The information provided in the following table is from reports included in the Adverse Event Management System (TGA’s internal adverse event
database) but not included in the Database of Adverse Event Notifications (DAEN). The reports that do not appear in the DAEN may have
insufficient information and/or no reasonable temporal association and/or the relationship between the medicine/vaccine and the adverse event
appears to not be related as judged by a health professional and/or the report may have been received by the TGA within the last 90 days and/or the
report may be a duplicate of a case included in the DAEN.

Infanrix (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis toxoid ; Tetanus toxoid) - Suspect (1097 days);
Menjugate (Corynebacterium diphtheriae ; Neisseria meningitidis group C
oligosaccharide) - Concomitant (1097 days); Priorix (Measles virus ; Mumps

Unknow virus ; Rubella virus) - Concomitant (1097 days); Sabin Vaccine (Poliovirus) - | Injection site reaction ;
189224 6/08/2003 | n 7 Concomitant (1097 days) Peripheral swelling
Unknow Abdominal pain ; Diarrhoea ;
195824 | 22/03/2004 | n 30 | Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (0 days) Lymphadenopathy ; Pyrexia
Infanrix (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis toxoid ; Tetanus toxoid) - Suspect (0 days); Erythema ; Feeling hot ;
Unknow Priorix (Measles virus ; Mumps virus ; Rubella virus) - Concomitant (0 days); | Injection site reaction ;
198011 9/06/2004 | n 4 Sabin Vaccine (Poliovirus) - Concomitant (0 days) Swelling
Infanrix (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis toxoid ; Tetanus toxoid) - Concomitant (-);
Poliomyelitis Virus Vaccine Oral (Poliovirus) - Concomitant (-); Priorix
214133 8/12/2005 | Male 4 (Measles virus ; Mumps virus ; Rubella virus) - Suspect (1 days) Injection site reaction
Liquid Pedvaxhib (Haemophilus type B polysaccharide ; Neisseria
meningitidis outer membrane protein complex) - Suspect (0 days);
Meningitec (Diphtheria CRM197 protein ; Meningococcal polysaccharide
group C) - Suspect (0 days); Priorix (Measles virus ; Mumps virus ; Rubella
214629 5/01/2006 | Female |1 virus) - Suspect (0 days) Unevaluable event
Infanrix (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis toxoid ; Tetanus toxoid) - Concomitant (2 days);
Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (2 days);
215722 | 10/02/2006 | Male 6 Sabin Vaccine (Poliovirus) - Concomitant (2 days) Injection site reaction
DTPa-IPV Vaccine (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
216283 6/03/2006 | Male 4 haemagglutinin ; Pertussis fimbriae 2 + 3 ; Pertussis toxoid ; Poliovirus ; Injection site reaction
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Tetanus toxoid) - Concomitant (0 days); Priorix (Measles virus ; Mumps
virus ; Rubella virus) - Suspect (0 days)

216284

6/03/2006

Female

Infanrix HEXA (Diphtheria toxoid ; Haemophilus influenza type B polyribose
ribitol phosphate ; Hepatitis B surface antigen recombinant ; Pertactin ;
Pertussis filamentous haemagglutinin ; Pertussis toxoid ; Poliovirus ;
Tetanus toxoid) - Suspect (0 days); Priorix (Measles virus ; Mumps virus ;
Rubella virus) - Concomitant (0 days)

Injection site reaction

217355

12/04/2006

Male

Infanrix-IPV (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis toxoid ; Poliovirus ; Tetanus toxoid) - Suspect (-);
Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (-)

Injection site reaction

220516

1/08/2006

Female

Infanrix-IPV (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis toxoid ; Poliovirus ; Tetanus toxoid) - Suspect (1
days); Priorix (Measles virus ; Mumps virus ; Rubella virus) - Concomitant (1
days)

Injection site reaction

221137

28/08/2006

Male

Infanrix-IPV (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis toxoid ; Poliovirus ; Tetanus toxoid) - Suspect (1
days); Priorix (Measles virus ; Mumps virus ; Rubella virus) - Concomitant (1
days)

Injection site reaction

222950

7/11/2006

Male

Meningitec (Diphtheria CRM197 protein ; Meningococcal polysaccharide
group C) - Suspect (0 days); Pedvaxhib (Haemophilus type B polysaccharide
; Neisseria meningitidis outer membrane protein complex) - Suspect (0
days); Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (0
days)

