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Pandemic (H1N1) 2009 briefing note 2
WHO recommendatlons on pandemic (H1N1) 2009 vaccmes

13 JULY 2009 | GENEVA_ — On 7 July 2009, the Strategic Advisory Group of Experts
(SAGE) on Immunization held an extraordinary meeting in Geneva to discuss issues and
make recommendations related to vaccine for the pandemic (H1N1) 2009.

SAGE reviewed the current pandemic situation, the current status of seasonal vaccine

production and potential A(H1N1) vaccine production capacity, and considered potential
options for vaccine use.

The experts identified three different objectives that countries could adopt as part of their
pandemic vaccination strategy:

e protectithe integrity of the health-care system and the country’s critical infrastructure;
e reduce morbidity and mortality; and

e reduce transmission of the pandemic virus within communities.

Countries could use a variety of vaccine deployment strategies to reach these objectives
but any strategy 'should reflect the country’ s epidemiological situation, resources and

ability to access vaccine, to implement vaccination campaigns in the targeted groups, and to
use other non—vaccine mitigation measures.

Although the severity of the pandemic is currently considered to be moderate with most
patients experiencing uncomplicated, self-limited illness, some groups such as pregnant
women and persons with asthma and other chronic conditions such as morbid obesity
appear to be at increased risk for severe disease and death from infection.

Since the spread of the pandemic virus is considered unstoppable, vaccine will be needed in -

all countries. SAGE emphasized the importance of striving to achieve equity among
countries to access vaccines developed in response to the pandemic (H1N1) 2009

The following recommendations were provided to the WHO Director-General:

® Al countries should immunize their health-care workers as a ﬁrst'priority to protect the essential

 health infrastructure. As vaccines available initially will not be sufficient, a step-wise approach to
vaccinate particular groups may be considered. SAGE sujgested the following groups for
consideration, 'notihg that countries need to determine their order of priority based pri ‘
country-specific cond}tions: pregnant women; those aged above 6 months with one of several
chronic medical conditions; healthyyouné adults of 15 to 49 years of age; healthy children; heélthy
adults of 50 to 64 years of age; and healthy adults of 65 years of age and above.

e Since new technologieé are involved in the production of some pandemic vaccines, which have not
yet been extensively evaluated for their safety in certain population groups, it is very important to
implement post-marketing surveillance of the highest possible quality. In additiOn', rapid shaﬁng of
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the results of immunogenicity and post-marketing safety and effectiveness studies among the
international community will be essential for allowing couhtries to make necessary adjustments to
their vaccination policies. '

e In view of the anticipated limited vaccine availability at global level and the potentiai need to
protect against "drifted" strains of virus, SAGE recommended that promoting production and use of
vaccines such as those that are formulated with oil-in-water adjuvants and live attenuated
influenza vaccines was important.

e As most of the production of the seasonal vaccine for the 2009-2010 influenza season in the
northern hemisphere is almost complete and is therefore unlikely to affect production of pandemic
vaccine, SAGE did not consider that there was a need to recommend a "switch” from seasonal to
pandemic vaccine production.

WHO Director—General Dr Margaret Chan endorsed the above recommendations on 11 July
2009, recognizing that they were well adapted to the current pandemic situation. She also
noted that the recommendations will need to be changed if and when new evidence become
available. ' :

SAGE was established by the WHO Director—General in 1999 as the principal advisory group
to WHO for vaccines and immunization. It comprises 15 members who serve in their '
personal capacity and represent a broad range of disciplines from around the world in the
fields such as epidemiology, public health, vaccinology, paediatrics, internal medicine,
infectious diseases, immunology, drug regulation, programme management, immunization
delivery, and health—care ‘administration.

