IRISH MEDICINES BOARD
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to IMB

Patient
Age

Indications

Details of suspected adverse drug reactions associated with the use of Gardasil

Vaccine Name Vaccination Date(s)

Adverse Reaction(s)
(MedDRA PT)

1st October 2012 - 31st August 2013

Reaction
Onset Date

Reaction
Cessation
Date

QOutcome

Concomitant

Medication(s)

Page 1 of 11

Medical History (MedDRA
PT)

2012-014874 |01/10/2012 |16 Years |Prophylaxis GARDASIL 19/09/2012 - Syncope 19/09/2012 Recovered/ Syncope
resolved
2012-014907 |02/10/2012 |12 Years |Prophylaxis GARDASIL 24/09/2012 - Panic attack 24/09/2012 Recovered/ Anxiety disorder
resolved
2012-014915 |02/10/2012 |12 Years |Prophylaxis GARDASIL 11/09/2012 - Pain in extremity 11/09/2012 Recovered/
Injection site pain 11/09/2012 resolved
2012-014992 |03/10/2012 |17 Years |Prophylaxis GARDASIL 28/09/2012 - Purpura 28/09/2012 Recovered/
Chest discomfort 28/09/2012 resolved
2012-015012 |04/10/2012 |13 Years |Prophylaxis GARDASIL 28/09/2012 - Erythema nodosum 30/09/2012 Not
23/03/2012 - recovered at
21/11/2011 - time of
reporting
2012-015026 |05/10/2012 |12 Years |Prophylaxis GARDASIL 24/09/2012 - Syncope 24/09/2012 Recovered/
resolved
2012-015027 |05/10/2012 |12 Years |Prophylaxis GARDASIL 01/10/2012 - Dizziness 01/10/2012 Recovered/ Panic attack
Hyperventilation 01/10/2012 resolved
2012-015031 |05/10/2012 |13 Years |Prophylaxis GARDASIL 04/10/2012 - Syncope 04/10/2012 Recovered/
Tonic clonic movements  |04/10/2012 resolved
2012-015041 |08/10/2012 |12 Years |Prophylaxis GARDASIL 28/09/2012 - Pallor 28/09/2012 Recovered/
Asthenia 28/09/2012 resolved
Headache 28/09/2012
VVomiting 28/09/2012
2012-015042 |08/10/2012 |13 Years |Prophylaxis GARDASIL 25/09/2012 - Pallor 25/09/2012 Not Coeliac disease
Asthenia 25/09/2012 recovered at Asthma
Disorientation 25/09/2012 time of Cardiac murmur
Dyskinesia 25/09/2012 reporting
Fatigue
Muscle twitching
2012-015051 |10/10/2012 |16 Years |Prophylaxis GARDASIL 13/09/2012 - Abdominal pain 14/09/2012 Recovered/
Diarrhoea 14/09/2012 resolved
Pyrexia 14/09/2012
2012-015057 |10/10/2012 |17 Years |Prophylaxis GARDASIL 10/10/2012 - Hypersensitivity 10/10/2012 Recovered/ Food allergy
Pain in extremity 10/10/2012 resolved
Agitation 10/10/2012
Flushing 10/10/2012
2012-015132 |17/10/2012 |18 Years |Prophylaxis GARDASIL 08/10/2012 - Maternal exposure during Unknown
pregnancy
2012-015150 |18/10/2012 |12 Years |Prophylaxis GARDASIL 20/09/2012 - Rash pruritic 20/09/2012 Recovered/
resolved

Please refer also to the caveat document enclosed.

Every effort has been made to ensure that the information contained in this line listing is accurate and true. The content of this line listing is believed to be cormrect at the time of