Flushing ; Rash erythematous
; Urticaria

225961

20/02/2007

Male

45

Boostrix-IPV (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis toxoid ; Poliovirus ; Tetanus toxoid) - Suspect (2
days); Dukoral (Vibrio cholerae) - Suspect (9 days); Fluvax (Influenza virus
haemagglutinin) - Suspect (9 days); Hepatitis B Vaccine (Hepatitis B surface

Rash
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antigen recombinant) - Suspect (2 days); Menomune (Meningococcal
polysaccharide group A ; Meningococcal polysaccharide group C;
Meningococcal polysaccharide group W135 ; Meningococcal
polysaccharide Group Y) - Suspect (9 days); Merieux Inactivated Rabies
Vaccine (Rabies virus) - Suspect (9 days); Pneumovax (Pneumococcal
purified capsular polysaccharides) - Suspect (2 days); Priorix (Measles virus
; Mumps virus ; Rubella virus) - Suspect (2 days); Stamaril (Yellow fever
virus) - Suspect (2 days); Vivaxim (Hepatitis a virus antigen ; Salmonella
typhi Vi polysaccharide) - Suspect (2 days)

226005

22/02/2007

Female

Infanrix-IPV (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis toxoid ; Poliovirus ; Tetanus toxoid) - Suspect (1
days); Priorix (Measles virus ; Mumps virus ; Rubella virus) - Concomitant (1
days)

Injection site reaction

226851

22/03/2007

Female

Infanrix-IPV (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis toxoid ; Poliovirus ; Tetanus toxoid) - Suspect (1
days); Priorix (Measles virus ; Mumps virus ; Rubella virus) - Concomitant (-

)

Injection site reaction

226852

22/03/2007

Female

Infanrix-IPV (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis toxoid ; Poliovirus ; Tetanus toxoid) - Suspect (1
days); Priorix (Measles virus ; Mumps virus ; Rubella virus) - Concomitant (1
days)

Injection site reaction

233626

20/09/2007

Female

DTPa-IPV Vaccine (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis fimbriae 2 + 3 ; Pertussis toxoid ; Poliovirus ;
Tetanus toxoid) - Suspect (2 days); Priorix (Measles virus ; Mumps virus ;
Rubella virus) - Concomitant (2 days)

Injection site reaction

234529

17/10/2007

Male

Menjugate (Corynebacterium diphtheriae ; Neisseria meningitidis group C
oligosaccharide) - Suspect (10 days); Pedvaxhib (Haemophilus type B

Generalised oedema ; Rash
generalised ; Tongue oedema
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polysaccharide ; Neisseria meningitidis outer membrane protein complex) -
Suspect (10 days); Priorix (Measles virus ; Mumps virus ; Rubella virus) -
Suspect (10 days); VAQTa Hepatitis A Vaccine Inactivated (Hepatitis a virus
antigen) - Suspect (10 days)

Infanrix-IPV (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis toxoid ; Poliovirus ; Tetanus toxoid) - Suspect (0
days); Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (0

Extensive swelling of
vaccinated limb ; Injection

242379 | 30/06/2008 | Male 4 days) site reaction
Infanrix-IPV (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis toxoid ; Poliovirus ; Tetanus toxoid) - Suspect (1 | Extensive swelling of
days); Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (1 vaccinated limb ; Injection
242380 | 30/06/2008 | Female | 4 days) site reaction
Infanrix-IPV (Diphtheria toxoid ; Pertactin ; Pertussis filamentous Extensive swelling of
haemagglutinin ; Pertussis toxoid ; Poliovirus ; Tetanus toxoid) - Suspect (-); | vaccinated limb ; Injection
244824 24/09/2008 | Female | 4 Priorix (Measles virus ; Mumps virus ; Rubella virus) - Concomitant (-) site reaction ; Pruritus
Liquid Pedvaxhib (Haemophilus type B polysaccharide ; Neisseria
meningitidis outer membrane protein complex) - Suspect (6 days);
Meningitec (Diphtheria CRM197 protein ; Meningococcal polysaccharide
group C) - Suspect (6 days); Priorix (Measles virus ; Mumps virus ; Rubella
245756 | 23/10/2008 | Female | 4 virus) - Suspect (6 days) Angioedema ; Pyrexia ; Rash
Hiberix (Haemophilus influenza type B polyribose ribitol phosphate ;
Tetanus toxoid) - Suspect (-); Meningococcal C Vaccine (Corynebacterium
diphtheriae ; Neisseria meningitidis group C oligosaccharide) - Suspect (-);
247121 12/12/2008 | Female |1 Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (-) Urticaria
254879 3/08/2009 | Male 42 | Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (14 days) Oedema ; Pain
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Infanrix-IPV (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis toxoid ; Poliovirus ; Tetanus toxoid) - Suspect (1
days); Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (1

