ADACEL-POLIO

TETANUS TOXOID, REDUCED DIPHTHERIA
TOXOID AND ACELLULAR PERTUSSIS VACCINE
ADSORBED COMBINED WITH INACTIVATED
POLIOMYELITIS VACCINE
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Suspension for injection
Intramuscular injection

DESCRIPTION
ADACEL®-POLIO (Tetanus Toxoid, Reduced Diphtheria Toxoid and Acellular Pertussis Vaccine Adsorbed Combined with Inactivated
Poliomyelitis Vaccine) is a sterile, uniform, cloudy, white suspension of tetanus and diphtheria toxoids and acellular pertussis vaccine adsorbed

As with all other products, epinephrine hydrochioride solution (1:1,000) and other appropriate agents should be avaiable for immedate use in
case an anaphylactic or acute hypersensitivity reaction occurs. Health-care providers should be familiar with current recommendations for the
Initial management of anaphylaxis in non-hospital settings, including proper airway management. For instructions on recognition and treatment
of anaphylactic reactions, see the current edition of the Canadian Immunization Guldu or visit the Health Canada

Immunocompromised persons (whether from disease or treatment) may not achieve the expected immune response. If possible, consideration
should be given to delaying vaccination until after the completion of any immunosuppressive treatment. Nevertheless, vaccination of persons
with chronic immunodeficiency, such as HIV infection, is recommended even if the immune response might be limited.

ADACELC POLIO should not be administered to individuals with 'Kmsswe neurological disorder, uncontrolled epilepsy, or progressive
encephalopathy until a treatment regimen has been established and the condition has stabilized.

A review by the US Institute of Medicine (IOM) found evidence for 4 causal relation between tetanus toxoid and both brachial neuritis and
Guillain-Barré syndrome. If Gullhm Barré syndrome has occurred within 6 weeks of receipt of prior vaccine containing tetanus toxoid,
the decision to give ADACELE-POLIO or any vaccine containing tetanus toxoid should be based on careful consideration of the potential
benefits and posslble risks.

Pregnant Wom

The effect of ADACELO POLIO on the development of the embryo and fetus has not been assessed. Limited post-marketing data is available
folkwmg administration of ADACELB-POLIO in pregnant women. Vaccination in pregnancy is not recommended unless there is a definite risk
of acquiring pertussis. As the vaccine is inactivated, risk to the embryo or the fetus is improbable. The versus the risks of administering
ADACEL “POLIO during pregnancy should be carefully evaluated when there is a high probable risk of exposure to a household contact or
during an ombmk in the communicy.

Nursing Wome

The effect of :dmlnhmﬂon of ADACEL®-POLIO during Iatuuoﬂ qu not been assessed. As ADACEW»POLIO s Inactivated, any risk to m

separately on aluminum phosphate, combined with inactivated poliomyeiiis vaccine (vero cell origin) types |, E;’dr! and wwended in water
INDICATIONS AND CLINICAL USE
ADACEL®-POLIO is indicated for active booster immunization for the prevention of tetanus, diphtheria, pertussis (whooping cough) and
poliomyeliis in persons 4 years of age and above.
In children 4 to 6 years of age, ADACEL®-POLIO may be considered as an aternative for the ffth dose of diphtheri, tetanus, acellular pertussis
and inactivated poliomyeliis vaccine (DTaP-IPY).
Persons who have had tetanus, diphtheria or pertussis should sl be immunized since these clnical infctions do not always confer immunity.
Human Immunodeficiency Virus (HIV)-infected persons, both asymptomatic and symptomatic, should be immunized against tetanus, diphtheria
and pertussis according to standard schedules.

ADACEL®-POLIO is not to be used for the treatment of disease caused by Bordetella pertussis, Corynebacterium diphtheriae, Clostridium tetani
or poliomyelitis infections.

ediatrics )

ADACEL®-POLIO has been used in clinical studies in children as young as 3 years of age.

Geriatrics

ADACEL®-POLIO has been used in clinical studies in persons up to 91 years of age.