compilation, and is a direct representation of the data cumrently held in our database which is continually updated.
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therein. Copynight of the Irish Medicines Board.
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Date of first Reaction
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2012-015245 |25/10/2012 |17 Years |Prophylaxis GARDASIL 10/10/2012 - VIIth nerve paralysis 16/10/2012 Recovered/
resolved
2012-015357 |24/10/2012 |13 Years |Prophylaxis GARDASIL 05/12/2011 - Pityriasis rosea 20/03/2012 Unknown
2012-015359 |05/11/2012 |18 Years |Prophylaxis GARDASIL 26/09/2012 - Urticaria Not
Pruritus recovered at
time of
reporting
2012-015453 |10/11/2012 |16 Years |Prophylaxis GARDASIL 11/09/2012 - Headache 11/09/2012 Recovered/
resolved
2012-015454 |10/11/2012 |12 Years |Prophylaxis GARDASIL 11/09/2012 - Headache 11/09/2012 Recovered/
resolved
2012-015455 ]10/11/2012 |12 Years |Prophylaxis GARDASIL 11/09/2012 - Influenza like illness 12/09/2012 Recovered/ Influenza like illness
Arthralgia 12/09/2012 resolved
2012-015458 |11/11/2012 |17 Years |Prophylaxis GARDASIL 13/09/2012 - Pain in extremity 13/09/2012 Recovered/ Overweight
Injection site joint pain 13/09/2012 resolved
Injection site joint swelling |13/09/2012
2012-015459 |11/11/2012 |16 Years |Prophylaxis GARDASIL 13/09/2012 - Headache 13/09/2012 Recovered/
resolved
2012-015460 |11/11/2012 |12 Years |Prophylaxis GARDASIL 14/09/2012 - Vomiting 14/09/2012 Recovered/
resolved
2012-015461 |12/11/2012 |19 Years |Prophylaxis GARDASIL 07/11/2012 - Anaphylactic reaction 07/11/2012 Recovered/
resolved
2012-015476 |13/11/2012 |17 Years |Prophylaxis GARDASIL 05/09/2012 - Vision blurred 07/09/2012 Recovered/
Headache 07/09/2012 resolved
Paraesthesia 07/09/2012
2012-015481 |13/11/2012 |17 Years |Prophylaxis GARDASIL 10/09/2012 - Headache 17/09/2012 Not Asthma
Dizziness 17/09/2012 recovered at
Back pain 17/09/2012 time of
reporting
2012-015483 |13/11/2012 |12 Years |Prophylaxis GARDASIL 18/09/2012 - Pyrexia 18/09/2012 Recovered/
resolved
2012-015486 |13/11/2012 |16 Years |Prophylaxis GARDASIL 18/09/2012 - Urticaria 18/09/2012 Recovered/ Food allergy
resolved
2012-015487 |13/11/2012 |17 Years |Prophylaxis GARDASIL 18/09/2012 - Injection site pain 13/11/2012 Recovering/
resolving

Please refer also to the caveat document enclosed.
Every effort has been made to ensure that the information contained in this line listing is accurate and true. The content of this line listing is believed to be cormrect at the time of
compilation, and is a direct representation of the data cumrently held in our database which is continually updated.
The Inish Medicines Board, its servants, agents and employees disclaim all hability for the accuracy, completeness, or usefulness of any information and for any error or omission
therein. Copynight of the Irish Medicines Board.
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2012-015488 |13/11/2012 |17 Years |Prophylaxis GARDASIL 13/11/2012 - Syncope 13/11/2012 Recovered/
resolved
2012-015526 |15/11/2012 |17 Years |Prophylaxis GARDASIL 03/10/2011 - Alopecia 02/2012 Recovering/ Familial risk factor
16/04/2012 - resolving
2012-015527 |15/11/2012 |18 Years |Prophylaxis GARDASIL 07/11/2012 - Urticaria 07/11/2012 Recovered
Dizziness Not
Syncope recovered at
Somnolence time of
Decreased appetite reporting.
2012-015528 |15/11/2012 |13 Years |Prophylaxis GARDASIL 19/07/2010 - Visual impairment 10/08/2010 Not
18/05/2010 - Eye pain 10/08/2010 recovered at
18/11/2010 - time of
reporting
2012-015529 |15/11/2012 |17 Years |Prophylaxis GARDASIL 13/11/2012 - Rash pruritic 13/11/2012 Unknown MINOCYCLINE
11/09/2012 - Asthenia
Nausea
Decreased appetite
Fatigue
Liver function test
abnormal
2012-015530 |15/11/2012 |12 Years |Prophylaxis GARDASIL 21/09/2012 - Headache Recovered/
resolved
2012-015531 |15/11/2012 |17 Years |Prophylaxis GARDASIL 21/09/2012 - Oral mucosal blistering 21/09/2012 Recovered/
resolved
2012-015532 |15/11/2012 |16 Years |Prophylaxis GARDASIL 21/09/2012 - Injection site pain 21/09/2012 Recovered/
resolved
2012-015536 |15/11/2012 |12 Years |Prophylaxis GARDASIL 15/11/2012 - 15/11/2012 Asthma 15/11/2012 Recovered/ Asthma
resolved
2012-015553 |18/11/2012 |12 Years |Prophylaxis GARDASIL 12/11/2012 - Extrasystoles 14/11/2012 |18/11/2012 |Recovered/
18/09/2012 - Palpitations resolved
2012-015603 |23/11/2012 |16 Years |Prophylaxis GARDASIL 25/09/2012 - Headache 25/09/2012 Recovered/
resolved
2012-015604 |23/11/2012 |12 Years |Prophylaxis GARDASIL 09/11/2012 - Hot flush 09/11/2012 Recovered/ Lymphadenopathy
14/09/2012 - Insomnia 09/11/2012 resolved
Urticaria
Lymphadenopathy
2012-015609 |23/11/2012 |16 Years |Prophylaxis GARDASIL 05/09/2012 - Maternal exposure during Unknown
pregnancy

