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). Reports readily identified as duplicates of cases in the DAEN are indicated by blue shading. 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.

Case Number Report Gender Age Maedicine (Onset Time) Reaction

Entry Date

Priorix-Tetra (live varicella vaccine ; Measles virus ; Mumps virus ;
326076 3/09/2013 Male 1 Rubella virus) - Suspect (2 days) Pyrexia ; Wheezing

Priorix (Measles virus ; Mumps virus ; Rubella virus) - Suspect (25 days);
Priorix-Tetra (live varicella vaccine ; Measles virus ; Mumps virus ;
Rubella virus) - Suspect (0 days); Varilrix (live varicella vaccine) -

328280 8/10/2013 Female 24 Suspect (42 days) No adverse event
Priorix-Tetra (live varicella vaccine ; Measles virus ; Mumps virus ; Hypotonic-

335707 28/02/2014 Female 1 Rubella virus) - Suspect (0 days) hyporesponsive episode
Priorix-Tetra (live varicella vaccine ; Measles virus ; Mumps virus ;

340117 9/05/2014 Female 1 Rubella virus) - Suspect (5 days) Febrile convulsion
Priorix-Tetra (live varicella vaccine ; Measles virus ; Mumps virus ;

340242 12/05/2014 Female 1 Rubella virus) - Suspect (5 days) Febrile convulsion
Priorix-Tetra (live varicella vaccine ; Measles virus ; Mumps virus ;

340414 14/05/2014 Female 3 Rubella virus) - Suspect (-) No adverse event

Priorix-Tetra (live varicella vaccine ; Measles virus ; Mumps virus ;
Rubella virus) - Suspect (1 days); Vaxigrip Junior (Influenza virus
345365 4/08/2014 Male 1 haemagglutinin) - Suspect (1 days) Chills ; Pyrexia ; Vomiting

Infanrix-IPV (Diphtheria toxoid ; Pertactin ; Pertussis filamentous

haemagglutinin ; Pertussis toxoid ; Poliovirus ; Tetanus toxoid) -

Suspect (0 days); Priorix-Tetra (live varicella vaccine ; Measles virus ; Urticaria ; Vaccination
348195 1/10/2014 Female 4 Mumps virus ; Rubella virus) - Suspect (0 days) error

Menitorix (Haemophilus influenza type B polyribose ribitol phosphate ;
Meningococcal polysaccharide group C ; Tetanus toxoid) - Suspect (1

days); Priorix-Tetra (live varicella vaccine ; Measles virus ; Mumps Crying ; Nightmare ;
349999 11/11/2014 Male 1 virus ; Rubella virus) - Suspect (1 days) Stubbornness
357874 20/04/2015 Male 1 Priorix-Tetra (live varicella vaccine ; Measles virus ; Mumps virus ; Hypersensitivity
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Rubella virus) - Suspect (0 days)

386422

18/04/2016

Female

Infanrix (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis toxoid ; Tetanus toxoid) - Suspect (1 days);
Proquad (live varicella vaccine ; Measles virus ; Mumps virus ; Rubella
virus) - Suspect (1 days)

Erythema ; Peripheral
swelling

387385

4/05/2016

Male

10

Boostrix (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis toxoid ; Tetanus toxoid) - Suspect (0 days);
H-B-Vax Il Vaccine Paediatric (Hepatitis B surface antigen recombinant)
- Suspect (0 days); Neisvac-C (aluminium hydroxide hydrate ;
Meningococcal polysaccharide group C ; Tetanus toxoid) - Suspect (0
days); Proquad (live varicella vaccine ; Measles virus ; Mumps virus ;
Rubella virus) - Suspect (0 days)

Pruritus ; Rash

387887

12/05/2016

Male

Infanrix (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis toxoid ; Tetanus toxoid) - Concomitant (0
days); Proquad (live varicella vaccine ; Measles virus ; Mumps virus ;
Rubella virus) - Concomitant (0 days)

Diarrhoea ; Vomiting

394038

25/08/2016

Male

Priorix-Tetra (live varicella vaccine ; Measles virus ; Mumps virus ;
Rubella virus) - Suspect (0 days)

Inappropriate schedule of
drug administration ; No
adverse event

394394

1/09/2016

Female

Infanrix (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis toxoid ; Tetanus toxoid) - Suspect (0 days);
Priorix-Tetra (live varicella vaccine ; Measles virus ; Mumps virus ;
Rubella virus) - Suspect (0 days)

Nasopharyngitis ; Pyrexia

396275

4/10/2016

Female

Keppra (Levetiracetam) - Concomitant (-); Priorix-Tetra (live varicella
vaccine ; Measles virus ; Mumps virus ; Rubella virus) - Suspect (1 days)

Gait disturbance ; Rash
vesicular

400502

9/12/2016

Male

Priorix-Tetra (live varicella vaccine ; Measles virus ; Mumps virus ;

Injection site reaction
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Rubella virus) - Suspect (0 days); Trade Name Not Specified (Product
not Coded) - Suspect (0 days)

Infanrix (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis toxoid ; Tetanus toxoid) - Suspect (0 days);
Proquad (live varicella vaccine ; Measles virus ; Mumps virus ; Rubella