Tetanus Prophylaxis in Wound Management

The md lnr active immunization with a tetanus toxoid-containing preparation (such as Td Adsorbed vaccine, ADACEL® or ADACEL®-

LIO) with or with ive immunization with Tetanus Immune Globulin, depends on both the condition of the wound and the patient's
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ot been studied. The risks and benefits of vaccination should be assessed before making the decision to immunize a nursing woman.
ADVERSE REACTIONS
Clinical Trial Adverse Drug Reactions
Because clinical trials are conducted under widely varying conditions, adverse reaction rates observed in the clinical trials of a vaccine cannot
be directly compared to rates in the clinical trials of another vaccine and may not reflect rates observed in practice, The adverse
reaction information from clinical trials does, however, provide a basis for identifying the adverse events that appear to be related to vaccine
use and for approximating rates of those events.
The safety of ADACEL®: LBOLIO tas been evlated i  toal o 1636 participants who received a single dose of ADACEL®-POLIO in 7 clnical
trials (644 children 3 to 7 years of age, 992 adolescents and adults | | to 60 years of age). Pain was the most common injection site reaction In
all il' groups. Most site reactions occurred within 3 days following vaccination. The most frequent systemic reaction was h

ents and aduks and tiredness in children, These reactions were usually transient and of mild to moderate intensity,
Tlhh | presents the frequencies of the solicited injection slu and systemic adverse events reported in 3 UK clinical trials in which children
r primed with 3 doses of PEDIACEL® [Diphtheria and Tetanus Toxoids and Acellular Pertussis Vaccine Adsorbed Combined with
Inactivated Poliomyelitis Vaceine and Haemophilus b Cng jugate Vaccine (Tetanus Protein = Conjugate)] or a whole-cell pertussis combination
vaccine, received a pre-school bnumr dose of ADACELE-POLIO at ho 5 yearsof age. Inaddion adverse evens of by (7.3%), necton

'ADACEL®-POLIO should ot be mixed n the same syrnge with m.h-» parenterals.

Nervous System Disorders
mv\llslcna vasovagal syncope, Guillain-Barré syndrome, facial palsy, myelits, brachial neuritis, transient paresthesia/ hypoesthesia of vaccinated mb,

iness
Musculoskeletal and Connective Tissue Disorders
Pain in vaccinated limt
General Disorders and Administration Site Conditions
Exnsve mb swlig which may extend fom the fecin s beyond ane o boxhjos and s requeny asocaced wih archema, and
sometimes with blisters, has been reported following administration of ADACE -POLIO, The majority of these reactions appeared
within 48 hours of vaccination and sfanun:ausl ly resolved over an average of 4 ?y: wugou: uquelae The risk appears to be dependent
on the number of prior doses of d/DTaP vaccine, with 2 greater risk following the 4" and 5™ doses

Malise, pallor, injection site induration
DRUG INTERACTIONS
Vaccine-Drug Interactions
Iﬁ\munusugresslve treatments may interfere with the development of the expected immune response. (See WARNINGS AND

Concomitant Vutma Mmlnimtlun

ADACEL®-POLIO m: mln[s.e(ed concurrendy with a dose of hepatitis B vaccine. Supportive data from a study conducted with
ADACEL® suggests tﬁu ADACE e used concomif ‘with trivalent influenza vaccine. ADACEL®-POLIO has been safely
administered concomitantly with me é"umﬁ rubella vaccine in non-controlled clinical studies in children 3 o 5 years of age. Data are not
available on concomitant use of ADACEL 10 and varicella vaccine.

Administering the most widely used live and inactivated vaccines dwnnthe same patient visit has produced seroconversion rates and rates
of adverse reactions similar to those observed when the vaccines inistered separately. Vaccines administered concomitantly should be
separate Syringes at s Simultaneous administration i suggested, particulrly when there is co

DOSAGE AND ADMINISTRATION
Recommended D
ADACEL0 POLIO sbould be administered as a single injection of | dase (0.5 mL) by the intramuscular route. The preferred site is the deltoid

uscle.
Fracional doses (doses <025 mL) sheuld ot be gien. The efct ofrltional doses on safety and effcacy has ot been determined.
Heakhcare profesionals sho refer o che Naional Adry Cofimites on Immunzaton (NAC?;mddims for tetanus prophylaxis in
routine wound management shown in Table

Table 2: NACI Use of Immunizing Agents in "ound
" lean, minor wounds All other wounds
History of Tetanus Immunization 1™ 716t (Human) o | TG Humln
Uncertain or <3 doses of an immunization seriest | No Yes
2 3 doses received in an immunization series} | No No** No n