compilation, and is a direct representation of the data cumrently held in our database which is continually updated.
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2012-015610 |23/11/2012 |12 Years |Prophylaxis GARDASIL 19/09/2012 - Headache 19/09/2012 Recovered/
resolved
2012-015649 |28/11/2012 |17 Years |Prophylaxis GARDASIL 14/11/2012 - Pain in extremity 14/11/2012 Recovering/
09/09/2012 - Injection site erythema 14/11/2012 resolving
Injection site warmth 14/11/2012
Injection site pain 14/11/2012
Insomnia 14/11/2012
Monoplegia
2012-015659 |29/11/2012 |17 Years |Prophylaxis GARDASIL 19/09/2012 - Maternal exposure during Unknown
pregnancy
2012-015662 |28/11/2012 Prophylaxis GARDASIL Extensive swelling of Unknown
vaccinated limb
2012-015694 |03/12/2012 |12 Years |Prophylaxis GARDASIL 30/11/2012 - Presyncope 30/11/2012 Recovered/
Loss of consciousness 30/11/2012 resolved
2012-015695 |03/12/2012 |13 Years |Prophylaxis GARDASIL 15/11/2012 - Pain in extremity 15/11/2012 Not
Muscular weakness 15/11/2012 recovered at
Sensory disturbance 15/11/2012 time of
Neuralgia reporting
2012-015700 |03/12/2012 |17 Years |Prophylaxis GARDASIL 22/11/2012 - Eye irritation 23/11/2012 Not
Hallucination 23/11/2012 recovered at
Eye swelling 23/11/2012 time of
Chest discomfort 23/11/2012 reporting
2012-015718 |05/12/2012 |12 Years |Prophylaxis GARDASIL 29/11/2012 - Anaphylactic reaction 29/11/2012 Recovered/
BOOSTRIX 27/09/2012 - Dyspnoea 29/11/2012 resolved
29/11/2012 - Pallor 29/11/2012
Cough 29/11/2012
Tachycardia 29/11/2012
2012-015720 |05/12/2012 |18 Years |Prophylaxis GARDASIL 10/10/2012 - Urticaria 11/10/2012 Recovered/
Eyelid oedema 11/10/2012 resolved
2012-015799 |13/12/2012 |17 Years |Prophylaxis GARDASIL 26/11/2012 - Urticaria Not
recovered at
time of
reporting