*. Additional participants in the SAGE meeting included members of the ad hoc policy advisory

18-

working group on influenza A(H1N1) vaccine, chairs of the regional technical advisory
groups and external experts. Observers included industry representatives and regulators”
who did not take part in the recommendation process in order to avoid conflicts of interest.
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(PressRelease; July 29, 2009) CDC Advisors Make Recommendations
for Use of Vaccine Against Novel HiN1

The Centers for Disease Control and Prevention’s Advisory Committee on
Immunization Practices (ACIP) met today to make recommendations for use of vaccine
against novel influenza A (H1N1). , :

The committee met to develop recommendations on who should receive vaccine
against novel influenza A (HIN1) when it becomes available, and to determine which
groups of the population should be prioritized if the vaccine is lnltlally available in

- extremely limited quantities.

The committee recommended the vaccination efforts focus on five key
populations. Vaccination efforts are designed to help reduce the impact and spread of
- novel HIN1. The key populations include those who are at higher risk of disease or

complications, those who are likely to come in contact with novel HIN1, and those who

could infect young infants. When vaccine is first available, the committee
recommended that programs and providers try to vaccinate:

e  pregnant women,

¢  people who live with or care for children younger than 6 months of age

» health care and emergency services personnel,

« persons between the ages of 6 months through 24 years of age, and

» people from ages 25 through 64 years who are at higher risk for novel H1N1

because of chronic health disorders or compromised immune systems.

The groups listed above total approximately 159 million people in the United States.

The committee does not expect that there will be a shortage of novel HLIN1 vaccine, but
“availability and demand can be unpredictable. There is some possibility that initially the

vaccine will be available in limited quantities. In this setting, the committee

recommended that the following groups receive the vaccine before others:
+  pregnant women, A
» people who live with or care for children younger than 6 months of age,
» health care and emergency services personnel with direct patient contact,
« children 6 months through 4 years of age, and
» children 5 through 18 years of age who have chronic medical conditions.

The committee recognized the need to assess supply and demand issues at the local
* level. The committee further recommended that once the demand for vaccine for these
- prioritized groups has been met at the local level, programs and providers should begin
vaccinating everyone from ages 25 through 64 years. Current studies indicate the risk

for infection among persons age 65 or older is less than the risk for younger age groups.

Therefore, as vaccine supply and demand for vaccine among younger age groups is
being met _programs and providers should offer vaccination to people over the age of
65.

The committee also stressed that people over the age of 65 receive the seasonal
vaccine as soon as it is available. Even if novel HIN1 vaccine is initially only available in
limited quantities, supply and availability will continue, so the committee stressed that
programs and providers continue to vaccinate unimmunized patients and not keep
vaccine in reserve for later administration of the second dose.

The novel H1N1 vaccine is not intended to replace the seasonal flu vaccine. It is
intended to be used alongside seasonal flu vaccine to protect people. Seasonal flu and
novel HIN1 vaccines may be administered on the same day.

~19~



-20-

(LBE)
1) Fraser C, Donnelly CA, Cauchemez S et al. Pandemic potential of a strain of influenza
A(HIN1): early findings. Science Express, 11 May 2009, doi 10.1126/science.1176062.
2) Hiroshi Nishiura, et al . Estimating the reproduction number of the novel influenza A
virus (HIN1) in a Southern Hemisphere setting: preliminary estimate in New Zealand.
Journal of the New Zealand Medical Association, 24-July-2009, Vol 122 No 1299 '
3) Nishiura H, Castillo-Chavez C, Safan M, Chowell G.Transmission potential of the new
influenza A (H1N1) virus and its age specificity in Japan. Euro Surveill 2009; 14(22)
4) Chowell G, Miller MA, Viboud C. Seasonal influenza in the United States, France, and
Australia: transmission and prospects for control. Epidemiol Infect 2008;136: 852—64 5)

