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10.2  Vaccine reports 
 

 

 

  
  
  
  

 
 

 

 
 

During the 6-week period from 1 April to 15 May 2006, 167 reports of vaccine adverse 
reactions were lodged.  This represents 12.9% of the reports lodged for the period. 

Of the 167 reports, 79 related to children and 85 to adults, with the age in 2 cases being 
unstated.  The vaccines associated with five or more reports were:

 
  hepatitis B 

(12),  
 

  

• 12 year old male given  and Hep B vaccines (218287).   

About 45% of the reports were received from States, Territories or Local Government Shire 
Councils; 47% were received from health professionals; 14 reports were received from 
sponsors, and 2 were from the Australian Vaccination Network. 
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Table:  Reactions (other than deaths, convulsions and anaphylaxis) associated with individual vaccines: 

       

   

Vaccine Inject. 
site 
reaction 

Urticaria Rash Anorexia Irrit- 
ability 

Fever/ 
pyrexia 

Dyspnoea/ 
apnoea 

Pallor HHE Others of potential interest 

 
/Hepatitis B 

1 1 Dizziness, myalgia, arthralgia – 
see Rpt 217859 

Hepatitis B 3 2 2 1 1 1 2 x vomiting/nausea, generalised 
pain, loss of consciousness, 
hyperhidrosis, schizoaffective 
disorder 




























































	1 Administrative arrangements
	1.1 Conflict of Interest Statements
	1.2 Welcome and apologies
	1.3 Date and Venue of the Next Meeting

	2 Minutes of the 292nd Meeting
	3 Liaison with other Committees and Evaluation Units
	3.1 Liaison with ADEC
	3.1.1 Reports to ADEC
	3.1.2 Reports from ADEC
	3.1.2.1 Ratified Minutes
	3.1.2.2 Ratified Resolutions

	3.2 Liaison with CMEC
	3.2.1 Reports to CMEC
	3.2.2 Reports from CMEC

	3.3 Liaison with MEC
	3.3.1 Reports to MEC
	3.3.2 Reports from MEC

	3.4 Liaison with DSEB
	3.4.1 Reports to DSEB
	3.4.2 Reports from DSEB

	3.5 Liaison with PBAC
	3.6 Liaison with the NDPSC
	3.6.1 Chlorhexidine review

	3.7 Liaison with other organisations and individuals
	3.7.1 Medicare Australia – SSRI usage data
	3.7.2 Queensland Health Department – request for ADRAC opinion on safety of aprotinin
	3.7.3 Indonesian researcher/medical practitioner
	3.7.4 National Prescribing Services – letter to ADRAC
	3.7.5 ADRAC Letter to Directors of Psychiatry re. clozapine and myocarditis study


	4 ADRU Publications
	4.1 Australian Adverse Drug Reactions Bulletin
	4.1.1 Current issue of the Bulletin
	4.1.2 Draft Bulletin articles for re-review
	4.1.3 Bulletin articles for first-time review
	4.1.4 Articles to be drafted
	4.1.5 Articles ready for publication


	5 Other key publications
	5.1 Australia
	5.2 New Zealand

	6 Drugs of current interest
	6.1 Drugs of Current Interest
	6.1.1 Bonviva (ibandronic acid) – a potential DOCI
	6.1.2 Crestor / Visacor (rosuvastatin) – a potential DOCI


	7 Adverse drug reaction issues
	7.1 Matters for review
	7.1.1 Watching briefs
	7.1.1.1 Atomoxetine and convulsions
	7.1.1.2 Yasmin and thromboembolic disorders
	7.1.1.4 Issues for assignment of ‘Watching Brief’ status
	7.1.2 Omeprazole and hyperpigmentation
	7.1.3 Aprotinin and hypersensitivity reactions

	7.2 Analyses requested at a previous meeting
	7.2.1 Review of aprotinin in coronary artery bypass surgery (CABG)
	7.2.2 Amiodarone and optic neuropathy
	7.2.3 Terbinafine and blood dyscrasias
	7.2.4 Sulfonylureas and mortality
	7.2.5 Interpretation of post-mortem blood drug concentrations

	7.3 Updates on issues of ongoing interest
	7.3.1 Infliximab and risk of lymphoma in paediatric and adult patients
	7.3.2 OTC Ibuprofen sales
	7.3.3 Bisphosphonates and jaw necrosis
	7.3.3.1 Australian Dental Association advice to its members
	7.3.3.2 Presentation by Professor Aldred at June ADEC
	7.3.3.3 Joint society Position Statement
	7.3.3.4 Recent literature

	7.4 Items for information
	7.4.1 MHRA Review of venlafaxine in overdose
	7.4.2 Drug reviews and current issues
	7.4.2.1 Paroxetine and suicidality
	7.4.2.2 Efficacy issues with Risperdal Consta
	7.4.2.3 Initial results from the Study of Tamoxifen and Raloxifene (STAR).
	7.4.2.4 Ketoconazole and hepatotoxicity – changes to the PI
	7.4.3 Adverse Drug Reactions Issues
	7.4.4 Renal adverse reactions
	7.4.5 COX-2 inhibitors
	7.4.6 Other publications


	8 Summary of reports for review
	9 Fatal adverse events
	9.1 Central nervous system - psychiatric
	9.1.1 Quetiapine, venlafaxine, valproate and other drugs and sudden death