Please refer also to the caveat document enclosed.
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The Inish Medicines Board, its servants, agents and employees disclaim all hability for the accuracy, completeness, or usefulness of any information and for any error or omission
therein. Copynight of the Irish Medicines Board.
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2012-015805 |13/12/2012 |13 Years |Prophylaxis GARDASIL 03/12/2012 - Feeling hot 03/12/2012 Recovered/
Hypoaesthesia 03/12/2012 resolved
Dizziness 03/12/2012
Disorientation 03/12/2012
Decreased appetite
Pallor
Hyperhidrosis
Somnolence
2012-015824 |14/12/2012 |13 Years |Prophylaxis GARDASIL 26/11/2012 - Rash erythematous 27/11/2012 Recovered/ |BOOSTRIX
Swelling face 27/11/2012 resolved
2012-015851 |19/12/2012 |13 Years |Prophylaxis GARDASIL 13/09/2012 - Urticaria 13/12/2012 Recovered/
resolved
2012-015852 |19/12/2012 |12 Years |Prophylaxis GARDASIL 05/12/2012 - Pyrexia 07/12/2012 Recovered/
PRIORIX. 01/10/2012 - Oropharyngeal pain 07/12/2012 resolved
05/12/2012 - Malaise 07/12/2012
Asthenia 07/12/2012
Pain 07/12/2012
2013-015918 |02/01/2013 |13 Years |Prophylaxis BOOSTRIX 05/12/2012 - Personality change 05/12/2012 Recovered/
GARDASIL 05/12/2012 - Inappropriate affect 05/12/2012 resolved
Somnolence 05/12/2012
Dysarthria
2013-015940 |02/01/2013 |17 Years |Prophylaxis GARDASIL 05/11/2012 - Pyrexia 05/11/2012 Recovered/ |YASMINELLE
Vomiting 05/11/2012 resolved
Headache 05/11/2012
Abdominal pain 05/11/2012
Muscle spasms 05/11/2012
2013-015946 |02/01/2013 Prophylaxis GARDASIL 10/12/2012 - Oedema peripheral 10/12/2012
2013-015947 |02/01/2013 |18 Years |Prophylaxis GARDASIL 10/10/2012 - Headache 11/10/2012 Not
recovered at
time of
reporting
2013-015959 |02/01/2013 |13 Years |Prophylaxis GARDASIL 04/12/2012 - 04/12/2012 Eye pain 04/12/2012 Recovered/
Chills 04/12/2012 |05/12/2012 |resolved
Arthralgia 04/12/2012 |01/01/2013
Pyrexia 04/12/2012 |06/12/2012
Headache 04/12/2012
Pain in extremity 04/12/2012 |01/01/2013
Photophobia 04/12/2012 |05/12/2012
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2013-015968 |03/01/2013 |13 Years |Prophylaxis GARDASIL 11/09/2012 - Rash pruritic 11/09/2012 Recovered/
resolved
2013-015987 |07/01/2013 |13 Years |Prophylaxis GARDASIL 06/11/2012 - Malaise 06/11/2012 Recovered/
Headache 06/11/2012 resolved
Pain 06/11/2012
Pain in extremity 06/11/2012 |21/11/2012
2013-016024 |11/01/2013 |12 Years |Prophylaxis GARDASIL 05/12/2012 - Medication error Recovered/
(Third dose received early) resolved
2013-016065 |16/01/2013 |12 Years |Prophylaxis GARDASIL 02/10/2012 - Sneezing 02/10/2012 Recovered/
Eye pruritus 02/10/2012 resolved
Influenza like illness 02/10/2012
2013-016066 |16/01/2013 |12 Years |Prophylaxis GARDASIL 12/12/2012 - Sneezing 12/12/2012 Recovered/
Eye pruritus 12/12/2012 resolved
Influenza like illness 12/12/2012
2013-016207 |31/01/2013 |12 Years |Prophylaxis GARDASIL 15/10/2012 - Respiratory distress 15/10/2012 Recovered/ |BECLAZONE CFC-FREE |Asthma
Pyrexia 15/10/2012 resolved INHALER Hyperventilation
Blister 15/10/2012 VENTOLIN
Oropharyngeal pain 15/10/2012 SINGULAIR
Cough 15/10/2012
2013-016280 |07/02/2013 |12 Years |Prophylaxis GARDASIL 13/09/2012 - Dizziness 14/09/2012 Not
14/11/2012 - Influenza like illness 14/09/2012 recovered at
Nausea 14/09/2012 time of
Somnolence 14/09/2012 reporting
Fatigue 14/09/2012
Headache
Narcolepsy
Hypersomnia
2013-016360 |15/02/2013 |14 Years |Prophylaxis GARDASIL 04/2012 - Headache 04/2012 Not
Dizziness 04/2012 recovered at
time of
reporting
2013-016556 |06/03/2013 |17 Years |Prophylaxis GARDASIL 25/09/2012 - Pain 26/09/2012 Recovered/
Decreased appetite 26/09/2012 resolved
Erythema 26/09/2012
Headache 26/09/2012
2013-016588 |11/03/2013 |18 Years |Prophylaxis GARDASIL 24/09/2012 - Lethargy 24/09/2012 Recovered/
Pain in extremity 24/09/2012 resolved
Headache 24/09/2012
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2013-016589 |11/03/2013 |18 Years |Prophylaxis GARDASIL 19/11/2012 - Lethargy 19/11/2012 Recovered/
Pain in extremity 19/11/2012 resolved
Headache 19/11/2012
Pyrexia 19/11/2012
2013-016600 |12/03/2013 |14 Years |Prophylaxis GARDASIL 12/03/2013 - Anaphylactic reaction 12/03/2013 Unknown MEFAC
BOOSTRIX 12/11/2012 - Dizziness 12/03/2013
10/09/2012 - Pallor 12/03/2013
12/03/2013 - Chest discomfort 12/03/2013
Wheezing 12/03/2013
Tongue oedema 12/03/2013
Hypotension 12/03/2013
2013-016625 |14/03/2013 |17 Years |Prophylaxis GARDASIL 03/12/2012 - 03/12/2012 Malaise 07/12/2012 Recovered/ |GABAPENTIN Rheumatoid arthritis
24/09/2012 - Body temperature 07/12/2012 resolved PARACETAMOL/ Fibromyalgia
increased CODEINE
Arthralgia 07/12/2012
VIlth nerve paralysis 07/12/2012
2013-016643 |15/03/2013 |13 Years |Prophylaxis GARDASIL 13/03/2013 - Erythema 13/03/2013 Unknown BOOSTRIX Asthma
Flushing 13/03/2013 Seasonal allergy
2013-016695 |22/03/2013 |13 Years |Prophylaxis GARDASIL 11/03/2013 - Pyrexia 11/03/2013 Recovered/ Cardiac disorder
Musculoskeletal stiffness  [11/03/2013 resolved
Lethargy 11/03/2013
Fatigue 11/03/2013
Nausea 11/03/2013
Feeling of body 11/03/2013
temperature change
Malaise
Flushing
2013-016711 |25/03/2013 |13 Years |Prophylaxis GARDASIL 17/09/2012 - Erythema 17/09/2012 Recovered/
Pain in extremity 17/09/2012 resolved
2013-016713 |25/03/2013 |13 Years |Prophylaxis GARDASIL 21/03/2013 - Syncope 21/03/2013 Recovered/ Syncope
Fall 21/03/2013 resolved
2013-016717 |25/03/2013 |12 Years |Prophylaxis GARDASIL 10/09/2012 - Tenderness 10/09/2012 Not
06/11/2012 - recovered at
14/04/2013 - time of
reporting
2013-016719 |25/03/2013 |17 Years |Prophylaxis GARDASIL 14/03/2013 - Pain in extremity 14/03/2013 Recovered/
Erythema 14/03/2013 resolved