Extensive swelling of
vaccinated limb ; Injection

254903 4/08/2009 | Male 4 days) site reaction

Comvax (Haemophilus influenza type B polyribose ribitol phosphate ;

Hepatitis B surface antigen recombinant ; Neisseria meningitidis outer

membrane protein complex) - Suspect (3 days); Prevenar

(Corynebacterium diphtheriae ; Pneumococcal purified capsular

polysaccharides) - Suspect (3 days); Priorix (Measles virus ; Mumps virus ; Extensive swelling of
258079 13/10/2009 | Male 3 Rubella virus) - Suspect (3 days) vaccinated limb ; Pyrexia

Panvax H1N1 influenza vaccine (Influenza virus haemagglutinin) - Suspect Abdominal pain upper ;
259143 2/11/2009 | Female | 39 | (-); Priorix (Measles virus ; Mumps virus ; Rubella virus) - Concomitant (-) Diarrhoea ; Nausea ; Rash

Infanrix-IPV (Diphtheria toxoid ; Pertactin ; Pertussis filamentous

haemagglutinin ; Pertussis toxoid ; Poliovirus ; Tetanus toxoid) - Suspect (2 | Extensive swelling of

days); Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (2 vaccinated limb ; Injection
260047 | 18/11/2009 | Female | 4 days) site reaction

Asthenia ; Pyrexia ; Septic

261167 | 17/12/2009 | Male <1 | Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (31 days) arthritis staphylococcal

Comvax (Haemophilus influenza type B polyribose ribitol phosphate ;

Hepatitis B surface antigen recombinant ; Neisseria meningitidis outer

membrane protein complex) - Suspect (0 days); Neisvac-C (aluminium

hydroxide hydrate ; Meningococcal polysaccharide group C; Tetanus

toxoid) - Suspect (0 days); Priorix (Measles virus ; Mumps virus ; Rubella Cyanosis ; Hypotension ;
261400 | 23/12/2009 | Female |5 virus) - Suspect (0 days) Hypotonia
262188 | 25/01/2010 | Male - Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (-) Autism spectrum disorder

Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (0 days);
265769 27/04/2010 | Male 4 Quadracel (Diphtheria toxoid ; Pertactin ; Pertussis filamentous Febrile convulsion
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haemagglutinin ; Pertussis fimbriae 2 + 3 ; Pertussis toxoid ; Poliovirus ;
Tetanus toxoid) - Suspect (0 days)

266557

4/05/2010

Female

Fluvax (Influenza virus haemagglutinin) - Suspect (0 days); Neisvac-C
(aluminium hydroxide hydrate ; Meningococcal polysaccharide group C;
Tetanus toxoid) - Suspect (0 days); Priorix (Measles virus ; Mumps virus ;
Rubella virus) - Suspect (0 days)

Pyrexia

267497

17/05/2010

Male

Fluvax (Influenza virus haemagglutinin) - Suspect (0 days); Hiberix
(Haemophilus influenza type B polyribose ribitol phosphate ; Tetanus
toxoid) - Suspect (0 days); Neisvac-C (aluminium hydroxide hydrate ;
Meningococcal polysaccharide group C; Tetanus toxoid) - Suspect (0 days);
Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (0 days);
Trade Name Not Specified (Product not Coded) - Suspect (0 days)

Febrile convulsion

269658

23/06/2010

Female

Fluvax (Influenza virus haemagglutinin) - Suspect (0 days); Hiberix
(Haemophilus influenza type B polyribose ribitol phosphate ; Tetanus
toxoid) - Suspect (0 days); Neisvac-C (aluminium hydroxide hydrate ;
Meningococcal polysaccharide group C; Tetanus toxoid) - Suspect (0 days);
Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (0 days)

Dyspnoea ; Pyrexia

269774

24/06/2010

Male

Infanrix-IPV (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis toxoid ; Poliovirus ; Tetanus toxoid) - Suspect (0
days); Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (0
days)

Crying ; Extensive swelling of
vaccinated limb ; Injected
limb mobility decreased