	9.2 Antiinfectives
	9.2.1 Ceftriaxone and anaphylaxis

	9.3 Antineoplastic agents
	9.3.1 Cladribine and lymphoma transformation
	9.3.2 5-Flourouracil, telmisartan, atorvastatin, celecoxib, aspirin, renal failure and neutropenic sepsis
	9.3.3 Carmustine implant and cerebral haemorrhage

	9.4 Bone modifying agents
	9.4.1 Meloxicam, risedronate and gastrointestinal ulceration and bleeding

	9.5 Haematological agents
	9.5.1 Eptacog alfa (activated), aprotinin, protamine and stroke and multiorgan failure
	9.5.2 Eptacog alfa (activated), aprotinin, protamine and stroke
	9.5.3 Eptacog alfa (activated) and disseminated intravascular coagulation
	9.5.4 Eptacog alfa (activated) and cardiac arrest
	9.5.5 Eptacog alfa (activated) and suspected pulmonary embolism
	9.5.6 Enoxaparin, clopidogrel and haemorrhagic stroke
	9.5.7 Clopidogrel, heparin, aspirin and massive bleeding
	9.5.8 Heparin, tenecteplase and cerebral haemorrhage
	9.5.9 Warfarin, aspirin, clopidogrel and cerebral haemorrhage

	9.6 Disease Modifying Anti-Rheumatic Drugs
	9.6.1 Methotrexate and aplastic anaemia

	9.7 Reports of fatal cases not presented
	9.8 Deaths associated with vaccine failure

	10 Vaccines
	10.1 Vaccine issues
	10.1.1  Published articles and news

	10.2  Vaccine reports
	10.2.1 Bacillus Calmette-Guerin vaccine and adenitis
	10.2.2 DTPa-IPV-Hib-Hep B and apnoea
	10.2.3 DTPa-IPV-Hib-Hep B, pneumococcal conjugated vaccine, and apnoea
	10.2.4 DTPa-IPV, pneumococcal conjugated vaccine, Hib-Hep B and apnoea
	10.2.5 Meningococcal C vaccine, anaphylaxis and breath holding episode
	10.2.6 DTPa-IPV-Hib-Hep B, pneumococcal vaccine and convulsions
	10.2.7 DTPa-IPV, Hib-Hep B, pneumococcal conjugated vaccine and seizures
	10.2.8 Influenza vaccine and Guillain-Barré syndrome
	10.2.9 DPTa-IPV, Hib-Hep B, pneumococcal conjugated and Hypotonic Hyporesponsive Episode (HHE)
	10.2.10 DPTa-IPV-Hib-Hep B vaccine and drowsy, floppy reaction
	10.2.11 HepA-Hep B vaccine and rash, cough and breathing difficulties
	10.2.12 Influenza vaccine and anaphylaxis
	10.2.13 DTPa-IPV, Hib-Hep B and pneumococcal conjugated vaccines and rash, breathing difficulties and vomiting
	10.2.14 Influenza vaccine and swollen tongue
	10.2.15 Influenza vaccine and injection site swelling, headache, angioedema and chest tightness
	10.2.16 Influenza vaccine, facial swelling and slight wheezing
	10.2.17 Influenza vaccine and severe thrombocytopenia


	11 Fetal and neonatal events
	11.1 Multivitamins and spontaneous abortion
	11.2 Etonogestrel and neonatal jaundice, haemorrhage and sepsis
	11.3 Levonorgestrel and ectopic pregnancy
	11.4 Olsalazine and encephalocele
	11.5 Ibuprofen and miscarriage
	11.6 Aripiprazole, diazepam, benztropine and kidney abnormality
	11.7 Olanzapine and unspecified birth defect

	12 Complementary medicines
	12.1 Published papers
	12.2 Tabulation of complementary medicines reports
	12.3 Narratives of selected reports
	12.3.1 CardioX and hyperkalaemia
	12.3.2 CardioX and stomach pains, nausea, vomiting
	12.3.3 Urinary Tract Support and urinary tract infection
	12.3.4 Urinary Tract Support, mad agitation, insomnia and urticaria
	12.3.5 Adverse reactions to glucosamine-containing products
	12.3.5.1 Glucosamine, chondroitin and interaction with sodium valproate
	12.3.5.2 Blooms Glucosamine Sulphate Herbal Complex, diclofenac and gastrointestinal bleed
	12.3.6 Nyal Cold and Flu Fighter and anaphylaxis
	12.3.7 Estrovarin and cholestatic hepatitis
	12.3.8 Aldi Great Life Benifex and Steven-Johnson syndrome
	12.3.9 Promensil and diclofenac and melena
	12.3.10 Herbal medicines, fluoxetine, Microgynon 50, tyrosine and raised liver function tests
	12.3.11 Other reports
	12.4 Update on previous reports
	12.4.1 Liver failure with Chinese tea
	12.4.2 Chinese herbs, retinal haemorrhage and malignant hypertension


	13 Other reports for review
	13.1 Reports for review
	13.1.1 Zolpidem and anterograde amnesia
	13.1.2 Zolpidem and psychosis
	13.1.3 Zolpidem and amnesia (sleep-driving)
	13.1.4 Levetiracetam and hepatic necrosis
	13.1.5 Risperidone and retroperitoneal fibrosis
	13.1.6 Norethisterone and weight gain, gynecomastia and ligament laxity
	13.1.7 Aprotinin, renal failure and cerebral and hepatic infarcts

	13.2 Tabulation of other reports discussed.

	14 Australian activities
	14.1 Media news

	15 Activities of overseas authorities, pharmaceutical companies and others
	15.1 FDA
	15.2 Canada
	15.3 EU
	15.4 UK
	15.5 Sponsors




