13-18 years

Tetanus, Diphtheria, Pertussis'

Human Papillomavirus® o : e ; B Range of
i : : e e anane ' recommended

ages for all

: 3
Meningococcal children

Range of
recommended
ages for
catch-up
immunization

Range of
recommended
ages for certain
high-risk groups

Varicella'® : Varicella Series

This schedule includes recommendations in effect as of December 21, 2010. Any dose not administered at the recommended age should be administered at a
subsequent visit, when indicated and feasible. The use of a combination vaccine generally is preferred over separate injections of its equivalent component vaccines.
Considerations should include provider assessment, patient preference, and the potential for adverse events. Providers should consult the relevant Advisory Committee
on Immunization Practices statement for detailed recommendations: http//www.cdc.gov/ivaccines/pubs/acip-list.htm. Clinically significant adverse events that follow

immunization should be reported to the Vaccine Adverse Event Reporting System (VAERS) at hitp//www.vaers.hhs.gov or by telephone, 800-822-7967.
1777/
IDC
s
lntors
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Tdap Recommendations for
Adolescents

* All adolescents should preferably
receive Tdap at the 11 to 12 year-old
preventive healthcare visit

°* Persons 11 through 18 years of age
who have not received Tdap should
receive a dose followed by Td
booster doses every 10 years

MMWR 2011; 60 (No. 1):13-5
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New Tdap Recommendations
for Adolescents

* Persons 7 through 10 years of age
who are not fully immunized against

pertussis (Including those never
vaccinated or with unknown

pertussis vaccination status) should
receive a single dose of Tdap*

* Either brand may be used

° If Tdap Is given at this age a second
dose at 11-12 years Is not needed

*off-label recommendation. MMWR 2011; 60 (No. 1):13-5
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New Tdap Recommendations
for Adolescents

* “Not fully immunized”
—fewer than 4 doses of DTaP, or

—4 doses of DTaP and last dose was
prior to age 4 years

MMWR 2011; 60 (No. 1):13-5
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New Tdap Recommendations
for Adults

* Adults 65 years of age and older who
have or who anticipate having close
contact with an infant younger than
12 months of age and who have not
previously received Tdap should
receive a single dose of Tdap*

* Other adults 65 years of age and
older may receive a dose of Tdap*

*off-label recommendation. MMWR 2011; 60 (No. 1):13-5
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Tdap and Healthcare Personnel (HCP)

°* Unvaccinated
HCP, regardless
of age*, should
receive a single
dose of Tdap as
soon as feasible

p

*off-label recommendation. Approved by ACIP on Feb 23, 2011 ’%;%

39
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Tdap and Healthcare Personnel (HCP)

* Tdap is not currently licensed or
recommended for more than one
dose

—after receipt of Tdap, HCP should
receive routine booster
Immunization against tetanus and
diphtheria according to previously
published guidelines

DEPARTM ENT OF HEALTH AND HUMAN SERVICES



Tdap and Healthcare Personnel (HCP)

* Hospitals and ambulatory-care facilities
should provide Tdap for HCP and use
approaches that maximize vaccination
rates (e.d., education about benefits of

vaccination, convenient access, and at
no charge)

DEPARTM ENT OF HEALTH AND HUMAN SERVICES



Td-Tdap Interval Recommendation

°* Tdap can be administered regardless of
the interval since the last tetanus and
diphtheria containing vaccine*

* ACIP concluded that while longer intervals
between Td and Tdap vaccination could
decrease the occurrence of local
reactions, the benefits of protection
against pertussis outweigh the potential
risk for adverse events

*off-label recommendation. MMWR 2011; 60 (No. 1):13-5 rii DC
42 'Ill/é//é
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Morbidity and Mortality Weekly Report

Updated Recommendations for Use of Tetanus Toxoid, Reduced Diphtheria
Toxoid and Acellular Pertussis (Tdap) Vaccine from the Advisory Committee
on Immunization Practices, 2010

Despite sustained high coverage for childhood pertussis
vaccination, pertussis remains poorly controlled in the United
States. A total of 16,858 pertussis cases and 12 infant deaths
were reported in 2009 (/; CDC, unpublished data, 2009).
Although 2005 recommendations by the Advisory Committee
on Immunization Practices (ACIP) called for vaccination with
tetanus toxoid, reduced diphtheria toxoid and acellular pertus-
sis (Tdap) for adolescents and adults to improve immunity
against pertussis, | dap coverage is 56% among adolescents
and <6% among adults (2,3). In October 2010, ACIP rec-
ommended expanded use of Tdap. This report provides the
updated recommendations, summarizes the safety and effec-
tiveness data considered by ACIP, and provides guidance for
implementing the recommendations.