compilation, and is a direct representation of the data cumrently held in our database which is continually updated.
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2013-016723 |25/03/2013 |17 Years |Prophylaxis GARDASIL 08/11/2012 - 08/11/2012 Pain in extremity Recovered/
resolved
2013-016758 |27/03/2013 |17 Years |Prophylaxis GARDASIL 19/03/2013 - Rash pruritic 19/03/2013 Recovered/
Feeling hot 19/03/2013 resolved
Rash macular 19/03/2013
Rash erythematous 19/03/2013
2013-016803 |25/03/2013 |17 Years |Prophylaxis GARDASIL 08/11/2012 - Pain in extremity 08/11/2012 Recovered/
resolved
2013-016853 |08/04/2013 |17 Years |Prophylaxis GARDASIL 22/11/2012 - Pain in extremity 22/11/2012 Recovered/
Tenderness 22/11/2012 resolved
2013-016863 |10/04/2013 |18 Years |Prophylaxis GARDASIL 12/11/2012 - Rash pruritic 13/11/2012 Recovered/
Urticaria 13/11/2012 resolved
2013-016869 |10/04/2013 |18 Years |Prophylaxis GARDASIL 01/10/2012 - 01/10/2012 Postural orthostatic 08/11/2012 Not
tachycardia syndrome recovered at
Palpitations 08/11/2012 time of
reporting
2013-016871 |10/04/2013 |12 Years |Prophylaxis BOOSTRIX 09/04/2013 - Feeling hot 09/04/2013 Recovered/ |ELTROXIN Hypothyroidism
GARDASIL 09/04/2013 - Dizziness 09/04/2013 resolved
20/11/2012 - Malaise 09/04/2013
18/09/2012 - Dysphagia 09/04/2013
Flushing 09/04/2013
Urticaria 09/04/2013
Throat tightness 09/04/2013
Hypersensitivity 09/04/2013
2013-016877 |11/04/2013 |13 Years |Prophylaxis BOOSTRIX 09/04/2013 - Headache 09/04/2013 Recovered/
GARDASIL 09/04/2013 - Feeling hot 09/04/2013 resolved
Flushing 09/04/2013
Urticaria 09/04/2013
Dysphagia 09/04/2013
Hypersensitivity 09/04/2013
2013-016890 |12/04/2013 Prophylaxis GARDASIL 08/11/2012 - Oedema peripheral Unknown
2013-016896 |12/04/2013 |13 Years |Prophylaxis GARDASIL 05/12/2012 - Nausea 05/12/2012 Recovered/ Epistaxis
01/10/2012 - resolved
09/04/2013 -
2013-016907 |15/04/2013 |13 Years |Prophylaxis GARDASIL 11/04/2013 - Urticaria 11/04/2013 Recovered/
BOOSTRIX 11/04/2013 - Pruritus 11/04/2013 resolved
2013-016909 |15/04/2013 |19 Years |Prophylaxis GARDASIL 10/04/2013 - Rash erythematous 10/04/2013 Recovered/
03/12/2012 - Urticaria 10/04/2013 resolved