270425

7/07/2010

Male

Comvax (Haemophilus influenza type B polyribose ribitol phosphate ;
Hepatitis B surface antigen recombinant ; Neisseria meningitidis outer
membrane protein complex) - Concomitant (0 days); Neisvac-C (aluminium
hydroxide hydrate ; Meningococcal polysaccharide group C; Tetanus
toxoid) - Suspect (0 days); Priorix (Measles virus ; Mumps virus ; Rubella
virus) - Suspect (0 days)

Injection site reaction;
Swelling face
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Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (0 days);
Quadracel (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis fimbriae 2 + 3 ; Pertussis toxoid ; Poliovirus ;

271450 | 28/07/2010 | Male Tetanus toxoid) - Suspect (0 days) Unresponsive to stimuli
Infanrix-IPV (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis toxoid ; Poliovirus ; Tetanus toxoid) - Suspect (0 | Erythema ; Pain in extremity ;
days); Priorix (Measles virus ; Mumps virus ; Rubella virus) - Concomitant (0 | Paraesthesia ; Peripheral

274696 | 20/10/2010 | Male days) swelling ; Pyrexia
Infanrix-IPV (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis toxoid ; Poliovirus ; Tetanus toxoid) - Suspect (1
days); Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (1 Administration site reaction ;

274917 | 26/10/2010 | Female days) Headache
Infanrix-IPV (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis toxoid ; Poliovirus ; Tetanus toxoid) - Suspect (-);

275218 4/11/2010 | Female Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (-) Hallucination ; Pyrexia
Infanrix-IPV (Diphtheria toxoid ; Pertactin ; Pertussis filamentous Extensive swelling of
haemagglutinin ; Pertussis toxoid ; Poliovirus ; Tetanus toxoid) - Suspect (0 | vaccinated limb ; Pyrexia ;
days); Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (0 Vaccination site erythema;

275241 5/11/2010 | Male days) Vaccination site pain
Infanrix-IPV (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis toxoid ; Poliovirus ; Tetanus toxoid) - Extensive swelling of
Concomitant (1 days); Priorix (Measles virus ; Mumps virus ; Rubella virus) - | vaccinated limb ; Injection

276832 | 16/12/2010 | Male Suspect (1 days) site reaction
Infanrix-IPV (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis toxoid ; Poliovirus ; Tetanus toxoid) - Suspect (-);

277146 | 23/12/2010 | Male Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (-) Febrile convulsion ; Vomiting
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Infanrix-IPV (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis toxoid ; Poliovirus ; Tetanus toxoid) - Suspect (0 | Extensive swelling of
days); Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (0 vaccinated limb ; Injection
277787 | 19/01/2011 | Male 6 days) site reaction

Infanrix-IPV (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis toxoid ; Poliovirus ; Tetanus toxoid) - Suspect (1
days); Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (1
278159 | 28/01/2011 | Female | 4 days) Pyrexia
Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (0 days);
Quadracel (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis fimbriae 2 + 3 ; Pertussis toxoid ; Poliovirus ; Injection site reaction ;
279109 | 23/02/2011 | Male 4 Tetanus toxoid) - Suspect (0 days) Injection site swelling
Hiberix (Haemophilus influenza type B polyribose ribitol phosphate ;
Tetanus toxoid) - Suspect (1 days); Meningococcal C Vaccine
(Corynebacterium diphtheriae ; Neisseria meningitidis group C
oligosaccharide) - Suspect (1 days); Priorix (Measles virus ; Mumps virus ;

Rubella virus) - Suspect (1 days); VAQTa Hepatitis A Vaccine Inactivated Diarrhoea ; Pyrexia ; Rash ;
281948 | 28/04/2011 | Male 1 (Hepatitis a virus antigen) - Suspect (1 days) Vomiting

Infanrix-IPV (Diphtheria toxoid ; Pertactin ; Pertussis filamentous Extensive swelling of

haemagglutinin ; Pertussis toxoid ; Poliovirus ; Tetanus toxoid) - Suspect (2 | vaccinated limb ; Injected

days); Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (2 limb mobility decreased ;
281991 | 28/04/2011 | Male 4 days) Injection site reaction

Infanrix-IPV (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis toxoid ; Poliovirus ; Tetanus toxoid) - Suspect (0 | Injection site cellulitis ;
days); Priorix (Measles virus ; Mumps virus ; Rubella virus) - Concomitant (0 | Injection site swelling ;
282069 | 29/04/2011 | Male 4 days) Pyrexia
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Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (5 days);
Stamaril (Yellow fever virus) - Suspect (5 days); Twinrix Adult 720/20
Formulation (Hepatitis a virus antigen ; Hepatitis B surface antigen
recombinant) - Suspect (5 days); Typhoid Vaccine (Salmonella typhi) -