MMWR 2011; 60 (No. 1):13-5

the United States, the additional recommendations are made
to facilitate use of Tdap to reduce the burden of disease and
risk for transmission to infants (Box)

Timing of Tdap Following Td

Safety. When Tdap was licensed in 2005, the safety of
administering a booster dose of T'dap at intervals <5 years after
Td or pediatric DTP/DTaP had not been studied in adults.
However, evaluations in children and adolescents suggested
that the safety of intervals as short as 18 months was acceptable
(6). Rates of local and systemic reactions after T'dap vaccination
in adults were lower than or comparable to rates in adolescents
during U.S. prelicensure trials; therefore, the safety of using
intervals as short as 2 years between Td and Tdap in adults




Meningococcal Vaccines

* Meningococcal polysaccharide
vaccine

—first licensed in 1974
—limited indications

°* Meningococcal conjugate vaccines
—First licensed in 2005

—only vaccine recommended for
routine use among civilians

DEPARTM ENT OF HEALTH AND HUMAN SERVICES



Menactra MCV4 Vaccine

°* Quadrivalent polysaccharide vaccine
(A, C, Y, W-135) conjugated to
diphtheria toxoid

* Approved for a single dose among
persons 9 months* through 55 years
of age

* FDA approval based on serologic
non-inferiority compared to
meningococcal polysaccharide
vaccine

*as of April 22, 2011




Menveo MCV4 VVaccine

°* Approved by FDA in February 2010
for a single dose among persons 2
through 55 years of age

* Lyophilized serogroup A vaccine
reconstituted with liguid containing
serogroups C, Y, and W135

°* FDA approval based upon serologic
non-inferiority to Menactra

MMWR 2010;59(No. 9):273




Meningococcal Conjugate Vaccine

(MCV4) Issues

Issue Solution

* I[nadequate °* Routine 2-dose
response to a single primary series
dose of MCV4

°* Waning immunity °* Revaccination of
following 1 dose of some MCV4
MCV4 recipients

* Routine vaccination ¢ New vaccine or
of infants change in FDA

licensure

bC
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Persons at Highest Risk of Meningococcal

Disease or Subogtimal Vaccine Response

* Complement deficiency

—very high antibody titer required to
compensate for complement deficiency

* Asplenia
—evidence of suboptimal response

* Single dose primary series may not be
sufficient to confer protection for persons
with these high-risk conditions

DEPARTMENT OF HEALTH AND HUMAN SERVICES



New MCV4 Recommendations

* Administer 2 doses* of MCV4 at |least
8 weeks apart to persons with
persistent complement component
deficiency and anatomic or functional
asplenia, and 1 dose every 5 years*
thereafter

* off-label recommendations. MMWR 2011;60(No. 3):72-6.
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MCV4 Recommendations and HIV

* HIV Infection alone is not an indication for
MCV4 vaccination

* Persons with HIV infection show evidence
of suboptimal response to vaccination

°* Some persons with HIV infection should
receive MCV4 (adolescents, some
International travelers, microbiologists, etc)

* Persons with HIV infection who are
vaccinated with MCV4 should receive 2
doses at |least 8 weeks apart*

*off-label dation. MMWR 2011;60(No. 3):72-6 DC
off-label recommendation. ;60(No. 3):72-6. . III//////A.
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New MCV4 Recommendations

* Persons with complement
component deficiency, asplenia who
previously received 1 dose should
receive a second dose* at the earliest
opportunity

* Persons with HIV who previously
received 1 dose and for whom
vaccination is still indicated should
be given a second dose*

*off-label recommendations. MMWR 2011;60(No. 3):72-6.
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Rates of Meningococcal Disease
(C and Y) by Age, 1999-2008
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Meningococcal Conjugate (MCV4)
Revaccination

°* In Its 2005 recommendations for MCV,
ACIP made no recommendation about

revaccination pending the availability
of additional data

* Serologic data are now available from
the manufacturer that show significant
decline in antibody 3-5 years after
vaccination although few