'5) Pandemic (H1N1) 2009 briefing note 4. WHO

http //www.who.int/csr/disease/swineflu/notes/hinl situation 20090724/en/index.html
6) Weekly epidemiological record 24 JULY 2009, 84th YEAR No. 30, 2009, 84, 301-308

http://lwww.who.int/wer

7) Wilson N, Baker MG. The emerging influenza pandemic: estimating the case fatahty ratio.
Eurosurveillance 14(26) 2 July 2009.
http‘//www.eurosurveillance.org/images/dynamic/EE/V14N26/art19255.pdf
8) World Health Organization. Human infection with new ihﬂuenza A (H1N1) virus:
Mexico,update, March-May 2009. 5 June 2009
http//www.who.int/wer/2009/wer8423.pdf .
9) Morbidity and Mortality Weekly Report Dispatch, J uly 2009, 58:1-4
http//www.cdc.gov/mmwr/preview/mmwrhtml/mm58d0710al.htm
10)' C V Munayco et al. EPIDEMIOLOGICAL AND TRANSMISSIBILITYANALYSIS OF
INFLUENZA A(HIN1)V IN A SOUTHERN HEMISPHERE SETTING: PERU ,
Eurosurveillance, Volume 14, Issue 32, 13 August 2009
http://www.eurosurveillance.org/ViewArticle.aspx?ArticleId=19299
1) UCde Silva etal. APRELIMINARY ANALYSIS OF THE EPIDEMIOLOGY OF
INFLUENZA A(HINDV VIRUS INFECTION IN THAILAND FROM EARLY OUTBREAK
DATA, JUNE-JULY 2009 . Eurosurveillance, Volume 14, Issue 31, 06 August 2009
http://lwww.eurosurveillance.org/V: iewArtic}e.aspx?ArticleId:19292




_LZ_

f-WHowﬁwWHoﬁ%%EPaﬁ<r;af%%wm¢>
[H21.6.11]

)\

WHOIZ AV T IV Y I OF U A—H— D BB EEIT>TE =,
FHMEALINIUOTOIIFUOBEITMELGCRETTHEERLT |
Wd, BEFEREFZFIPTISECEY, CoHBORIZ/ATEVY

DOF T REEIRY S<RIETHEMNTEDLIITHHTHAD

-

_/

“["%ﬁﬂwa%;%iﬁ::ﬁa%ﬁﬁl |
E> > BHMDIFUNLHRTHFUAQEE
ITYUBR -

C REVALZDWTIEU T DS ESE)

=] (=81 J &'-/E
(1 JHINTIOF UM EER (H21.7. 288#;’:1)
- 7B HUBEA—A—ITE WO TIERHTNT THFLD
BEZERAL. 12AKRFTRELIFE. 1, 300—1, 7
00F A%

*%)%Ezﬁi'cé:'d'%t 2, 200-38, ooo7i)v\

1D %zﬂ'l

(2)EHMAVTNIVYIOFUODEEER
2, 220K (1ml): EEE DO EERE (2, 7007 K)D
#182%(#4F B AD L) ' -

(3)H5N1 7“@&7—‘5v’7’779’->ﬁ5&if§§
4305 A5 ~1, 030A AN TEE(IEEMEITRY KE<EE)
KEE1AMSHENTREEHETDHE

| XAREICLEROBIE LY BATHTRERD DB,

X(BE) BERIIFUODEEZEDRTT a—I)L(
FPEZEZEL)

06/19 - HBDOFODOBELEFEHRE.

Q1/7 SAGE(WHO'?’]?‘/F;&%E*F’:EAE%)é:
FOIELEES A B '
—2EE. E?Jib\ﬂﬂb)it&’)bhé

"OT1R LS DOFUEERDRE
OTEHALUE HEDIF EERE

- 08~98 EEXNRE. ?ﬁz{ﬁlh,fmuﬁo

(TEDRE :

Ok, EmABLRE. IR %18

0 DHFUEBATIEAOEES |

C BRRETSANVADEE, RS ERENR |
BT, M RS EARLD TR DD, |
: @Wnn&ttﬁxb 1#55"'\5#%575‘@1160

SRR - -y




(£ 2] WHO recommendations on pandemic (H1N1) 2009 vaccines
H1NAB YIIWIVHFODOF VERIC DN TOWHOES (RR)

DOF VERIC DN TOSPIRENESS (SAGE) BR7BT7BICY1R-TTHISS
CERE. XYTIVOYINIVYIIFYOBEICONTORSEFR UL,
BEDQIYFIvIORR. FEMEDIFYOEEDRR. /SYFTIvIDIFIOERE
ENEABRUTEEEDDH DT IF Y ORBEENERSNE,