282462 6/05/2011 | Female | 35 | Suspect (5 days) Influenza like illness
Infanrix-IPV (Diphtheria toxoid ; Pertactin ; Pertussis filamentous Extensive swelling of
haemagglutinin ; Pertussis toxoid ; Poliovirus ; Tetanus toxoid) - Suspect (0 | vaccinated limb ; Injection
days); Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (0 site pain ; Injection site

282512 9/05/2011 | Female | 4 days) reaction
Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (5 days);

Stamaril (Yellow fever virus) - Suspect (5 days); Twinrix Adult 720/20
Formulation (Hepatitis a virus antigen ; Hepatitis B surface antigen
recombinant) - Suspect (5 days); Typhim VI (Salmonella typhi Vi Headache ; Influenza like

282676 | 12/05/2011 | Male 35 | polysaccharide) - Suspect (5 days) illness ; Nausea
Infanrix-IPV (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis toxoid ; Poliovirus ; Tetanus toxoid) - Suspect (1 | Injection site reaction ;
days); Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (1 Injection site swelling ;

283733 3/06/2011 | Male days) Irritability ; Pyrexia

286361 | 25/07/2011 | Female |5 Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (1285 days) Febrile convulsion ; Urticaria
Hiberix (Haemophilus influenza type B polyribose ribitol phosphate ;

Tetanus toxoid) - Suspect (0 days); Neisvac-C (aluminium hydroxide
hydrate ; Meningococcal polysaccharide group C; Tetanus toxoid) -
Suspect (0 days); Priorix (Measles virus ; Mumps virus ; Rubella virus) - Pruritus ; Rash erythematous

289925 5/10/2011 | Male 1 Suspect (0 days) ; Urticaria
Infanrix-IPV (Diphtheria toxoid ; Pertactin ; Pertussis filamentous Fatigue ; Injection site

291268 2/11/2011 | Female | 4 haemagglutinin ; Pertussis toxoid ; Poliovirus ; Tetanus toxoid) - Suspect (2 | reaction ; Pyrexia
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days); Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (2
days)

Hiberix (Haemophilus influenza type B polyribose ribitol phosphate ;
Tetanus toxoid) - Suspect (6 days); Neisvac-C (aluminium hydroxide
hydrate ; Meningococcal polysaccharide group C ; Tetanus toxoid) -
Suspect (6 days); Priorix (Measles virus ; Mumps virus ; Rubella virus) -
291383 4/11/2011 | Female |1 Suspect (6 days) Seizure
Hiberix (Haemophilus influenza type B polyribose ribitol phosphate ;
Tetanus toxoid) - Suspect (14 days); Neisvac-C (aluminium hydroxide
hydrate ; Meningococcal polysaccharide group C ; Tetanus toxoid) -
Suspect (14 days); Priorix (Measles virus ; Mumps virus ; Rubella virus) -
292368 | 25/11/2011 | Male 1 Suspect (14 days) Febrile convulsion
Infanrix-IPV (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis toxoid ; Poliovirus ; Tetanus toxoid) - Suspect (1
days); Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (1 Injection site reaction ;
292520 | 29/11/2011 | Female | 4 days) Pyrexia

Hiberix (Haemophilus influenza type B polyribose ribitol phosphate ;
Tetanus toxoid) - Suspect (0 days); Neisvac-C (aluminium hydroxide
hydrate ; Meningococcal polysaccharide group C ; Tetanus toxoid) -
Suspect (0 days); Prevenar 13 (Pneumococcal purified capsular
polysaccharides) - Suspect (0 days); Priorix (Measles virus ; Mumps virus ; Crying ; Hypotonic-
294667 | 17/01/2012 | Male 1 Rubella virus) - Suspect (0 days) hyporesponsive episode
Infanrix-IPV (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis toxoid ; Poliovirus ; Tetanus toxoid) - Suspect (1
days); Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (1
295001 | 25/01/2012 | Male 3 days) Injection site reaction




The information provided in the following table is from reports included in the Adverse Event Management System (TGA’s internal adverse event
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Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (1 days);
Quadracel (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis fimbriae 2 + 3 ; Pertussis toxoid ; Poliovirus ;