"Adultype tecanus and diphtheria toxoid 5
Tet gvenat rom the Td.

sitebruising (3.3%), injection site pruritus (27%) and dermatits (1.3%) were reported within 7 days of vaccination in two of the

Indincal s i ehidren ADACEL®-POLIO showed » comparable ey profle ¢ that of ADACEL® [Teanus Toxoid, Reduced Dipthera

Toxold and Acelluar rmg. V:mne Adsnrbed] Therlore, e safey of ADACEL®.POLIO,nparcur for se 153410 6 years-old oostr
supported by astudy conducted with ADACEL® in 2 2)3&1@0

s odiars-chedl trial

T
i

4 Primary immunization i a least 3 doses 1t age appropriace incervals.
§ Yes, i >10 years since last booster.

s

Hypersensitivity
Known systemic hypersensitivity reaction to any component of ADACEL®-POLIO or  lfe-threatening reaction after previous administration
of the vaccine or a vaccine containing one or more of the same components are :nnmlndl:auons to vaccination. Because of uncertainty as

presenced in Table .

Table I: Frequency (%) of Solicited Reactions Observed in Clinical Trials in Children, Adolescents and Adults, Following a
Single Booster Dose of ADACEL®-POLIO

Yes, > years sice last booster,
e ar i
A thorough attempt must b as :omplet.ed pnmary immunizatic

ma .
primary immunization against tetanus and who sustain wounds that are minor and uncontaminated, should receive a booster dose of a
tetanus toxoid-containing preparation if they have not received tetdnus toxold within the preceding |0 years. For tetanus-prone wounds
(eg, wounds with dirt, feces, soil and saliva, puncture wounds, avulsions and wounds resulting from missiles, crushing, burns

to which component of the vaccine may be responsible, none of the components should be , such persons may be Solicited Reactio Children 3to 5 Years of Age* | Adolescents 12to I8 Years of Aget | Adults 19 to 60 Years of Aget or frostbite), a booster is appropriate f the patient has not received a tetanus :oxmdmnumlng preparation within the preceding 5 years.
referred to an allergist for evaluation if further immunizations are considered. 20 Hemteis (N=307) (N=350) (N=366) For adults who have not prevlousll received a dose of acellular pertssis vaccine, a single Tetanus-diphtheria (Td) booster dose should be
Acute Neurological Disorders [ Injection Site Reactions replaced by a combined tetanus-diphtheria-acellular pertussis vaccine (Tdap).
Encephalopathy (e, coma, decreased level of consciousness, prolonged seizures) mmn 7 dys ofa pr:vlous dose ofa pertussis-contaning Pain %5-713 CH %3 ¢ ’
S 3‘:‘:‘? not attributable to another identifiable cause is 3 g vaccine, weling 204~ 340 |L 22 % 167 Inspect or dndion before use (Soe DESCRIPTION, I these conditions exist, the product should be discarded.
including ADACEL®-POLIO. o 7487 T s I 750 Shake the vial or syringe well until a uniform, claud(j suspension esults. When administering a dose from a stoppered vial, do not remove
WARNINGS AND PRECAUTIONS nes -8 : L cither the stopper or the mecalseal holding it in place. Use a separata sterile needle and syringe, or a sterie disposable unit for each individual
Systemic Reactions patient to prevent disease transmission. Needles should not be recapped but should be disposed of according to biohazard waste guidelines.
General every 70-127 142 27 Before njection, the skin over the site to be injected should be cleansed with a suitable germicide. Admiister the total volume of 0.5 mL
Before administration of ADACEL®-POLIO, health-care providers should inform the recipient or parent or guardian of the recipient of Headache NS. 413 17 IM). The preferred site of injection is the deltoid muscle.
efits and risks of immunization, inquire about the recent health status of the patient ;‘o be immunized, rzw;w the p:,tlen::il history jausea NS 175 T4 STORAGE AND STABILITY
con:erm possible hypersensitivity to the vaccine or similar vaccine, previous immunization history, the presence any contraindications Diarth 6 10, RS ke , 2 g
. d comply with any local req regarding information to be provided to the i Omm:‘l - 7165 - 6070 g; '25‘ g:r"e o:‘uzset:fz z E (351 i 4:1 2 Do Not Freeze, Discard product ff exposed to freezing,

|l is extremely important that the recipient, parent or guardian be questioned concerning any signs or “symptoms of an act'verse reaction after a oty Ads - N S s T g y

previous dose of vaccine, (See CONTRAINDICATIONS and ADVERSE REACTIONS) L ! . I DOSAGE FORMS, COMPOSITION AND PACKAGING

