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Section 1:  Overview 
 
 Period of Report: 01 October 2017  to  31 December 2017 
 Number of Reports received: 787 
 
 
Table 1: Summary of medicine related reports [n=555] 
 

Description Fatal Other Serious* Non-serious* Total 

General Practitioners    10  86  96 

Hospital Doctors  3  84  46  133 

Hospital Pharmacists  1  21  23  45 

Community Pharmacists    1  24  25 

Nurses    7  72  79 

Other HC professionals    1  24  25 

Pharmaceutical Company  13  39  53  105 

Coroner  1      1 

ACC  6  2  3  11 

Public  1  4  20  25 

Other      10  10 

Total  25  169*  361*  555 

 
 
Table 2: Summary of vaccine related reports [n=232] 
 

Description Fatal Other Serious* Non-serious* Total 

General Practitioners    2  30  32 

Hospital Doctors   4  4  8 

Hospital Pharmacists        0 

Community Pharmacists        0 

Nurses    4  176  180 

Other HC professionals       0 

Pharmaceutical Company      1  1 

Coroner       0 

ACC        0 

Public     6  6 

Other      5  5 

Total  0  10  222  232 

 
* Seriousness is assessed for each report based on the ‘result of the adverse reaction(s)’ 

 Patient Died 
 Congenital abnormality 
 Patient hospitalisation or prolonged hospitalisation 
 Reaction was Life Threatening 
 Intervention was required to avoid permanent disability 
 Persisting disability 
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Overview of Reporting 
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Pharm Coys 17.58 13.88 17.78 10.11 19.14 10.38 14.23 13.85 13.93 10.22 16.95 13.5

Others 4.89 7.33 10.25 12.47 6.71 8.82 9.28 7.88 9.4 10.13 11.55 10.5

Hosp Drs 14.24 15.08 12.85 20 14.53 16.52 16.85 13.85 15.95 14.33 13.12 17.9

Hosp Phs 6.45 4.34 5.03 5.96 4.11 3.89 6.96 5.72 4.76 3.76 4.28 5.7

Comm Phs 3.34 4 3.35 3.26 5.01 3.37 3.33 4.19 3.21 7.35 5.68 3.2

Nurses 33.82 39.01 34.36 31.46 32.26 42.91 34.61 38.37 36.07 38.89 32.5 32.9

GPs 16.57 16.35 16.39 16.7 14.53 14.1 14.73 16.14 16.67 15.32 15.92 16.3

2015Q1 2015Q2 2015Q3 2015Q4 2016Q1 2016Q2 2016Q3 2016Q4 2017Q1 2017Q2 2017Q3 2017Q4

 
 
 Figure 1: Comparison of Reporters – percentage of reports per Quarter 
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Section 2: Presentation of Potential Safety Signals 
 
 
Table 3: Single Case Reports 
 
 
No reports requiring discussion of regulatory action this quarter 
 
 
 
 
 
 
Table 4: Safety Signals from Reporting Trends 
 
 
No trends requiring discussion of regulatory action this quarter 
 
 















 

MARC March 2018 – CARM Quarterly Report  10 

 

Serious AEFI Terms 
 
 
 

System Organ Class AEFI 

Alimentary PAROTID ENLARGEMENT 

 PAROTITIS 

Application Site ISR ABCESS 

 ISR INFLAMMATION (SEVERE) 

 ISR ABSCESS STERILE 

Endocrine/Metabolic LARYNGOTRACHEAL OEDEMA 

 LARYNX OEDEMA 

 ORCHITIS 

Haematological THROMBOCYTOPENIA 

Musculoskeletal ARTHRALGIA 

 ARTHRITIS 

 ARTHROPATHY 

 ARTHROSIS 

 OSTEOMYELITIS 

Nervous System CONVULSIONS 

 CONVULSIONS GRAND MAL 

 ENCEPHALITIS 

 ENCEPHALOMYELITIS 

 ENCEPHALOPATHY 

 FEVER CONVULSIONS 

 GUILLAIN-BARRE SYNDROME 

 HYPOTONIC-HYPORESPONSIVE EPISODE (HHE) 

 MENINGITIS 

 MENINGITIS ASEPTIC 

 MENINGOENCEPHALITIS 

 NEURITIS 

 NEURITIS CRANIAL 

 NEURITIS MOTOR 

 NEURITIS SENSORY 

 OEDEMA CEREBRAL 

 PETIT MAL CONVULSION 

 POLIOMYELITIS 
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Serious AEFI Terms 
 
 
 
 
System Organ Class AEFI 

Others ALLERGIC REACTION 

 ANAPHYLACTIC REACTION 

 ANAPHYLACTIC SHOCK 

 ANAPHYLACTOID REACTION 

 ANAPHYLAXIS 

 CRYING ABNORMAL 

 DEATH 

 FACE OEDEMA 

 FEVER  40  

 LYMPHADENOPATHY 

 OEDEMA 

 OEDEMA GENERALISED 

 TONGUE OEDEMA 

Resistance Mechanism Disorders SEPSIS 

 SEPTICAEMIA 

 VACCINE FAILURE 

Respiratory APNOEA 

 BRONCHOSPASM 

 DYSPNOEA 

 OEDEMA PULMONARY 

Skin and Appendages ABSCESS 

 ACUTE GEN. ECZEMATOUS PUSTULOSIS 

 ANGIOEDEMA 

 ANGIONEUROTIC OEDEMA 

 BULLOUS ERUPTION 

 ECZEMA 

 EPIDERMAL NECROLYSIS 

 ERYTHEMA MULTIFORME 

 PRURITUS 

 STEVENS JOHNSON SYNDROME 

 TOXIC EPIDERMAL NECROLYSIS 

 URTICARIA 

 
 