compilation, and is a direct representation of the data cumrently held in our database which is continually updated.
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2013-016932 |16/04/2013 |18 Years |Prophylaxis GARDASIL 11/03/2013 - Injection site pain 11/03/2013 Not
Musculoskeletal stiffness  [11/03/2013 recovered at
time of
reporting
2013-016974 |19/04/2013 |19 Years |Prophylaxis GARDASIL 14/11/2012 - Maternal exposure during Unknown Pregnancy
PRIORIX. 19/09/2012 - pregnancy
14/11/2012 -
2013-016975 |19/04/2013 |17 Years |Prophylaxis GARDASIL 20/11/2012 - Headache 20/11/2012 Recovered/
25/09/2012 - resolved
15/04/2013 -
2013-016993 |22/04/2013 |16 Years |Prophylaxis GARDASIL 17/12/2012 - Maternal exposure during Unknown
pregnancy
2013-017000 |22/04/2013 |16 Years |Prophylaxis GARDASIL 28/09/2012 - Maternal exposure during Unknown
19/11/2012 - pregnancy
2013-017091 |01/05/2013 |13 Years |Prophylaxis GARDASIL 08/04/2013 - Abdominal pain 08/04/2013 Recovered/
Back pain 08/04/2013 resolved
Decreased appetite 08/04/2013
Pyrexia 08/04/2013
2013-017100 |01/05/2013 |13 Years |Prophylaxis GARDASIL 19/04/2013 - Rash 26/04/2013 Recovered/
resolved
2013-017119 |03/05/2013 |17 Years |Prophylaxis GARDASIL 08/10/2012 - Psoriasis 10/2012 Not DOVOBET Psoriasis
26/11/2012 - recovered at Tonsillectomy
23/04/2013 - time of
reporting
2013-017126 |07/05/2013 |17 Years |Prophylaxis GARDASIL 12/04/2013 - Influenza like iliness 14/04/2013 Recovered/
Headache 14/04/2013 resolved
Myalgia 14/04/2013
Arthralgia 14/04/2013
Lethargy 14/04/2013
Sinusitis 14/04/2013
2013-017185 |13/05/2013 |13 Years |Prophylaxis BOOSTRIX 08/05/2013 - 08/05/2013 Headache 08/05/2013 Recovered/
GARDASIL 08/05/2013 - 08/05/2013 | Fatigue 08/05/2013 resolved
Dizziness 08/05/2013
2013-017198 |14/05/2013 |17 Years |Prophylaxis GARDASIL 11/09/2011 - Exposure during pregnancy Recovered/
14/11/2011 - resolved
No adverse event
2013-017202 |14/05/2013 |17 Years |Prophylaxis GARDASIL 26/09/2011 - Exposure during pregnancy Recovered/
16/11/2011 - No adverse event resolved

Please refer also to the caveat document enclosed.

Every effort has been made to ensure that the information contained in this line listing is accurate and true. The content of this line listing is believed to be cormrect at the time of

compilation, and is a direct representation of the data cumrently held in our database which is continually updated.