BEICHITB00F VBB CRASN STEIEDOB I TD 3 DDERNBHE N,
O REBYRTARULRBEOES

O RBEMRUTEHOBD
O NIUFZVIIAIWAREORD

%fa*.l:%BODEB@@E@%ﬁﬁ?b?‘/@ﬂﬂﬁﬁ%’é%b\6CCD"C§Z>73‘\ EDKDIEE
BaldBEETE. SEOEFHINR. BRE. DIFIYNOPIER, FHEREIEHT
DIODFVEBEEOEBAUEN. D0F VEBMAONFIFEEONAYREIERININE
THD.

FHEDEC 3SBD/ 7S v DOBFEEIIPEE (moderate) THO, [EE AL DBEED
SHRBETHILEZSNI ERO, BE. FHETSOBMEREETIHEST
B RURBRIC £ BFECDU RIDHENT B,

IXYTZwI9A W ADHAISHELERE THREEZHNZED, DIFYRINTORE
THUBEGD, SEETOATE/NYTIVIDIFINOPICRDEDODBHNEET
5. . |
WHOSHBEICH L., RONBEENLT S,

O TARTOBICRNT, UERESAHERSTIEY, B1HBEE UTERRSS
~_(health-care workers) [CEBTBNETH D, SWETIFVOENHDTRNE
FESNDEH. BENFEIEESIND, SEBEORRICETE, SENEsIEN
EREITIUENBBICEICBELDD, SAGE BEEINEEME UTROEDER
293, TR HIEMESEES6HANLDE. BEEEVHRA (15801549
). REETH. BEEHRA (50MN5645). BEERA (65FMLE)

O YT vIDIFVORECEFRRMNB SN TROERNEDICIT 32
MEOHDTHBEIN TR ED. TEEBRD SREBBRY —R1 SYRBEBETHD,
SEODIF YHEONBSEEDCD, DOFYDORERE, BHRORSH. HRO
BERROEBARICHTZREEHENEETHI.

O HWRLALTODIFVARTREOFTBRESNBRA. RUERIAILGNSOH
HOBENBUEEEEB L. SAGE 371 L1 YDA - —BOPY 2\ MOSHS




m$99§y@a@99?ngﬁmﬁﬁmﬁﬁﬁégf@5cc5@§a5g

O JLHERTD 2009 FN5 2010 FCMTTOA YINT VY~ IVIEHTT 5F8
MOOFYDEERBERRTUTHD. IYTIvII0F Y DEEADSERIFEE
WEEZXBNBEH. FEHEDIF VDSV FIvIIIFIADEEDSOESS
MERNEEZEND, »

WHO?%EEH\Lﬁ@%ﬁ\ﬁE@N??EyDQﬁRE&<ESbTM5CC&U
SEHNROEBICH\ESINBICEICEERRL. TH 11 BICBEUE.

—14—

~23-



CDC IC K BH B « J7)l/IJ*J‘A(H‘IN1)@'795‘/¥%$§LE§§'5U3>(
F—y 3 (2009 % 7 B 298)

DFVERIL, %ﬁﬁ:'f J?)l/I/U’L_c}ZKV( JI\D I*c‘:@”‘"affﬁéﬁ’)ét*
BZCEEBBLTND.

O KwomMmmnCH\ﬁﬁ@%mm%ﬁﬁwn%u29ﬁﬁ5%\%@4
VIONIVHICRELOINE, ELHBCREILBIBNIENSD. D
DFUNERTEICE S, NTFTOSCEBEGS CEHBHBND,

. MR ‘

«  67AKRBOAROBBEE. HBINEWEFELTNDE
. EERSERUNEEBENES
e OHANS24RERETHE
. DBENG 64 EETT. BHRBORGETICLNFEL Y ILTITDNTUR
A | -
PAYANTIE. TNEOTIL—TTEHH 18 5900 BAERE B,