“breakthrough” cases have been
reported

MMWR 2009:58(No. 37):1042-3
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Rates of Meningococcal Disease
(C and Y) by Age, 1999-2008
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New MCV4 Recommendations*

* New recommendations

—administer MCV4 at age 11 or 12 years
with a booster dose at 16 years of age

—administer 1 dose at age 13 through 15
years if not previously vaccinated

—for persons vaccinated at age 13
through 15 years administer a 1-time
booster dose is recommended,

preferably at or after 16 through 18
years of age

*off-label recommendation. MMWR 2011;60(No. 3).72-6.
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New MCV4 Adolescent Vaccination
Recommendations

°* The minimum Interval between doses Is
8 weeks

°* A booster dose is not recommended for
healthy persons if the first dose iIs
administered at 16-21 years of age

* A booster dose Is not recommended for
healthy persons persons 22 years or older
even If the first dose 1s administered at 11-
15 years of age

°* The booster dose should always be MCV4
(not MPSV4)
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Morbidity and Mortality Weekly Report

Updated Recommendations for Use of Meningococcal Conjugate Vaccines
— Advisory Committee on Immunization Practices (ACIP), 2010

On October 27, 2010, the Advisory Committee on
Immunization Practices (ACIP) approved updated recom-
mendations for the use of quadrivalent (serogroups A, C, Y,
and W-135) meningococcal conjugate vaccines (Menveo,
Novartis; and Menactra, Sanofi Pasteur) in adolescents and
persons at high risk for meningococcal disease. These recom-
mendations supplement the previous ACIP recommendations
for meningococcal vaccination (/,2). The Meningococcal
Vaccines Work Group of ACIP reviewed available data on
immunogenicity in high-risk groups, bactericidal antibody
persistence after immunization, current epidemiology, vaccine
effectiveness (VE), and cost-effectiveness of different strategies
for vaccination of adolescents. The Work Group then presented
policy options for consideration by the full ACIP. This report
summarizes two new recommendations approved by ACIP:
1) routine vaccination of adolescents. preferably at ace 11 or

MMWR 2011;60(No. 3):72-6.

Meningococcal disease incidence has decreased since 2000,
and incidence for serogroups C and Y, which represent the
majority of cases of vaccine-preventable meningococcal dis-
ease, are at historic lows. However, the peak in disease among
persons aged 18 years (Figure) has persisted, even after routine
vaccination was recommended in 2005. In the 2009 National
Immunization Survey-Teen, 53.6% of adolescents aged 13
through 17 years had received a dose of meningococcal vaccine
(3). From 2000-2004 to 2005-2009, the estimated annual
number of cases of serogroups C and Y meningococcal disease
decreased 74% among persons aged 11 through 14 years but
only 27% among persons aged 15 through 18 years. Cases of
meningococcal disease caused by serogroups C and Y among
persons who were vaccinated with meningococcal conjugate
vaccine have been reported. An early VE analysis that modeled

cpected cases of disease in vaccinated persons estimated a VE




TABLE 2. Summary of meningococcal conjugate vaccine recommendations, by risk group — Advisory Committee on Immunization Practices
(ACIP), 2010

Risk group Primary series Booster dose

Persons aged 11 through 18 years 1 dose, preferably at age 11 or 12 years At age 16 years if primary dose at age 11 or 12 years

At age 16 through 18 years if primary dose at age
13 through 15 years

No booster needed if primary dose on or after age 16 years

HIV-infected persons in this age group 2 doses, 2 months apart At age 16 years if primary dose at age 11 or 12 years

At age 16 through 18 years if primary dose at age
13 through 15 years

No booster needed if primary dose on or after age 16 years

Persons aged 2 through 55 years with persistent 2 doses, 2 months apart Every 5 years
complement component deficiency* or At the earliest opportunity if a 1-dose primary series
functional or anatomical asplenia administered, then every 5 years

Persons aged 2 through 55 years with Persons aged 2 through 6 years: after 3 years
prolonged increased risk for exposure’ Persons aged 7 years or older: after 5 years®

Abbreviation: HIV = human immunodeficiency virus.

*Such as C5-C9, properidin, or factor D.

t Microbiologists routinely working with Neisseria meningitidis and travelers to or residents of countries where meningococcal disease is hyperendemic or
epidemic.

