3Includes chronic obstructive pulmonary disease (COPD).

PNEUMOVAX 23 is recommended by the CDC for
all your appropriate adult patients at increased risk
for pneumococcal disease!?:

Adults aged <65 years
with certain chronic
conditions including:

Adults aged >65 years
as part of a
2-vaccine regimen

Please see CDC
Sequential Dosing
Recommendation
Guide (inside).

Diabetes mellitus
Chronic heart disease
Chronic lung disease®

; 'é _' N ﬂ 1 i S _ e - Not actual patients.
' 'i: i A R arL T ; j

PNEUMOVAX 23 is a vaccine indicated for active immunization for the prevention of

pneumococcal disease caused by the 23 serotypes contained in the vaccine (1, 2, 3, 4, 5,
6B, 7F, 8, 9N, 9V, 10A, 11A, 12F 14, 15B, 17F, 18C, 19F, 19A, 20, 22F, 23F, and 33F).

PNEUMOVAX 23 is approved for use in persons 50 years of age or older and persons
aged >2 years who are at increased risk for pneumococcal disease.

PNEUMOVAX 23 will not prevent disease caused by capsular types of pneumococcus
other than those contained in the vaccine.

Select Safety Information

Do not administer PNEUMOVAX 23 to individuals with a history of a hypersensitivity
reaction to any component of the vaccine.

Defer vaccination with PNEUMOVAX 23 in persons with moderate or severe acute illness.

PNEUMOVA)<23

CDC=Centers for Disease Control and Prevention. (Pneumococcal Vaccine PonvaIent)



Adult patients aged <65 years:

The CDC specifically recommends 1 dose of PNEUMOVAX 23
for appropriate adults with certain chronic conditions,
including diabetes mellitus, chronic heart disease,

and chronic lung disease (COPD), at the time of diagnosis®

Compared to healthy adults of the same age, these patients have
a higher risk for invasive pneumococcal disease (IPD)*?

DIABETES MELLITUS |

CHRONIC HEART DISEASE

CHRONIC LUNG DISEASE

Not actual patients.

*Retrospective cohort study (adults aged 18-64 years) using data from January 1, 2006, through December 31, 2010,
from 3 health care claims databases representing >35 million insured adults. Risk for IPD was compared to age-matched
healthy counterparts.

Multiple professional organizations are consistent with the CDC's
recommendation of pneumococcal vaccination for appropriate adults
with certain chronic conditions!4*

CHRONIC HEART DISEASE

American Heart Association

COPD

Global Initiative for Chronic
Obstructive Lung Disease

DIABETES MELLITUS
American Diabetes Association

American College of Cardiology

Select Safety Information (continued)

Use caution and appropriate care in administering PNEUMOVAX 23 to individuals with
severely compromised cardiovascular and/or pulmonary function in whom a systemic reaction
would pose a significant risk.

PNEUMOVAX 23 should be given to a pregnant woman only if clearly needed.

Immunocompetent patients aged >65 years:

The CDC recommends that appropriate adults
receive PNEUMOVAX 23 as part of a sequential
administration of 2 pneumococcal vaccines?”*

*Pneumococcal vaccination history will determine the use of each
vaccine in this patient population. Please see CDC Sequential Dosing
Recommendation Guide inside.

Compared to healthy adults aged 50-64 years, healthy patients aged
>65 years have a higher risk for invasive pneumococcal disease (IPD)3®

AGED >65 YEARS® |

According to the updated CDC recommendations,
all adults aged >65 years should receive a
2-vaccine regimen of PCV13 and PNEUMOVAX 23"*

bRetrospective cohort study using data from January 1, 2006, through December 31, 2010, from 3 health care claims
databases representing >35 million insured adults >18 years of age. Rates of IPD were compared between healthy
adults 265 years of age and healthy adults 50 to 64 years of age.

Select Safety Information
Caution should be exercised when PNEUMOVAX 23 is administered to a nursing woman.
Since elderly individuals may not tolerate medical interventions as well as younger

individuals, a higher frequency and/or a greater severity of reactions in some older
individuals cannot be ruled out.

PNEUMOVA)<23

(Pneumococcal Vaccine Polyvalent)




Pneumococcal vaccine-naive
persons aged >65 years

Persons who previously received
PNEUMOVAX 23 at age >65 years

-

PNEUMOVAX 23 already

received at age >65 years

Administer PCV13 at age >65 years

¢ >1 year

-
Administer PNEUMOVAX 23 (PPSV23)

-

Administer PCV13

PCV13=13-valent pneumococcal conjugate vaccine.
PPSV23=23-valent pneumococcal polysaccharide vaccine.