O NATURECEZELFTARIETHD. WHERETRERESNEEUDNA
TERNTREDLSHD. ZDEH. UTOHOEL., MELDKICTIFY
ZERBIDCLEHET D,

. R :
. G67BXRBOIRORBE. HIVFHEFELTNDE
. EERESENUNSEENEECEEREEEIDIE

. 67ADDABITONE

. S5EDS 18T TCOEBMERRERDING

XT%‘? LREEE DTL\ZFBﬁJ‘

O BEIINL— 7m®99§zgﬁﬁgﬁﬁrénr%at25&@b64ﬁ@
ETCOBNDOEBEBDHINETH D, ‘

O BADHRICEINIZ.65BRULOBHENBAIDIUIILEFENBREY
DUZRDLDIEN, ZOEH. EESAQIDI I FIYHBERBESNERIC 65
BUFNDDOFIYRBEGOSNETH B,

o) 65%utm;#%@ﬁﬁﬁ%ijzyﬁ99§yéaﬁamogﬁaé
CEERET B, '

O &z, H%LUO?/ﬁ@anszﬂ%T§E<TE YR i ke

N3, DD?/&&%H%Fﬂ&M%A@UD?J%EE%H 2@8
DEBREDBICIODFIEEBZIDICEDORNLSBAT S,

O %E%J?»IJ?UD?JH?%%%J?»I/ﬁLL%@b%bUTH

BN, EHEAYINIVIOOFYEHFRAYINIVYTOOFVIERB
CBR5TBRTENEERD,

—-24~



(R3O
- Pandemic (H1N1) 2009 briefing note 2
WHO recommendatmns on pandemic (H1N1) 2009 vaccines

13 JULY 2009 | GENEVA — On 7 July 2009, the Strategic Advisory Group of Experl:s
(SAGE) on Immunization held an extraordinary meeting in Geneva to discuss issues and
make recommendatlons related to vaccine for the pandemic (HIN1) 2009.

SAGE reviewed the current pandemic situation, the current status of seasonal vaccine

production and potential A(HIN1) vaccine production capacity, and considered potential
opti'ons for vaccine use.

The experts ldent|fed three dlfferent obJectlves that countries could adopt as part of their
pandemic vaccination strategy: :

¢ protectithe integrity of the health-care system and the country s crltlcal infrastructure;
e reduce morbidity and mortality; and

* reduce transmission of the pandemlc virus within communities.

Countries could use a variety of vaccine deployment strategies.to reach these objectives
but any strategy should reflect the country’ s epidemiological situation, resources and

ability to access vaccine, to implement vaccination campalgns in the targeted groups, and to
use other non—vaccine mitigation measures.

Although the severity of the pandemic is cul'rently considered to be moderate with most
patients experiencing uncomplicated, self-limited iliness, some groups such as pregnant
women and persons with asthma and other chronic conditions such as morbid obesity
appear to be at increased risk for severe disease and death from infection.

Since the spread of the pandemic virus is considered unstoppable, vaccine will be needed in
all countries. SAGE emphasized the importance of striving to achieve equity among
countries to access vaccines developed in response to the pandemic (HIN1) 2009

The following recommendations were provided to the WHO Director—General:

¢ All countries should immunize their health ~care workers as a first priority to protect the essentlal
health infrastructure. As vaccines avallable initially will not be sufficient, a step-wise approach to
vaccinate particular groups may be considered. SAGE suggested the following groups for
consideration, noting that countries need to determine their order of priority based on A
country-specific conditions: pregnant women; those aged above 6 months Wlth one of several
chronic medical conditions; healthy young adults of 15 to 49 years of age; healthy children; healthy
adults of 50 to 64 years of age; and healthy adults of 65 years of age and above.