296250 | 20/02/2012 | Male Tetanus toxoid) - Suspect (1 days) Pyrexia ; Vomiting
Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (0 days); Cough ; Extensive swelling of
Quadracel (Diphtheria toxoid ; Pertactin ; Pertussis filamentous vaccinated limb ; Injection
haemagglutinin ; Pertussis fimbriae 2 + 3 ; Pertussis toxoid ; Poliovirus ; site reaction ; Urticaria ;
300762 | 22/05/2012 | Male Tetanus toxoid) - Suspect (0 days) Wheezing
Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (0 days);
Quadracel (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis fimbriae 2 + 3 ; Pertussis toxoid ; Poliovirus ; Cough ; Injection site reaction
301328 | 30/05/2012 | Male Tetanus toxoid) - Suspect (0 days) ; Urticaria ; Wheezing
Infanrix-IPV (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis toxoid ; Poliovirus ; Tetanus toxoid) - Suspect (2
days); Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (2
303034 2/07/2012 | Female days) Injection site reaction
Hiberix (Haemophilus influenza type B polyribose ribitol phosphate ;
Tetanus toxoid) - Concomitant (0 days); Priorix (Measles virus ; Mumps
virus ; Rubella virus) - Concomitant (0 days); Varilrix (live varicella vaccine) - | No adverse event ;
303272 9/07/2012 | Female Suspect (0 days) Vaccination error
Comvax (Haemophilus influenza type B polyribose ribitol phosphate ;
Hepatitis B surface antigen recombinant ; Neisseria meningitidis outer
membrane protein complex) - Suspect (-); Priorix (Measles virus ; Mumps
303596 13/07/2012 | Male virus ; Rubella virus) - Suspect (-) VIth nerve disorder
Extensive swelling of
Infanrix-IPV (Diphtheria toxoid ; Pertactin ; Pertussis filamentous vaccinated limb ; Injection
307848 3/10/2012 | Male haemagglutinin ; Pertussis toxoid ; Poliovirus ; Tetanus toxoid) - Suspect (1 | site reaction
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days); Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (1
days)

308628 | 19/10/2012 | Male Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (0 days) Presyncope
Infanrix-IPV (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis toxoid ; Poliovirus ; Tetanus toxoid) - Suspect (1
days); Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (1
310235 | 21/11/2012 | Male days) Serum sickness-like reaction
Infanrix-IPV (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis toxoid ; Poliovirus ; Tetanus toxoid) - Extensive swelling of
Concomitant (1 days); Priorix (Measles virus ; Mumps virus ; Rubella virus) - | vaccinated limb ; Injection
310286 | 21/11/2012 | Male Concomitant (1 days) site reaction
Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (0 days);
Quadracel (Diphtheria toxoid ; Pertactin ; Pertussis filamentous Injection site reaction ;
haemagglutinin ; Pertussis fimbriae 2 + 3 ; Pertussis toxoid ; Poliovirus ; Oropharyngeal pain ; Rash
310674 | 29/11/2012 | Male Tetanus toxoid) - Suspect (0 days) maculo-papular ; Vomiting
Hiberix (Haemophilus influenza type B polyribose ribitol phosphate ;
Tetanus toxoid) - Suspect (0 days); Meningitec (Diphtheria CRM197 protein
; Meningococcal polysaccharide group C) - Suspect (0 days); Priorix
310822 4/12/2012 | Male (Measles virus ; Mumps virus ; Rubella virus) - Suspect (0 days) Urticaria
Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (0 days);
Quadracel (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis fimbriae 2 + 3 ; Pertussis toxoid ; Poliovirus ; Injection site reaction ;
310914 5/12/2012 | Male Tetanus toxoid) - Suspect (0 days) Pyrexia ; Rash ; Vomiting
Hiberix (Haemophilus influenza type B polyribose ribitol phosphate ;
Tetanus toxoid) - Suspect (2 days); Neisvac-C (aluminium hydroxide Hypotonic-hyporesponsive
311781 | 24/12/2012 | Female hydrate ; Meningococcal polysaccharide group C ; Tetanus toxoid) - episode ; Pyrexia
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Suspect (2 days); Priorix (Measles virus ; Mumps virus ; Rubella virus) -
Suspect (2 days)

312054

4/01/2013

Female

29

Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (-)

Foetal exposure during
pregnancy

315929

20/03/2013

Male

Hiberix (Haemophilus influenza type B polyribose ribitol phosphate ;
Tetanus toxoid) - Suspect (3 days); Neisvac-C (aluminium hydroxide
hydrate ; Meningococcal polysaccharide group C ; Tetanus toxoid) -
Suspect (3 days); Priorix (Measles virus ; Mumps virus ; Rubella virus) -
Suspect (3 days)