31f the person remains at increased risk.

MMWR 2011;60(No. 3):72-6.



MCV Revaccination
Recommendations

* Other high-risk persons recommended for
revaccination

—microbiologists with prolonged exposure
to Neisseria meningitidis

—frequent travelers to or persons living In
areas with high rates of meningococcal
disease

* Revaccinate every 5 years* as long as the
person remains at increased risk

—MCV for persons 2 through 55 years of age
— MPSV for persons 56 years and older

*off-label recommendation. MMWR 2009;58(No. 37):1042-3
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Interchangeability of MCV4 Brands

°* No data are available on the
Interchangeability of MCV4 brands

* Whenever feasible, the same brand of
vaccine should be used for all doses of the
vaccination series

* |[f vaccination providers do not know or
nave available the type of vaccine product
previously administered, any product
should be used to continue or complete the
series

g

MMWR 2011;60(No. 2):72-6.
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Sanofi Pasteur Announces FDA Approval of Menactra
Meningococcal Conjugate Vaccine Indication for Infants

0 0 ¥ Tweet 0 Share

Personalize your news | Follow the latest nhews about the companies. ADD SHY

- Indication Provides New Option to Help Protect Earlier Against Meningococcal
Disease -

SWIFTWATER, Pa., April 22, 2011 IPRNewswirel -- Sanofi Pasteur, the vaccines division of the

sanofi-aventis Group (EURONEXT: SAN and NYSE: SHNY), announced today that the U.S. Food :;...,:.;4'7.33: ‘] g
and Drug Administration (FDA) has granted licensure to expand the indication for its

meningococcal conjugate vaccine, Menactra® (Meningococcal [Groups A, C, Y and W-135]

Polysaccharide Diphtheria Toxoid Conjugate Vaccine), to include a two-dose schedule for infants

and children 9 months through 23 months of age. This is the first U.S. approval of a

meningococcal vaccine for this age group.

{(Photo: hitp:iphotos.prnewswire.comfprnhi20110422/NY88254 )

"Licensure of Menactra vaccine for infants as young as @ months of age gives the opportunity to heip protect infants against this
potentiaily deadiy disease when the likelihood of exposure supports a need for eatly protection"” said Stephen |. Pelton, MD,
Professor of Pediatrics and Epidemiology, Boston University Schools of Medicine and Public Health and Chief, section of
Pediatric Infectious Diseases, Boston Medical Center.

Meningococcal disease is a rare but deadly disease caused by the hacterium Nelsseria meningiticis. The disease can




Herpes Zoster Vaccine

(Zostavax)

°* Administered to persons who had
chickenpox to reduce the risk of
subsequent development of zoster
and postherpetic neuralgia

°* Contains live varicella vaccine virus In
much larger amount (14x) than
standard varicella vaccine (Varivax)

°* Reduces the risk of zoster ~50% In
persons 60 years and older

NEJM 2005:352(22):2271-84
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Zoster Vaccine

°* On March 24, 2011 the Food and Drug
Administration approved a label
change for zoster vaccine to include
persons 50 through 59 years of age

* ACIP has not yet recommended
vaccination of persons younger than
60 years

* An ACIP recommendation is not
necessary for clinicians to use a
vaccine according to license
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ACIP Recommendations for
Zoster Vaccine

* Adults 60 years and older should
receive a single dose of zoster
vaccine

* Need for booster dose or doses not
known at this time

* A history of herpes zoster should
not influence the decision to
vaccinate

MMWR 2008:57(RR-5)
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Zoster Vaccination After Shingles

* ACIP did not define an interval
between recovery from shingles and
administration of zoster vaccine

* People recover from shingles
because of an Immune response to
varicella zoster virus

* [t seems prudent to defer zoster
vaccination for a few months to allow
the shingles-induced immune
response to wane
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Zoster Vaccine

° [t IS not necessary to inquire about
chickenpox or test for varicella
Immunity before administering zoster
vaccine

°* Persons 60 years of age and older
can be assumed to be iImmune*
regardless of their recollection of
chickenpox

MMWR 2008;57(RR-5) ,_7_.’7‘
*for the purpose of establishing eligibility for zoster vaccine ,( MW
anl 9 <l 7 68 'III%///A
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Serologic Testing for
Varicella Immunity

* If a person 60 years or older Is tested
for varicella antibody and found to be
negative

—administer 2 doses of regular
varicella vaccine (not zoster
vaccine)

—zoster vaccine Is not indicated for
persons whose immunity is based
upon varicella vaccination
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HIGHLIGHTS OF PRESCRIBING INFORMATION

These highlights do not include all the information needed to use
ZOSTAVAX' sately and ettectively. See ftull prescribing
information tor ZOSTAVAX.