?If a dose of PNEUMOVAX 23 is given earlier than the recommended interval, the dose need not be repeated.
PPNEUMOVAX 23 and PCV13 should not be coadministered.

Important considerations:

e There are limited data on the sequential administration of PNEUMOVAX 23
with other vaccines, including PCV13.

e An immunogenicity study described in the Prescribing Information for PCV13
evaluated the sequential administration with PNEUMOVAX 23 in adults
aged 60-64 years®:

— Diminished immune response with one dose of PNEUMOVAX 23 followed by
a dose of PCV13 one year later vs PCV13 alone

— Noninferior immune response with one dose of PCV13 followed by a dose
of PNEUMOVAX 23 one year later vs PNEUMOVAX 23 alone

® The levels of antibodies that correlate with protection against pneumococcal
disease have not been clearly defined.

® Routine revaccination of immunocompetent persons previously vaccinated
with a 23-valent vaccine is not recommended.

e For subjects aged >65 years in a clinical study, systemic adverse reactions which
were determined by the investigator to be vaccine-related were higher following
revaccination with PNEUMOVAX 23 than following initial vaccination with
PNEUMOVAX 23.

CDC-recommended sequential administration and intervalsifor immunocompetent adults aged >65 years’?®

Persons who previously received PNEUMOVAX 23 before
age 65 years who are now aged >65 years

PNEUMOVAX 23 already
received at age <65 years

-

>5 years

Administer PCV13 at age 265 years

-
Administer PNEUMOVAX 23

Select Safety Information (continued)

Persons who are immunocompromised, including persons receiving immunosuppressive
therapy, may have a diminished immune response to PNEUMOVAX 23.

PNEUMOVAX 23 may not be effective in preventing pneumococcal meningitis in patients
who have chronic cerebrospinal fluid (CSF) leakage resulting from congenital lesions,
skull fractures, or neurosurgical procedures.

For subjects aged 65 years or older in a clinical study, systemic adverse reactions which
were determined by the investigator to be vaccine-related were higher following
revaccination than following initial vaccination.

Immunocompetent patients aged >65 years:

The CDC recommends that appropriate adults
receive PNEUMOVAX 23 as part of a sequential
administration of 2 pneumococcal vaccines®” *

*Pneumococcal vaccination history will determine the use of each
vaccine in this patient population. Please see CDC Sequential Dosing
Recommendation Guide inside.

Compared to healthy adults aged 50-64 years, healthy patients aged
>65 years have a higher risk for invasive pneumococcal disease (IPD)3®

AGED >65 YEARS®

According to the updated CDC recommendations,
all adults aged >65 years should receive a
2-vaccine regimen of PCV13 and PNEUMOVAX 23"*

RISK

bRetrospective cohort study using data from January 1, 2006, through December 31, 2010, from 3 health care claims
databases representing >35 million insured adults >18 years of age. Rates of IPD were compared between healthy
adults 265 years of age and healthy adults 50 to 64 years of age.

Select Safety Information
Caution should be exercised when PNEUMOVAX 23 is administered to a nursing woman.

Since elderly individuals may not tolerate medical interventions as well as younger
individuals, a higher frequency and/or a greater severity of reactions in some older
individuals cannot be ruled out.

PNEUMOVA)<23

(Pneumococcal Vaccine Polyvalent)
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Different serotypes can cause pneumococcal disease—

PNEUMOVAX 23 is the only pneumococcal vaccine indicated to prevent disease caused by 23 serotypes?®

Serotypes contained in PCV13 and PNEUMOVAX 238

PCV13

contains 13 serotypes,
of which 1 is unique
PNEUMOVAX 23
contains 23 serotypes,
of which 11 are unique

Bl Serotypes contained in both vaccines Il Serotypes unique to PNEUMOVAX 23 Serotypes unique to PCV13

PCV13=13-valent pneumococcal conjugate vaccine.

PNEUMOVAX 23 will not prevent disease caused by capsular types of pneumococcus other
than those contained in the vaccine.

Select Safety Information (continued)

The most common adverse reactions, reported in >10% of subjects vaccinated with
PNEUMOVAX 23 in clinical trials, were: injection-site pain/soreness/tenderness, injection-site
swelling/induration, headache, injection-site erythema, asthenia and fatigue, and myalgia.

Vaccination with PNEUMOVAX 23 may not offer 100% protection from pneumococcal infection.