The Inish Medicines Board, its servants, agents and employees disclaim all hability for the accuracy, completeness, or usefulness of any information and for any error or omission

therein. Copynight of the Irish Medicines Board.
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Reaction
Reaction Cessation
Onset Date Date

Date of first

notification Patient
to IMB Age

Adverse Reaction(s)
(MedDRA PT)

Concomitant Medical History (MedDRA
Medication(s) PT)

Indications Vaccine Name Vaccination Date(s) Outcome

2013-017285 |23/05/2013 |13 Years |Prophylaxis GARDASIL 17/05/2013 - Epilepsy 17/05/2013 Recovered/ Syncope
Asthenia 17/05/2013 resolved
Syncope 17/05/2013
Tonic clonic movements 17/05/2013
Fatigue 17/05/2013
Headache 17/05/2013
2013-017346 |31/05/2013 |14 Years |Prophylaxis GARDASIL 13/03/2013 - Convulsion 14/03/2013 Not
recovered at
time of
reporting
2013-017358 |04/06/2013 |18 Years |Prophylaxis GARDASIL 14/05/2013 - Influenza like illness 27/05/2013 Recovered/ |DIANETTE
Pain 27/05/2013 resolved
Body temperature 27/05/2013
Headache 27/05/2013
Oropharyngeal pain 27/05/2013
Musculoskeletal stiffness  [27/05/2013
2013-017433 |12/06/2013 |17 Years |Prophylaxis GARDASIL 11/04/2013 - Nausea 11/04/2013 Recovered/ |TRIMETHOPRIM
03/12/2012 - Headache 11/04/2013 resolved DIFFERIN
04/10/2012 - Body temperature 11/04/2013 MICROLITE
Face oedema 11/04/2013
Dysphagia 11/04/2013
2013-017446 |13/06/2013 |18 Years |Prophylaxis GARDASIL 29/04/2013 - Fatigue 29/04/2013 Recovered/ |YASMIN
Lymphadenopathy 29/04/2013 resolved
Pyrexia 29/04/2013
2013-017672 |08/07/2013 |17 Years |Prophylaxis GARDASIL 12/03/2013 - Injection site pain 12/03/2013 Not
recovered at
time of
reporting
2013-017770 |17/07/2013 |13 Years |Prophylaxis GARDASIL 19/04/2013 - No adverse event Recovered/ |BOOSTRIX Asthma
15/03/2013 - Inappropriate schedule of resolved
20/09/2012 - drug administration
2013-017835 |24/07/2013 |14 Years |Prophylaxis GARDASIL 14/03/2013 - Pallor 14/03/2013 Recovered/
BOOSTRIX 14/03/2013 - Cold sweat 14/03/2013 resolved
Hypotension 14/03/2013
2013-017837 |24/07/2013 |17 Years |Prophylaxis GARDASIL 06/11/2012 - Syncope 06/11/2012 Recovered/
resolved

Please refer also to the caveat document enclosed.

Every effort has been made to ensure that the mformation contained in this line listing is accurate and true. The content of this line listing is believed to be comrect at the time of

compilation, and is a direct representation of the data cumrently held in our database which is continually updated.

The Inish Medicines Board, its servants, agents and employees disclaim all hability for the accuracy, completeness, or usefulness of any information and for any error or omission

therein. Copynight of the Irish Medicines Board.
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Medical History (MedDRA
PT)

2013-017839 |24/07/2013 |17 Years |Prophylaxis GARDASIL 11/09/2012 - Presyncope 11/09/2012 Recovered/ Syncope
Syncope 11/09/2012 resolved
2013-017840 |24/07/2013 |12 Years |Prophylaxis GARDASIL 13/09/2012 - Syncope 13/09/2012 Recovered/
Hypotension 13/09/2012 resolved
2013-018105 |26/08/2013 |17 Years |Prophylaxis PANDEMRIX |25/02/2010 - Fatigue 01/2011 Recovering/ |FYBOGEL CITRUS Dermatillomania
GARDASIL 06/10/2010 - resolving MEBEVERINE HCL
02/12/2010 - SANOMIGRAN
15/03/2011 - TERBINAFINE
TETRALYSAL

Please refer also to the caveat document enclosed.

Every effort has been made to ensure that the mformation contained in this line listing is accurate and true. The content of this line listing is believed to be cormrect at the time of
compilation, and is a direct representation of the data cumrently held in our database which is continually updated.
The Inish Medicines Board, its servants, agents and employees disclaim all hability for the accuracy, completeness, or usefulness of any information and for any error or omission

therein. Copynight of the Irish Medicines Board.