ZOSTAVAX"®

Zoster Vaccine Live
Suspension for subcutaneous injection

Initial U.S. Approval: 2006

INDICATIONS AND USAGE -
ZOSTAVAX is a live attenuated virus vaccine indicated for prevention
of herpes zoster (shingles) in individuals 60 years of age and older (1).
ZOSTAVAX is not indicated for the freatment of zoster or postherpetic
neuralgia (PHN) (1).

DOSAGE AND ADMINISTRATION
Single 0.65 mL subcutaneous injection (2.1)

DOSAGE FORMS AND STRENGTHS
Single dose vials with not less than 19,400 plague-forming units [PFU]
per 0.65 mL dose when reconstituted to a suspension (2.1, 3, 16).

CONTRAINDICATIONS -
History of anaphylactic/anaphylacioid reaction to gelatin,
neomycin, or any other component of the vaccine (4.1).
History of primary or acquired immunodeficiency states (4.2).
On immunosuppressive therapy (4.2).
ZOSTAVAX is not indicated in women of child-bearing age and
should not he administered fo pregnant females (4.3. 8.1, 17.1).

ZOSTAVAX is not indicated for prevention of primary varicella

infection (Chickenpox) (5.2, 8.4).

Transmission of vaccine virus may occur rarely between

vaccinees and suscepiible contacts (5.1).

Defer vaccination in patients with active untreated tuberculosis

(5.5).

ADVERSE REACTIONS -

The rate of serious adverse events (SAEs) from Days 0 o 42

postvaccination may be increased in recipients of ZOSTAVAX
compared to recipients of placebo (Table 1, 6.1.1)

The most frequent vaccine-related adverse events, reported in 21% of
subjects vaccinated with ZOSTAVAX, were headache and injection site
reactions (6.1.1).

DRUG INTERACTIONS
ZOSTAVAX and PNEUMOVAXEr 23 should not be given concurrently
hecause concomitant use resuited in reduced immunogenicity of
ZOSTAVAX (7.1, 14).

To report SUSPECTED ADVERSE REACTIONS, contact Merck &
Co.. Inc. at 1-877-888-4231 or VAERS at 1-800-822-7967 and
www.tda.gov/vaers.

See 17 tor PATIENT COUNSELING INFORMATION and FDA-
Approved Patient Labeling.

Revised: 12/2009




Zoster and Pneumococcal
Polysaccharide (PPSV) Vaccines

* Zoster package insert advises that zoster
and PPSV should not be administered
concurrently

* Based on a study that showed the titer
against VZV was lower in persons who
received zoster and PPSV at the same
Visit compared to persons who received
these vaccines 4 weeks apart

°* The amount of antibody needed to prevent
zoster is not known so the clinical
significance of the Merck study Is
uncertain
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Zoster and PPSV Vaccines

* Study examined the incidence of
zoster (per 1000 person-years)
among persons in a large HMO 60
years and older who received zoster
and PPSV vaccines on the same day
or PPSV 30 to 365 days before zoster

vaccine
—same day 4.55
—different visits 4.51

Tseng et al, Vaccine 2011 (in press)




Zoster and PPSV Vaccines

* CDC has not changed its
recommendation for either vaccine

e Zoster and PPSV should be
administered at the same visit If the
person is eligible for both vaccines

- |29
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What’s Next?

* Additional combination vaccines
°* Meningococcal vaccination of infants
°* More than 1 dose of Tdap?

* ACIP recommendation for HPV
vaccination of males (currently a
“permissive” recommendation)

* PCV13 vaccination of adults?

DEPARTM ENT OF HEALTH AND HUMAN SERVICES



CDC Vaccines and Immunization
Contact Information

* Telephone 800.CDC.INFO

(for patients and parents)

°* Emall nipinfo@cdc.gov

(for providers)

* Website www.cdc.gov/vaccines/

* VVaccine Safety www.cdc.govivaccinesafety/
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