The rates and severity of adverse events in recipients of tetanus toxoid are influenced by the number of prior doses and level of pre-existing Sore or Swollen joints . 112 Dosage Forms

antitoxins. 23600 357 5” b 28 ADACEL®-POLIO is supplied as a sterle, uniform, cloudy, white suspension i a via or prefiled syringe.

As with any vaccine, ADACELE-POLIO may not protect 100% of vaccinated persons. Chills z 12 %4

A:tmmh'tr:una R‘:‘mm Precautions: Do not administer ADACEL®-POLIO by intravascular inection: ensure that the needle does Rash 7n a7 e S NS. Each dose (0.5 miy i formulated to contin:

not penetrate a bloo TAdn ooy ) . 5

Wit o s fan e ot O winlirion ot i be kel e i s ot i i on bemied ARt et U

ADACEL®-POLIO should not be administered into the buttocks. § Fover was defined a5 temperature 2 37.5°C in children,  38.0°C in adolascents and adults. Fever was solicited up to 7 days post-vaccination in childran, up ta 72 hours D?‘;";: ,°¥°' i NM :“ m“ T "“"‘!"°"|' Umml( L'—” Expients

Febrile and Acute Disease: Vaccination should be postponed in cases of an acute or febrile disease. However, a disease with low-grade in adolescents and adts. iphtheria Toxoi ot less than 2 International Unies (2 L) Rl Phosphud paioss) s

inat NS. Not solicited Acellular Pertussis: it mg
fever should not usually be a reason to postpone vaccination. . b Dibhenoxyethanol 0.6% viv
Hematologic Post-Market Adverse Drug nmum Pertussis Toxoid (PT) ! 25 pg P:lyso o i)
B st i on cs o o om0 et s e e ko gl o e lown sl reported d g s of ADACELOFOLID, Bousthese ~ puemencig emagcin (). 28 Water fo hjection 4505l
or in persons on DACEL®-POLIO should not be administered to events are reported voluntarily from a popu!auon of uncertain size, it is not pwssnhle to rehahly estimate their frequency or establish a causal Fimbriae Types 2 and 3 (FIM) 51g Mo PRk
such persons unless the benefits outweigh the risk Tt adinstraion. I th gl s et i any product by intramuscular relationship to yaccine e nactvated Poflomyeltis Vaceing hvimm e e prseniney
injection to such persons it should be given with caution, with steps taken to avoid the risk of hematoma formation following injection. Blood and Lymphatic Disorders Type | (Mahoney 40 D-antigen unis? S, 81 yde,
Lymphadenopathy 2 (MEF-1 8 D-anch - tomycin, neomycin and polymyxin B are present

e o A ype 2 (MEF-1) -antigen units in trace amounts.

The possibility of allergic reactions m rsons sensitive to components of the vaccine should be evaluated. Hypersensitivity reactions may Immune System Disorders Type 3 (Saukett 32 D-antigen units*

possibity of allergi per p Ype
occur following the use of ADACEL®-POLIO even in persons with no prior history of hypersensiivity to the product components. Anaphylactic reactions, suchas urticaria, face edera and dyspnea * or the equi igen quantity, determined by suitabl

Pacl

ADACEL®-POLIO s presented as a suspension for inection in pre-filled syringes or vials (0.5 mL):

1 single dose vil

5 single dose vials

10 single dose vials

| single dose syringe without attached needle and with or without 2 separate needles (I x 25G x |6mm and | x 23G x 25mm)

10 single dose syringes without attached needles and with or without 2 separate neecles (5 % 25G x 16mm and 5 x 23G x 25mm)
20 single dose syringes without attached needles

The vials and syringes are made of USP Type | glass. The container closure system for all presentations of ADACELE-POLIO s free of latex
(natural rubber).

Not all pack sizes may be marketed.

Product information as of August 201 1.

Manufactured by: Sanofi Pasteur Limited - Toronto, Ontario, Canada RI-0811 Export