In patients aged <65 years

Percentage of all IPD cases caused by serotypes in each vaccine—United States, 2008°

| Represents 100% of IPD cases

The serotypes in PNEUMOVAX 23
78% accounted for ~25% more IPD cases
compared to the percentage of IPD cases
caused by serotypes in PCV13.

The figure depicts CDC epidemiologic
data and does not reflect the efficacy
of the respective vaccines.

[l Serotypes in PNEUMOVAX 23

Serotypes in PCV13

Patients aged Patients aged
18-49 years 50-64 years

In patients aged >65 years

~40°/0 of IPD was caused by the 11 unique serotypes in
PNEUMOVAX 23, according to the CDC in 20137

Select Safety Information

Do not administer PNEUMOVAX 23 to individuals with a history of a hypersensitivity
reaction to any component of the vaccine.

Defer vaccination with PNEUMOVAX 23 in persons with moderate or severe acute illness.

PNEUMOVA)<

(Pneumococcal Vaccine Polyvalent)




In a 14-year retrospective study,
PNEUMOVAX 23 demonstrated reduction of disease in adults!®?

Effectiveness demonstrated against invasive pneumococcal infections
caused by serotypes in the vaccine!®?®

0
57 Jo Overall in all populations (n=2,837)

Diabetes Coronary Vascular Congestive Heart Chronic Pulmonary Aged >65 years
Mellitus Disease Failure Disease (immunocompetent)

B4% T3 69% 65 75%

aEffectiveness was evaluated using the 14- and 23-capsular pneumococcal polysaccharide vaccine.
bVaccine effectiveness could not be confirmed for certain groups of immunocompromised patients.

Study Design: A US retrospective, indirect cohort study covering a 14-year period (1978-1992), in 54 hospitals, and 26 states. Patients eligible for inclusion were

>2 years of age with a known vaccination status/date, who were monitored for illness during this period, and from whom | pneumococcus was isolated from blood or
cerebrospinal fluid (CSF). The median age of vaccinated patients was 57 years; the median age of unvaccinated was 50 years. Vaccine effectiveness was estimated by
comparing the distribution of disease-causing pneumococcal serotypes in vaccinated (eg, received either the 14-valent or | 23-valent pneumococcal polysaccharide
vaccines) and unvaccinated persons. Vaccine effectiveness was also estimated for study participants with underlying medical conditions.

Not an actual patient.

Select Safety Information (continued) Select Safety Information

Use caution and appropriate care in administering PNEUMOVAX 23 to individuals with severely Caution should be exercised when PNEUMOVAX 23 is administered to a nursing woman.
compromised cardiovascular and/or pulmonary function in whom a systemic reaction would pose a Since elderly individuals may not tolerate medical interventions as well as younger individuals,
significant risk. a higher frequency and/or a greater severity of reactions in some older individuals cannot be
PNEUMOVAX 23 should be given to a pregnant woman only if clearly needed. ruled out.

PNEUMOVA)<

(Pneumococcal Vaccine Polyvalent)




Keep in mind the CDC recommendations for PNEUMOVAX 23
for all appropriate adults!’:

Adults aged <65 years with certain chronic conditions, including
diabetes mellitus, chronic heart disease, and chronic lung disease
(COPD): Vaccinate with 1 dose of PNEUMOVAX 23 at time of diagnosis.

Immunocompetent adults aged >65 years:
Vaccinate appropriate patients with
PNEUMOVAX 23 as part of a 2-vaccine sequential
regimen. Please see CDC Sequential Dosing
Recommendation Guide (inside).’

Not actual patients.

PNEUMOVAX 23 is a vaccine indicated for active immunization for the prevention of

pneumococcal disease caused by the 23 serotypes contained in the vaccine (1, 2, 3, 4, 5, 6B, 7F,
8, 9N, 9V. 10A, 11A, 12F, 14, 15B, 17F, 18C, 19F, 19A, 20, 22F, 23F, and 33F).

PNEUMOVAX 23 is approved for use in persons 50 years of age or older and persons
aged >2 years who are at increased risk for pneumococcal disease.

PNEUMOVAX 23 will not prevent disease caused by capsular types of pneumococcus
other than those contained in the vaccine.

Select Safety Information (continued)

Persons who are immunocompromised, including persons receiving immunosuppressive
therapy, may have a diminished immune response to PNEUMOVAX 23.

Vaccination with PNEUMOVAX 23 may not offer 100% protection from pneumococcal infection.

Before administering PNEUMOVAX 23, please read the accompanying Prescribing
Information. The Patient Information also is available.

For additional copies of the Prescribing Information, please call 800-672-6372,
visit MerckVaccines.com®, or contact your Merck representative.
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