¢ Since new technologies are involved irl the production of some pandemic vaccines, which have not
yet been extensively evaluated for their safety in certain population groups, it is very important to
implement post-marketing surveillance of the highest possible quality. In‘ addition, rapid sharing of
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. the resuits of immunogenicity and poSt—marketihg safety and effectiveness studies among the
- international community will be essential for allowing countries to make necessary adjustments to

their vaccination bolicies. _

¢ Inview of the anticipated limited vaccine availability at global level and the potential need to
protect against "drifted" strains of virus, SAGE récommended that promoting product‘ion and use of
vaccines such as those that are formulated with oil-in-water adjuvants and live attenuated
influenza vaccines was important. ‘

e As most of the production of the seasonal vaccine for the 2009-2010 inﬂueﬁza season in the
northern hemisphere is almost complete and is therefore unlikely to affect production of pandemic
vaccine, SAGE did not consider that there was a need to recommend a "switch” from seasonal to

pandemic vaccine production.

WHO Director—General Dr Margaret Chan endorsed the above recommendations on 11 July
2009, recognizing that they were well adapted to the current pandemic situation. She also
noted that the recommendations will need to be changed if and when new evidence become

" available.
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SAGE was established by the WHO Director—General in 1999 as the principal advisory group
to WHO for vaccines and immunization. It comprises 15 members who serve in their
personal capacity and represent a broad range of disciplines from around the world in the
fields such as epidemiology, public health, vaccinology, paediatrics, internal medicine,
infectious diseases, immunology, drug regulation, programme management, immunization
delivery, and health—care administration.

Additional participants in the SAGE meeting included members of the ad hoc policy advisory
working group on influenza A(H1N1) vaccine, chairs of the regional technical advisory
groups and external experts. Observers included industry representatives and regulators
who did not take part in the recommendation process in order to avoid conflicts of interest.




(PressRelease; July 29, 2009) CDC Advisors Make Recommendations
for Use of Vaccine Against Novel HiN1

The Centers for Disease Control and Prevention’s Advisory Committee on
Immunization Practices (ACIP) met today to make recommendations for use of vaccine
against novel influenza A (H1N1).

The committee met to develop recommendations on who should receive vaccine
against novel influenza A (HLN1) when it becomes available, and to determine which
groups of the population should be prioritized if the vaccine is initially available in
extremely limited quantities.

The committee recommended the vaccination efforts focus on five key
populations. Vaccination efforts are designed to help reduce the impact and spread of
novel HIN1. The key populations include those who are at higher risk of disease or
complications, those who are likely to come in contact with novel HIN1, and those who
could infect young infants. When vaccine is first available, the committee
. recommended that programs and providers try to vaccmate
. pregnant women, _

» _people who live with or care for children younger than 6 months of age,
health care and emergency services personnel,
e persons between the ages of 6 months through 24 years of age, and

people from ages 25 through 64 years who are at higher risk for novel H1N1
because of chronic health disorders or compromised immune systems.

The groups listed above total approximately 159 million people in the United States.
The committee does not expect that there will be a shortage of novel HIN1 vaccine, but
~ availability and demand can be unpredictable. There is some possibility that initi'ally the

vaccine will be available in limited quantities. In this setting, the committee
recommended that the following groups receive the vaccine before others:

e  pregnant women,

« people who live with or care for children younger than 6 months of age,

health care and emergency services personnel with direct patient contact

e children 6 months through 4 years of age, and

» children 5 through 18 years of age who have chronic medical conditions.
 The committee recognized the need to assess supply and demand issues at the local
level. The committee further recommended that once the demand for vaccine for these
prioritized groups has been met at the local level, programs and providers shouid begin
vaccinating everyone from ages 25 through 64 years. Current studies indicate the risk

for infection among persons age 65 or older is less than the risk for younger age groups.

Therefore, as vaccine supply and demand for vaccine among younger age groups is
being met, programs and providers should offer vaccination to people over the age of
65.