 





 

MARC March 2018 – CARM Quarterly Report 13 

 

Serious Cases in Patients over 80 …continued 
 
 
REPORT ORIGIN DATE REACTIONS DRUGS ROUTE DOSE/UNIT BEGAN ENDED AGE SEX OUTCOME  
 
126774  DEC2017 CONVULSIONS * MINOCYCLINE     85 F     
      GLIPIZIDE    
      RISEDRONATE    
      CETIRIZINE    
      ALLOPURINOL      
 

  
 

 
 
 

  
 
   
 
126690  NOV2017 RENAL FUNCTION ABNORMAL * LENALIDOMIDE      83 F     
     * ACETYLSALICYLIC ACID      
     * VALACICLOVIR    
     DEXAMETHASONE       
      DUOLIN    
      PAMIDRONATE DISODIUM      
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Table 9: Causal and Serious Cases in 18 to 80 age group 
 
 
 100 cases have been assessed Causal and Serious 
 115 suspect medicines involved 
 
 
 
 
Table 9.1: ATC classification Overview 
 

 
ATC High Level Group 

No. of 
Medicines 

Percentage 

A Alimentary  0   
B Blood and Blood forming organs  7  6.1 
C Cardiovascular  7  6.1 
D Dermatological  8  7.0 
G Genito Urinary System and Sex Hormones  0   
H Systemic Hormones (excl Sex Hormones)  1  0.9 
J Anti-infectives  41  35.6 
L Antineoplastics and Immunomodulating Agents  7  6.1 
M Musculoskeletal   17  14.7 
N Nervous System  18  15.6 
P Antiparasitic Products, Insecticides and Repellents  1  0.9 
R Respiratory System  0   
S Sensory Organs  0   
V Miscellaneous  8  7.0 
 Total Suspect Medicines  115  100.0 
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Table  9.2:  ATC Detailed listing of Medicines 
 

 ATC Group Number Total 

A Alimentary  0 

    

B Blood and Blood forming organs  7 

B01A Dabigatran 3  
 Heparin – unfractionated 1  
B03A Iron polymaltose 2  
B03B Folic Acid 1  

C Cardiovascular  7 

C01B Flecainide 1  
C03A Bendrofluazide 1  
C08D Verapamil 1  
C09A Cilazapril 1  
 Quinapril 1  
C10A Atorvastatin 1  
 Simvastatin 1  

D Dermatological  8 

D01A Terbinafine 2  
D05B Acitretin 1  
D08A Chlorhexidine 5  

G Genito Urinary System and Sex Hormones  0 

    

H Systemic Hormones (excl Sex Hormones)  1 

H03A Thyroxine 1  

J Anti-infectives  41 

J01A Doxycycline 1  
 Minocycline 1  
J01C Amoxicillin 5  
 Amoxicillin/Clavulanic Acid 2  
 Flucloxacillin 4  
J01D Cefoxitin 1  
 Ceftriaxone 3  
 Cephazolin 8  
J01E Cotrimoxazole 5  
 Trimethoprim 1  
J01F Erythromycin 1  
 Roxithromycin 1  
J01G Gentamicin 1  
J01M Ciprofloxacin 1  
J01X Metronidazole 1  
 Nitrofurantoin 1  
 Vancomycin 1  
J02A Fluconazole 1  
J05A Viekira Pak-RBV 2  
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L Antineoplastics and Immunomodulating Agents  7 

L01A Cyclophosphamide 1  
L01B Methotrexate 1  
L01X Cobimetinib 1  
 Vemurafenib 1  
L04A Azathioprine 1  
 Leflunomide 1  
 Ustekinumab 1  

M Musculoskeletal  17 

M01A Diclofenac 4  
 Ibuprofen 4  
M03A Atracurium 1  
 Rocuronium 4  
 Suxamethonium chloride 3  
M05B Zoledronate 1  

N Nervous System  18 

N01A Ketamine 1  
N01B Lignocaine+Antacid (Pink Lady) 1  
N02A Tramadol 1  
N02B Paracetamol 2  
N03A Carbamazepine 2  
 Levetiracetam 1  
 Phenytoin 1  
N05A Clozapine 1  
 Olanzapine 4  
N06A Venlafaxine 2  
N07B Varenicline 1  
N07X Dimethyl fumarate 1  

P Antiparasitic Products, Insecticides & Repellents  1 

P01B Hydroxychloroquine 1  

R Respiratory  0 

    

S Sensory Organs  0 

    

V Miscellaneous  8 

V03A Protamine 1  
V04C Patent Blue V 4  
V08A Iohexol 3  

 Total Medicines  115 


