403423 9/02/2017 Male 1 virus) - Suspect (0 days) Anaphylactic reaction
Proquad (live varicella vaccine ; Measles virus ; Mumps virus ; Rubella

403602 14/02/2017 Male 1 virus) - Suspect (-) Anaphylactic reaction
Priorix-Tetra (live varicella vaccine ; Measles virus ; Mumps virus ;

411238 6/06/2017 Female 1 Rubella virus) - Suspect (30 days) Alopecia

Adacel (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis fimbriae 2 + 3 ; Pertussis toxoid ; Poliovirus ;
Tetanus toxoid) - Suspect (0 days); H-B-Vax Il Vaccine Adult (Hepatitis B

surface antigen recombinant) - Suspect (0 days); Priorix-Tetra (live Concomitant disease
varicella vaccine ; Measles virus ; Mumps virus ; Rubella virus) - Suspect  progression ; Delirium ;
412954 28/06/2017 Male 10 (0 days) Seizure

Priorix-Tetra (live varicella vaccine ; Measles virus ; Mumps virus ;

Rubella virus) - Suspect (0 days); Tripacel (Diphtheria toxoid ; Pertactin ;

Pertussis filamentous haemagglutinin ; Pertussis fimbriae 2 + 3 ; Injection site reaction ;
412974 28/06/2017 Male 1 Pertussis toxoid ; Tetanus toxoid) - Suspect (0 days) Rash

Infanrix (Diphtheria toxoid ; Pertactin ; Pertussis filamentous
haemagglutinin ; Pertussis toxoid ; Tetanus toxoid) - Suspect (0 days);
Proquad (live varicella vaccine ; Measles virus ; Mumps virus ; Rubella
417134 30/08/2017 Female 1 virus) - Suspect (0 days) Injection site reaction

Proquad (live varicella vaccine ; Measles virus ; Mumps virus ; Rubella Abdominal pain ; Pyrexia ;
422606 23/11/2017 Female 4 virus) - Suspect (0 days) Urticaria ; Vomiting
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Priorix-Tetra (live varicella vaccine ; Measles virus ; Mumps virus ;

Rubella virus) - Suspect (0 days); Tripacel (Diphtheria toxoid ; Pertactin ;

Pertussis filamentous haemagglutinin ; Pertussis fimbriae 2 + 3 ; Chills ; Irritability ;
426675 5/02/2018 Female 1 Pertussis toxoid ; Tetanus toxoid) - Suspect (0 days) Lethargy ; Pyrexia

Priorix-Tetra (live varicella vaccine ; Measles virus ; Mumps virus ;

Rubella virus) - Suspect (0 days); Tripacel (Diphtheria toxoid ; Pertactin ;

Pertussis filamentous haemagglutinin ; Pertussis fimbriae 2 + 3 ; Chills ; Irritability ;
427600 19/02/2018 Female 1 Pertussis toxoid ; Tetanus toxoid) - Suspect (0 days) Lethargy ; Pyrexia

Infanrix (Diphtheria toxoid ; Pertactin ; Pertussis filamentous

haemagglutinin ; Pertussis toxoid ; Tetanus toxoid) - Suspect (0 days);

Proquad (live varicella vaccine ; Measles virus ; Mumps virus ; Rubella
439380 1/08/2018 Male 1 virus) - Suspect (0 days) Pyrexia

Infanrix (Diphtheria toxoid ; Pertactin ; Pertussis filamentous

haemagglutinin ; Pertussis toxoid ; Tetanus toxoid) - Suspect (6 days); Cough ; Decreased

Priorix-Tetra (live varicella vaccine ; Measles virus ; Mumps virus ; appetite ; Seizure ;
440917 17/08/2018 Female 1 Rubella virus) - Suspect (6 days) Somnolence

Infanrix (Diphtheria toxoid ; Pertactin ; Pertussis filamentous

haemagglutinin ; Pertussis toxoid ; Tetanus toxoid) - Suspect (0 days);

Nimenrix (Meningococcal polysaccharide group A ; Meningococcal

polysaccharide group C ; Meningococcal polysaccharide group W135 ;

Meningococcal polysaccharide Group Y ; Tetanus toxoid) - Suspect (0

days); Proquad (live varicella vaccine ; Measles virus ; Mumps virus ;

448903 26/10/2018 Female 1 Rubella virus) - Suspect (0 days) Pyrexia ; Vomiting
Priorix-Tetra (live varicella vaccine ; Measles virus ; Mumps virus ;
454991 15/01/2019 Unknown - Rubella virus) - Suspect (-) Product quality issue

457627 19/02/2019 Male 1 Act-HIB (Haemophilus type B polysaccharide ; Tetanus protein) - Injection site reaction
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Suspect (1 days); Infanrix (Diphtheria toxoid ; Pertactin ; Pertussis
filamentous haemagglutinin ; Pertussis toxoid ; Tetanus toxoid) -
Suspect (1 days); Priorix-Tetra (live varicella vaccine ; Measles virus ;
Mumps virus ; Rubella virus) - Suspect (1 days)

Priorix-Tetra (live varicella vaccine ; Measles virus ; Mumps virus ;
467910 11/06/2019 Unknown - Rubella virus) - Suspect (-)

Product quality issue