Rash generalised

316162

25/03/2013

Male

Hiberix (Haemophilus influenza type B polyribose ribitol phosphate ;
Tetanus toxoid) - Suspect (1 days); Neisvac-C (aluminium hydroxide
hydrate ; Meningococcal polysaccharide group C ; Tetanus toxoid) -
Suspect (1 days); Priorix (Measles virus ; Mumps virus ; Rubella virus) -
Suspect (1 days)

Decreased appetite ; Rash
macular ; Rhinorrhoea

317438

9/04/2013

Male

Infanrix-IPV (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis toxoid ; Poliovirus ; Tetanus toxoid) - Suspect (0
days); Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (-)

Injection site reaction

317452

10/04/2013

Male

Hiberix (Haemophilus influenza type B polyribose ribitol phosphate ;
Tetanus toxoid) - Suspect (0 days); Meningitec (Diphtheria CRM197 protein
; Meningococcal polysaccharide group C) - Suspect (0 days); Priorix
(Measles virus ; Mumps virus ; Rubella virus) - Suspect (0 days)

Meningitis bacterial ; Seizure

318630

26/04/2013

Female

Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (0 days);
Quadracel (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis fimbriae 2 + 3 ; Pertussis toxoid ; Poliovirus ;
Tetanus toxoid) - Suspect (0 days)

Syncope

318917

2/05/2013

Female

Hiberix (Haemophilus influenza type B polyribose ribitol phosphate ;
Tetanus toxoid) - Suspect (2 days); Neisvac-C (aluminium hydroxide

Rash generalised
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hydrate ; Meningococcal polysaccharide group C ; Tetanus toxoid) -
Suspect (2 days); Priorix (Measles virus ; Mumps virus ; Rubella virus) -
Suspect (2 days)

Infanrix-IPV (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis toxoid ; Poliovirus ; Tetanus toxoid) - Suspect (1
days); Priorix (Measles virus ; Mumps virus ; Rubella virus) - Concomitant (1
321804 | 20/06/2013 | Female | 4 days) Injection site swelling
Hiberix (Haemophilus influenza type B polyribose ribitol phosphate ;
Tetanus toxoid) - Suspect (14 days); Neisvac-C (aluminium hydroxide
hydrate ; Meningococcal polysaccharide group C ; Tetanus toxoid) -
Suspect (14 days); Prevenar 13 (Pneumococcal purified capsular
polysaccharides) - Suspect (14 days); Priorix (Measles virus ; Mumps virus ; | Cardiac arrest ; Pharyngitis ;
322260 | 27/06/2013 | Female |2 Rubella virus) - Suspect (14 days) Pyrexia

Hiberix (Haemophilus influenza type B polyribose ribitol phosphate ;
Tetanus toxoid) - Suspect (1 days); Neisvac-C (aluminium hydroxide
hydrate ; Meningococcal polysaccharide group C ; Tetanus toxoid) -
Suspect (1 days); Priorix (Measles virus ; Mumps virus ; Rubella virus) - Pyrexia ; Rash maculo-
325707 | 26/08/2013 | Female |1 Suspect (1 days) papular ; Urticaria
Menitorix (Haemophilus influenza type B polyribose ribitol phosphate ;
Meningococcal polysaccharide group C; Tetanus toxoid) - Suspect (0 days);
326007 | 30/08/2013 | Female | 1 Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (0 days) Urticaria
Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (25 days);
Priorix-Tetra (live varicella vaccine ; Measles virus ; Mumps virus ; Rubella
328280 8/10/2013 | Female | 24 | virus) - Suspect (0 days); Varilrix (live varicella vaccine) - Suspect (42 days) No adverse event
Hiberix (Haemophilus influenza type B polyribose ribitol phosphate ;
328356 9/10/2013 | Female |1 Tetanus toxoid) - Suspect (-); Neisvac-C (aluminium hydroxide hydrate ; Urinary tract infection
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Meningococcal polysaccharide group C; Tetanus toxoid) - Suspect (-);
Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (-)

Infanrix-IPV (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis toxoid ; Poliovirus ; Tetanus toxoid) - Suspect
(91 days); Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (91