The committee also stressed that people over the age of 65 receive the seasonal
- vaccine as soon as it is available. Even if novel H1N1 vaccine is initially only available in
limited quantities, supply and availability will continue, so the committee stressed that
programs and providers continue to vaccinate unimmunized patients and not keep
vaccine in reserve for later administration of the second dose.
~ The novel HIN1 vaccine is not intended to replace the seasonal flu vaccine. It is
intended to be used alongside seasonal flu vaccine to protect people. Seasonal flu and
novel HIN1 vaccines may be administered on the same day.
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* For seasonal influenza vaccines; (EMEA)

At least one of the following serological criteria must be
met in the following age groups (each of at least
50 individuals):

Adults 1860 yrs Adults 260 yrs
Seroconversion rate 240% 230%
Seroprotection rate 270% 260%
Mean geometric increase 22.5 22,0

* For ‘mock-up’ pandemic vaccines and pre-
pandemic vaccines;

All three criteria will be met (EMEA)
At least one of the three criteria will be met (FDA) 7
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B PRRo
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BRRICHESNDVIF U OEEBEIRLL ?
DOF ISR, REEF/ETITIYANDE, 18

Sources: data collected by site visit,
reports, or by manufacturer
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Estimated number of seasonal trivalent influenza vaccine doses (in millions)
produced by manufacturers, by geographic region, based on available data,
March - 2007

Total estimated TIV doses:
378 million
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. WHO SAGE Recommendation (7 July, 2009)
3:3) Health-care workers as a first priority to protect the
essential health infrastructure.

SAGE suggested the following groups for consideration,
noting that countries need to determine their order of
priority based on country-specific conditions:

* pregnant women;

» those aged above 6 months with one of several chronic
medical conditions:

* healthy young adults of 15 to 49 years of age;

* healthy children;

* healthy adults of 50 to 64 years of age;

* healthy.adults of 65 years of age and above. ow

2) Since new technologies are involved in the
production of some pandemic vaccines, which have
not yet been extensively evaluated for their safety
in certain population groups, it is very important to
implement post-marketing surveillance of the
highest possible quality. In addition, rapid sharing
of the results of immunogenicity and post-
marketing safety and effectiveness studies among
the international community will be essential for
allowing countries to make necessary adjustments
to their vaccination policies.

3) In view of the anticipated limited vaccine
availability at global level and the potential need
to protect against "drifted" strains of virus, SAGE
recommended that promoting production and use
of vaccines such as those that are formulated with
oil-in-water adjuvants and live attenuated

influenza vaccines was important:

4) As most of the production of the seasonal
vaccine for the 2009-2010 influenza season in the
northern hemisphere is almost complete and is
therefore unlikely to affect production of pandemic
vaccine, SAGE did not consider that there was a
need to recommend a "switch" from seasonal to
pandemic vaccine production.



Pandemic (H1N1) 2009
Summary

High but variable transmissibility in countries
— Explosive outbreaks in semi-closed communities

¢ 5-45 years old people most commonly affected

¢ Hospitalization rates and case-fatality in young adults higher than
during seasonal influenza
— Groups at risk for severe illness: pregnant women, those with
asthma, obesity, chronic heart or jung disease, cancer,
immunosuppression

® Possible co-circulation of seasonal and pandemic viruses

e Severity expected to be higher in developing countries

Examples of considerations for establishing
priorities for use of pandemic vaccine

As noted by Meltzer et al, "vaccination priorities depend on the objectives”.
~ [f the objective is maintaining the fumctioning of a country’s critical infrastruciure, then
vaccinating the required personnel will be a prority.
+ Eg. Health care sieff
— [f the objective is preventing the greatest number of deaths, then vaccinating groups
at high risk of influenza-retated mortality would be the first priority.
+ E.g. People with tnderlying conditions (buf severe cases have been repocted in healthy young
adults)
~ I the objective is fo reduce pandemic virus ransmission within the community, then
targeting children is a consideration.
* E.g. Schodl age children depending on local petiems
We are sl at the very early stage of the pandemic — More information is
needed on the situation in the southem hemisphere, in developing countries
and from specific studies currently ongoing.
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. ACIP Recommendation, USA (July 29, 2009)

S

Te Pregnant women

* Household and caregiver contacts of children
under the age of 6 months

* Healthcare and emergency services workers
with direct exposure to infected patients or to
the virus

* Children between 6 months and 4 years of age

» Those aged 5 to 24 with underlying risk factors.

* Healthy adults with certain medical conditions;
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