328975 | 21/10/2013 | Female | 4 days) Vomiting
Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (-); Varilrix Vaccine breakthrough
329887 4/11/2013 | Female | 7 (live varicella vaccine) - Suspect (-) infection
Menitorix (Haemophilus influenza type B polyribose ribitol phosphate ;
Meningococcal polysaccharide group C; Tetanus toxoid) - Suspect (2 days);
330378 7/11/2013 | Male 1 Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (2 days) Rash
331409 21/11/2013 | Female | 24 | Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (4 days) No adverse event
Menitorix (Haemophilus influenza type B polyribose ribitol phosphate ;
Meningococcal polysaccharide group C; Tetanus toxoid) - Suspect (0 days);
331740 | 27/11/2013 | Male 1 Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (0 days) Wrong drug administered
Menitorix (Haemophilus influenza type B polyribose ribitol phosphate ;
Meningococcal polysaccharide group C; Tetanus toxoid) - Suspect (1 days);
335474 | 25/02/2014 | Female | 1 Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (1 days) Otitis media ; Pharyngitis
Infanrix-IPV (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis toxoid ; Poliovirus ; Tetanus toxoid) - Suspect (0
days); Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (0 Cold sweat ; Nausea ; Pallor ;
336842 | 19/03/2014 | Female | 4 days) Staring
Infanrix-IPV (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis toxoid ; Poliovirus ; Tetanus toxoid) - Suspect (0
days); Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (0 Erythema ; Peripheral
357619 | 15/04/2015 | Male 4 days) swelling ; Pyrexia
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Menitorix (Haemophilus influenza type B polyribose ribitol phosphate ;
Meningococcal polysaccharide group C; Tetanus toxoid) - Suspect (6 days);

Decreased appetite ; Pyrexia ;
Rash generalised ;

359824 | 20/05/2015 | Male 1 Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (6 days) Somnolence
Arthralgia ; Injection site
423635 8/12/2017 | Female | 28 | Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (21 days) mass ; Oropharyngeal pain
Menveo (Diphtheria CRM197 protein ; Meningococcal oligosaccharide
group A ; Meningococcal oligosaccharide group C; Meningococcal
oligosaccharide group W135 ; Meningococcal oligosaccharide group Y) -
Concomitant (7 days); Prevenar 13 (Pneumococcal purified capsular
polysaccharides) - Concomitant (7 days); Priorix (Measles virus ; Mumps
427618 19/02/2018 | Female |1 virus ; Rubella virus) - Suspect (7 days) Morbillivirus test positive
Adacel (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis fimbriae 2 + 3 ; Pertussis toxoid ; Poliovirus ;
Tetanus toxoid) - Suspect (-); Priorix (Measles virus ; Mumps virus ; Rubella
427633 | 19/02/2018 | Female | 70 | virus) - Suspect (-) Lethargy ; Myalgia
427634 19/02/2018 | Female | 2 Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (-) Gait disturbance
Unknow
454988 15/01/2019 | n - Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (-) Product quality issue
Aphasia ; Bedridden ; Blood
test abnormal ; Bone marrow
failure ; Brain injury ;
Cerebral ischaemia ;
Computerised tomogram
Influenza Vaccine (Influenza virus haemagglutinin) - Suspect (0 days); abnormal ; Crying ; Cyanosis ;
Neisvac-C (aluminium hydroxide hydrate ; Meningococcal polysaccharide Device dependence ;
group C ; Tetanus toxoid) - Suspect (0 days); Priorix (Measles virus ; Mumps | Diarrhoea ; Disability ;
467088 | 31/05/2019 | Female | <1 | virus; Rubella virus) - Suspect (0 days) Dyspnoea ; Dystonia ;
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Case Report Entry
Number Date Gender Age Medicine reported as being taken MedDRA reaction terms

Epilepsy ; Febrile convulsion ;
Feeding disorder ; Feeling
abnormal ; Gait inability ;
Heart rate increased ;
Hepatic failure ; Human
rhinovirus test positive ;
Hypoglycaemia ; Hypokinesia
; Hypotonia ; Hypoxia ;
Inability to crawl ; Infection ;
Injury ; Lethargy ; Listless ;
Liver injury ; Loss of personal
independence in daily
activities ; Malaise ;
Metabolic acidosis ; Moaning
; Multiple organ dysfunction
syndrome ; Muscle twitching
; Muscular weakness ;
Nervous system disorder ;
Pain ; Pallor ; Partial seizures ;
Product administered to
patient of inappropriate age ;
Pyrexia ; Quadriplegia ;
Quality of life decreased ;
Renal failure ; Respiratory
disorder ; Respiratory
syncytial virus infection ;
Restlessness ; Screaming ;
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Case Report Entry
Number Date Gender Age Medicine reported as being taken MedDRA reaction terms

Seizure ; Strabismus ; Tremor
; Unrespons




